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X EMETALEY | dERENE | R ERGl
g | BRITa AR RS I oA FH 3 MR . e
1 B L Wy gk
The monitor is intended to be used for monitoring,
Vital Signs ) storing, recording, and reviewing of, and to generate .
1 _ iM3 _ S I B A% 7.5
Monitor alarms for, multiple physiological parameters of
A adults, pediatrics and neonates.
FD
F2, F3, F6, F9, Fetal & Maternal Monitor is intended for
X Fetal & Maternal o o o ) o
" 2 Monit F6 EXPRESS,F9 non-invasive and invasive monitoring of fetus during ] B A% 5
£ onitor
EXPRESS antepartum examination, labor and delivery.
The monitors are intended to be used for monitoring,
. . IM50, storing, and reviewing of, and to generate alarms for, o
3 Patient Monitor ) ) ) ) - I F %+ i
iM60,iM70,iM80 multiple physiological parameters of adults,
pediatrics and neonates
Fetal & Maternal Monitor is intended for
Fetal & maternal F6/F6Express/F9/F9 ) ) ) ) o ] o
1 . non-invasive and invasive monitoring of fetus during 11 B A% 5
monitor Express o )
antepartum examination, labor and delivery.
" Fetal Monitor is intended for non-invasive and
H .
N 2 Fetal monitor F2/F3 invasive monitoring of fetus during antepartum 1l #HAZ %
£
K examination, labor and delivery.
% Diagnostic The Ultrasound system is intended for use by a
. 3 Ultrasound Acclarix AX8 qualified physician or allied health professional for 1l #HAZ %
. System ultrasound evaluations.
Ultrasonic The Ultrasound system is intended for use by a
4 Diagnostic Acclarix AX4 qualified physician or allied health professional for 1l A% =
System ultrasound evaluations.
CE 1 diagnostic Acclarix AX4 The Ultrasound system is intended for use by a Ila HA% i
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X ultrasound system qualified physician or allied health professional for

I ultrasound evaluations.

) ) ] The Ultrasound system is intended for use by a
diagnostic Acclarix AX8 / . . . . )
2 ) qualified physician or allied health professional for ITa B

ultrasound system | Acclarix LX8

ig
N
+
o

ultrasound evaluations.

iM20 Patient Monitor is intended to be used for

) ) ) monitoring, storing, and reviewing of, and to generate o
3 Patient Monitor iM20 ) o b H %
alarms for, multiple physiological parameters of

iyl

adults, pediatrics and neonates.

The monitors are intended to be used for monitoring,

. . storing, and reviewing of, and to generate alarms for, )
1 elite V5, elite V6 ) o \ oHFZE
multiple physiological parameters of adults,

o

pediatrics and neonates.

iM20 Patient Monitor is intended to be used for

) . ) monitoring, storing, and reviewing of, and to generate
2 Patient Monitor iM20 ) o \ oOHZE
alarms for, multiple physiological parameters of

o

ETL adults, pediatrics and neonates.

N The monitors are intended to be used for monitoring,

1k . ) storing, and reviewing of, and to generate alarms for,
3 iM50, iM80 ) ] ) \ SR
multiple physiolog ical parameters of adults,

o

pediatrics and neonates

Pulse oximeter is intended for continuous monitoring

or spot-checking of functional arterial

o

4 Pulse Oximeter H100B oxygen saturation (SpO2) and pulse rate of single \ oH%E
adult, pediatric or neonate patient in hospitals,

intra-hospital transport and hospital type facilities.
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The iT20 telemetry transmitter is intended to monitor

Telemetry ) physiological parameters including: ECG, respiration
5 _ iT20 ) _ \ CHZE 7£r
Transmitter (RESP), oxygen saturation of arterial blood (Sp0O2)
and pulse rate (PR) for adults and pediatric patients.
PC ECG is intended to acquire, process and store
6 PC ECG SE-1515 ECG signals from adult and pediatric patients \ [ = =
undergoing stress exercise test or resting test.
7 . SE-3 Electrocardiograph is intended to acquire ECG \ 2R 5
Electrocardiograp . o )
signals from adult and pediatric patients through )
8 h SE-1201 \ SR i
body surface ECG electrodes.
Holter System is intended to record, analyze, display, )
9 Holter System SE-2003, SE-2012 ] \ EeiES i
edit and generate report of ambulatory ECG.
F2 Fetal Monitor is intended for non-invasive and \ OH%E 5
10 Fetal monitor invasive monitoring of fetus during antepartum )
F3 o _ \ EYIES 5
examination, labor and delivery.
F6 \ Sz i
Fetal & Maternal Monitor is intended for -
Fetal & maternal | F9 o o o ) \ oHF%E i
11 . non-invasive and invasive monitoring of fetus during
monitor F6 Express o ] \ EHE 5
antepartum examination, labor and delivery.
F9 Express \ EIFE i
Ultrasonic Pocket Dopplers are intended to be used
SD3, SD3 LITE, by health care professionals including registered
Ultrasonic Pocket | SD3 PLUS, SD3 nurses, practical nurses, midwives, ultrasound
12 o o _ o \ SR i
Doppler PRO, SD3 technicians, and physician assistants, by prescription
VASCULAR from licensed physicians in hospitals, clinics and
private offices.
13 Vital Signs M3, M3A, M3B This monitor is used to monitor vital signals for \ 2R %5
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Monitor patients
Diagnostic The Ultrasound system is intended for use by a
141 Ultrasound Acclarix LX8/ AX8 | qualified physician or allied health professional for \ [ = =
System ultrasound evaluations.
Diagnostic The Ultrasound system is intended for use by a
15 Ultrasound Acclarix AX4 qualified physician or allied health professional for \ [ = =
System ultrasound evaluations.
) Electrocardiograph is intended to acquire ECG
Electrocardiograp . - . )
1 ) SE-301 signals from adult and pediatric patients through 1b A%+ i
body surface ECG electrodes.
The monitors are intended to be used for monitoring,
) patient Monitor iM20\iM50\iM60\i storing, and reviewing of, and to generate alarms for, b - o
M70\iM80 multiple physiological parameters of adults,
pediatrics and neonates
Diagnostic The Ultrasound system is intended for use by a
213 3 Ultrasound Acclarix AX8 qualified physician or allied health professional for lla A% i
2 System ultrasound evaluations.
W Diagnostic The Ultrasound system is intended for use by a
4 Ultrasound Acclarix LX8 qualified physician or allied health professional for lla A% i
System ultrasound evaluations.
the monitors are intended to be used for monitoring,
. . ) . storing, and reviewing of, and to generate alarms for,
5 Patient Monitor elite V series ) o 1b HA% i
multiple physiological parameters of adults,
pediatrics and neonates.
Holter System is intended to record, analyze, display,
6 Holter system SE-2003/SE-2012 lla HA% i

edit and generate report of ambulatory ECG.
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) video colposcope is intended for gynecological .
7 video colposcope | C3\C3A\C6A o I B %
examination.

o

blood gas and )
. o 115 is a portable, automated system that measures pH L
8 chemistry analysis | i15 consumables / Hi % =
‘ and blood gases (pCO2, p02), electrolytes (Na+, K+,
system

Ca++, Cl - ) and hematocrit in arterial and venous

blood gas and o . .
) . whole blood samples with lithium heparin or calcium i
9 chemistry analysis | i15 ) / A% i

balanced heparin.

system
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‘ M| R
F2 Fetal & Maternal Monitor is intended for non-invasive and IIb 2009/12/27 N/A 5 5 N/A c
1. Fetal Monitor invasive monitoring of fetus during antepartum
F3 o ) IIb 2009/12/27 N/A % 5 N/A |
examination, labor and delivery.
CE -
- Sonotrax Lite Ultrasonic Pocket Dopplers (hereinafter called “the ITa 2002/9/25 N/A 75? 5 N/A | &
- Sonotrax Basic Doppler”) are intended to be used by health care ITa 2002/9/25 N/A 5 i N/A | &
i ) Ultrasonic Pocket | Sonotrax Pro professionals including registered nurses, practical nurses, ITa 2006/10/8 N/A =5 5 N/A Jc
' Doppler Sonotrax Vascular midwives, ultrasound technicians, and physician ITa 2006/10/8 N/A =5 =5 N/A o
Sonotrax Basic A assistants, by prescription from licensed physicians in IMa 2008/1/4 N/A F %5 N/A X
Sonotrax |1 hospitals, clinics and private offices. Ila 2008/1/4 N/A Fi % N/A I
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Sonotrax Il Pro lla 2008/1/4 N/A 75 7 N/A | &
SD3 LITE Ultrasonic Pocket Dopplers are intended to be used by ITa 2013/7/16 N/A 4 7 N/A |
SD3 health care professionals including registered nurses, ITa 2013/7/16 N/A 4 7 N/A "
SD3 PLUS practical nurses, midwives, ultrasound technicians, and IIa 2013/7/16 N/A e 7 N/A "
SD3 PRO physician assistants, by prescription from licensed ITa 2013/7/16 N/A 5 5 N/A o
SD3 VASCULAR physicians in hospitals, clinics and private offices. a 2013/7/16 N/A 5 % NA | &
Ultrasonic Pocket o .
3. ool SD1 SD1 is intended for the detection of fetal heart rate. Ila 2017/8/18 N/A & 15 N/A |
oppler
M9 The Patient Monitor (hereinafter called monitor) is 1Tb 2006/6/30 N/A 5 5 N/A o
intended to be used for continuous monitoring of ECG,
4. Patient Monitor RESP, SpO2, NIBP (Non-invasive Blood Pressure),
M9A ) IIb 2007/7/30 N/A & 15 N/A |
dual-TEMP, dual-1BP, C.O. (Cardiac output), CO2 and
GAS (Anesthetic gas).
M8 The Patient Monitor (hereinafter called monitor) is 1Ib 2007/7/30 N/A 5 % N/A o
. . MS8A intended to be used for continuous monitoring of ECG, 1Ib 2007/7/30 N/A & & N/A 7
5. Patient Monitor . )
RESP, SpO2, NIBP (Non-invasive Blood Pressure),
M8B b 2007/7/30 N/A % i N/A | &
dual-TEMP, dual-1BP and CO2.
Vista 120 the monitors are intended to monitor multiple parameters 1Ib 2012/11/30 N/A 5 % N/A o
including ECG (3-lead or 5-lead selectable), respiration
(RESP), functional arterial oxygen saturation (Sp02),
6. Patient Monitor invasive or non-invasive blood pressure (IBP, NIBP),
Vista 120 S ) _ b 2017/1/22 N/A 7& i N/A | &
temperature (dual-TEMP), end-tidal CO2, Cardiac Output
(C.0.), AG and bispectral index (BIS). BIS is only
applicable to Vista 120.
) ) iM9 The Patient Monitor (hereinafter called monitor) is b 2012/2/20 N/A 75 4 N/A |
7. Patient Monitor
iM9A intended to be used for continuous monitoring of ECG, b 2012/2/20 N/A & & N/A ¥
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RESP, SpO2, NIBP (Non-invasive Blood Pressure),
dual-TEMP, dual-1BP, C.O. (Cardiac output), CO2 and
GAS (Anesthetic gas)

iM8 SpO,(X2 or Nell-1), NIBP (X5) , ECG(X5), RESP(X5), IIb 2012/2/20 N/A 4 7 N/A |
8. | Patient Monitor | iM8A QUICK EMP(T2A), CO,(Capnostat 5, C5), IBP(C2), IIb 2012/2/20 N/A 75 7 N/A |
iM8B EtCO2 b 2012/2/20 N/A % i NA |
M50 ITb 2009/12/17 N/A g i N/A ¥
M80 The monitors are intended to be used for monitoring, 1Ib 2009/12/17 N/A & & N/A ¥
) ) iM50 storing, and reviewing of, and to generate alarms for, 1Ib 2012/3/20 N/A & % N/A ¥
9. Patient Monitor — ] ) ] o
iM80 multiple physiological parameters of adults, pediatrics and IIb 2012/3/20 N/A 5 5 N/A o
iM60 neonates IIb 2013/8/30 N/A 4 i NA | &
iM70 ITb 2013/8/30 N/A 7 i N/A ¥
iM20 Patient Monitor is intended to be used for
) . ) monitoring, storing, and reviewing of, and to generate
10.| Patient Monitor | iM20 ) o IIb 2014/6/26 N/A 4 i N/A | &
alarms for, multiple physiological parameters of adults,
pediatrics and neonates.
elite V5 the monitors are intended to be used for monitoring, 1Ib 2014/6/23 N/A = 5 N/A o
elite V6 storing, and reviewing of, and to generate alarms for, 1Ib 2014/6/23 N/A = & N/A ¥
multiple physiological parameters of adults, pediatrics and
neonates.
11.| Patient Monitor ECG (3-lead, 5-lead and 12-lead ), RESP, SpO2,
elite V8 Eight-1BP, NIBP, dual-TEMP, C.O., Expired CO2, GAS, IIb 2011/9/20 N/A 7 4 N/A y
RM, BIS, ICG, wireless function
ECG, RESP, TEMP, SpO,, PR, NIBP, IBP), C.O., AG,
BIS, ICG, EtCO,
12.| Electrocardiograp | SE-1 Electrocardiograph is intended to acquire ECG signals ITa 2005/1/25 N/A 7 4 N/A y
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h SE-100 from adult and pediatric patients through body surface IIa 2006/10/8 N/A e 7 N/A "
SE-3 ECG electrodes. Ila 2006/6/30 N/A 75 7 N/A |
SE-300A Ila 2006/10/8 N/A 7& % N/A | &
SE-300B Ila 2006/10/8 N/A 7& % N/A | &
SE-12 la 2007/1/30 N/A i i N/A |
SE-12 Express Ila 2008/7/14 N/A g i NA | &
SE-1200 la 2008/1/4 N/A 7 i N/A |
SE-1200 Express Ila 2008/1/4 N/A 7 i NA | &
SE-1201 la 2011/11/1 N/A 7 i N/A |
CS-1201 la 2013/8/15 N/A 7 i N/A |
SL12A Ila 2015/12/23 N/A ?‘:? i N/A | &
SE-601A la 2008/11/20 N/A ?‘:? i N/A | &
SE-601B Ila 2008/11/20 N/A ?‘:? i N/A | &
SE-601C Ila 2008/11/20 N/A % i N/A | &
CS-601B Ila 2013/7/16 N/A % i N/A | &
CS-601C Ila 2013/7/16 N/A % i N/A | &
SL6A Ila 2015/12/23 N/A 4 i N/A |
SE-15 a 2015/5/6 N/A 7 i NA | T
SE-18 a 2015/5/6 N/A 7 i NA | T
SL18A Ila 2015/12/23 N/A 4 i N/A |
SE-301 Ila 2015/9/30 N/A qh i N/A | I
iSE-301 la 2015/9/30 N/A qh i N/A | I

The iT20 telemetry transmitter is intended to monitor
13. Telemetry iT20 physiological parameters including: ECG, respiration ITb 2015/7/14 N/A =5 3 N/A o

Transmitter

(RESP), oxygen saturation of arterial blood (SpOZ2) and
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pulse rate (PR) for adults and pediatric patients.

a clinical data managing software application and is

MFM-CNS indicated for antepartum and intrapartum monitoring of 1Ib 2007/5/30 N/A e 7 N/A "
pregnant women in a healthcare setting.
a clinical data managing software application and is
c | MFM-CNS Lite indicated for antepartum monitoring of pregnant women in 1Ib 2007/5/30 N/A e 7 N/A "
entra
clinics.
14. Monitoring - - — —
Syt MFM-CMS provides centralized monitoring and critical
ystem . .
MFM-CMS care management for patients monitored by the b 2007/5/30 N/A 5 4 N/A |
manufacturer bedside monitors.
MFM-CMS provides centralized monitoring and critical
Vista 120 CMS care management for patients monitored by the IIb 2013/4/3 N/A 5 5 N/A o
manufacturer bedside monitors.
Central FTS-6 is intended for the continuous and non-invasive
15. Monitoring FTS-6 monitoring of the fetus and pregnant women during 1Ib 2017/1/13 N/A 5 % N/A o
System antepartum examination, labor and delivery.
F9 IIb 2007/5/30 N/A 4 i N/A ¥
Fetal & Maternal Monitor is intended for non-invasive and
Fetal &Maternal | F9 Express . o ) II'b 2008/7/14 N/A 4 = N/A G
16. ) invasive monitoring of fetus during antepartum
Monitor F6 L . IIb 2008/4/30 N/A 4 i N/A ¥
examination, labor and delivery.
F6 Express IIb 2008/1/4 N/A 4 e N/A | &
The FTS-6 Mobile Fetal Monitor is intended for the
. ) continuous and
17.|  Fetal Monitor FTS-6 Mobile o ) ) b 2018/4/10 N/A & i N/A |
non-invasive detection of fetus for pregnant women during
antepartum examination, labor and delivery.
Digital Ultrasonic diagnostic ultrasound system (DUS 60) is applicable for
18. DUS 60 ITa 2010/3/19 N/A e i N/A ¥

Diagnostic

ultrasound evaluation in hospitals and clinics.
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Imaging System

19.

Pulse Oximeter

H100B

PM-100B

Pulse oximeter is intended for continuous

monitoring or spot-checking of functional arterial
oxygen saturation (SpO2) and pulse rate of single adult,
pediatric or neonate patient in hospitals, intra-hospital
transport and hospital type facilities.

IIb

2008/1/4

N/A

i

il

N/A

IIb

2010/8/3

N/A

o

iy}

N/A

H100N

The oximeter is intended for continuous monitoring or
spot-checking of functional arterial oxygen saturation
(Sp02), pulse rate and for oral, axillary and rectal

temperature measurement.

IIb

2008/4/30

N/A

i

iyl

N/A

20.

PC ECG

SE-1010

PC ECG is a PC-based diagnostic tool intended to acquire,
process and store ECG
signals from adult and pediatric patients undergoing stress

exercise test or resting test.

ITa

2008/1/4

N/A

i

iyl

N/A

PADECG

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

IE

2013/7/31

N/A

o

o

N/A

SE-1515

PC ECG is intended to acquire, process and store ECG
signals from adult and pediatric
patients undergoing stress exercise test or resting test.

IIa

2014/3/4

N/A

i

iy}

N/A

21.

Vital Signs

Monitor

M3

The monitor is intended to be used by qualified physicians
or personnel professionally trained and it is for monitoring
adults, pediatrics and neonates in hospital environments.

II'b

2008/5/26

N/A

i

iy}

N/A

M3A

This monitor is intended to be used for monitoring,
storing, reviewing, recording, and generating alarms for
Sp0O2 (oxygen saturation of arterial blood), NIBP
(non-invasive blood pressure) and TEMP (quick

IIb

2008/5/26

N/A

i)

o

N/A
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temperature or infrared ear temperature) of adults,
pediatrics and neonates in hospital environments.

M3B

The Vital Signs Monitor is indicated for use for
non-invasive continuous monitoring of oxygen saturation
of the blood (Sp0O2) and CO2.

IIb

2008/5/26

N/A

i

i

N/A

Plus-3A

This monitor is intended to be used for monitoring,
storing, reviewing, recording, and g enerating alarms for
SpO2 (oxygen saturation of arterial blood), NIBP
(non-invasive blood pressure) and TEMP (quick
temperature or infrared ear temperature) of adults,
pediatrics and neonates in hospital environments.

IIb

2010/8/3

N/A

i

iyl

Fo

22.

Vital Signs

Monitor

IM3

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.

IIb

2017/8/14

N/A

i

iyl

N/A

23.

Finger Oximeter

H10

The device is a small, lightweight, portable
device intended for use in measuring and
displaying functional oxygen saturation of
arterial haemoglobin (%Sp02) and pulse
rate (PR).

II'b

2008/10/21

N/A

i

iyl

N/A

24.

Ultrasonic
TableTop
Doppler

SD5

SD6

Ultrasonic TableTop Doppler is intended to be used by
health care professionals including registered nurses,
practical nurses, midwives, ultrasound technicians, and
physician assistants, by prescription from licensed
physicians in hospitals, clinics and private offices.

IIa

2009/2/4

N/A

i

iy}

N/A

ITa

2009/2/4

N/A

i)

o

N/A

25.

Holter System

OEM: SE-2003

Holter System is intended to record, analyze, display, edit
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2010/3/19

N/A

i
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OEM: SE-2012 and generate report of ambulatory ECG. 2010/3/19 N/A 75 i = T
SE-2003 I 2015/7/14 N/A 7& 5 NA |
a
SE-2012 2015/7/14 N/A 7& % NA |
U50 is applicable for adults, pregnant women, pediatric
us0 Ila 2012/4/12 N/A i 7£r N/A | &
patients’ ultrasound evaluation in hospitals and clinics.
Diagnostic U2 is applicable for adults, pregnant women, pediatric
g u2 PP P g ) P o lla 2012/8/22 N/A 5 5 N/A |
26. Ultrasound patients’ ultrasound evaluation in hospitals and clinics.
System Acclarix AX8 The Ultrasound system is intended for use by a qualified IIa 2015/8/24 N/A 5 & N/A o
Acclarix LX8 physician or allied health professional for ultrasound IIa 2015/10/27 N/A 5 5 N/A o
Acclarix AX4 evaluations. ITa 2017/4/26 N/A 5 5 N/A o
Diagnostic The Ultrasound system is intended for use by a qualified
217. Ultrasound Acclarix LX4 physician or allied health professional for ultrasound ITa 2018/5/26 N/A = 5 N/A o
System evaluations.
Diagnostic . . .
The U60 is a portable Diagnostic Ultrasound System,
28. Ultrasound u60 ) . . ITa 2018/3/11 N/A = = N/A ¥
which applies advanced technologies.
System
Anaesthetic Workstation is a continuous flow anesthesia
system which offers manual or automatic ventilation,
Long5; easily adjustable fresh gas delivery, anesthetic agent IIb 2016/4/22 N/A @ 4 N/A y
delivery, ventilation monitoring, convenient ergonomics,
29 Anesthesia and state-of-the-art safety systems.
' workstation Anaesthetic Workstation is a continuous flow anesthesia
system which offers manual or automatic ventilation,
Long8 easily adjustable fresh gas delivery, anesthetic agent ITb 2016/4/22 N/A 7 4 N/A y

delivery, ventilation monitoring, convenient ergonomics,

and state-of-the-art safety systems.
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Ventilator System is a high-capability ventilator intended

30. Ventilator VT5 s ) b 2016/4/22 N/A i 7£r N/A | &
for acute and subacute care of pediatric and adult patients.
N/A % % NA | G
Smart ECG Viewer | 2010/5/21
Data Management Software is intended to store, display, N/A i % N/A | 6
analyze and manage ECG data on a PC. The software is N/A 4 = N/A T
Smart ECG Broker ) ) ) | 2010/5/21
31 Data Management only intended to be used in hospitals or healthcare N/A 5 5 N/A o
' Software facilities by doctors and trained healthcare professionals. N/A 5 5 N/A o
Smart ECG Net | 2010/5/21
N/A i 5 N/A | &
) ) ) N/A i 5 N/A | &
Oximeter Viewer Oximeter data management | 2008/12/8
N/A i 5 N/A | &
N/A i 5 N/A | &
MT-801 | 2008/12/8
N/A % i NA | G
N/A & i NA | G
MT-802 | 2008/12/8
N/A % i NA | G
N/A % i NA | G
MT-803 | 2008/12/8
N/A % i NA | G
As an accessory of the device, e.g. patient monitor, fetal & N/A o 15 N/A N
Trolley (For MT-805 ) . | 2008/12/8
32. ) maternal monitor, electrocardiograph and ultrasound N/A 5 % N/A o
medical use)
scanner. N/A 5 % N/A c
MT-201 | 2008/12/8
N/A & 5 N/A | &
N/A 7& i N/A | &
MT-202 | 2008/12/8
N/A 7& i N/A | &
N/A 7& i N/A | &
MT-206 | 2008/12/8
N/A & i NA | &
MT-207 I 2008/12/8 N/A E i NA | &
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N/A % i NA |
N/A % i NA |
MT-503 | 2008/12/8
N/A % i NA |
N/A % i NA | G
MT-503N | 2008/12/8
N/A E 7£r N/A | &
Treadmill (for .
33. ] TM-400 Treadmill for STRESS ECG | 2010/2/10 N/A 5 4 N/A |
medical use)
Ultrasonic N/A 5 5 N/A o
Imaging Data Management Software, 3-D imaging, LAN
34. UMS 100 ) | 2010/2/10
Management connecting. N/A 5 5 N/A o
System
C3 I 2012/10/12 N/A i 5 N/A | &
C6 I 2012/10/12 N/A i 5 N/A | &
3 Video C3A video colposcope is intended for gynecological | 2013/8/30 N/A 5 % N/A i
' Colposcope C6A examination. | 2013/8/30 N/A o = N/A N
C6 HD,C6A HD,C600,
) ) | 2017/8/3 N/A = e N/A ¥
iHC6,C300A, iHC3A
Blood Gas and =
Chemistry Analyzer: 2013/7/10 N/A & N/A |
i15
- - 115 is a portable, automated system that measures pH and
Blood Gas and Calibrant Fluid Pack: =
] blood gases (pCO2, pO2), electrolytes (Na+, K+, Ca++, Cl 2013/7/10 N/A 5 N/A I
36. Chemistry CP100, CP50 o ) Other
i - - ) and hematocrit in arterial and venous whole blood
Analysis System | Test Cartridge: BG8, o . . . iz
samples with lithium heparin or calcium balanced heparin.
BG3, BC4, BG4, BG9, 2013/7/10 N/A 5 N/A o
BG10,BG9-Lac
Controls: Level 1, 2015/5/29 N/A & = N/A ¥
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Level 2, Level 3

Reagents for ) N/A ih = N/A
HD-50 diluent, HD-50 .
hematology Reagents for DS-500 series Other 2013/8/28
lyse, HD-50 cleaner N/A = 5 N/A
analyzer
DS-500 series products adopt semiconductor laser and
37. flow cytometry technology, direct-current impedance
Hematology ) technology and colorimetry, used to measure the number
DS500, DS500i ) Other 2013/8/28 N/A 4 i N/A
analyzer of leukocyte, erythrocyte, and platelet in people blood
samples, differentiate the leukocyte to five classes, and get
the concentration of the hemoglobin.
H30:
HD300 diluent, HL300
lyse, HC300 cleaner,
HB300 Bleach,
ED-30D Hematology
Controls, ED-CAL
PLUS Hematology
Reagents for .
Calibrator;
38. hematology Reagents for H30 Other 2017/3/23 N/A 5 & N/A

analyzer for H30

H50/H51: HD500
diluent, HL500 lyse,
HC500 cleaner, HB300
Bleach, ED-50D
Hematology Controls,
ED-CAL PLUS
Hematology

Calibrator;
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Hematology H30 is intended to measure and calculate hematological
H30 ,H50, H51 ) Other 2017/3/23 N/A i & N/A | &
analyzer parameters in whole blood samples.
2. FDA [X 5
e | e | | B
N v vy S = vy
X| 7| BT a4 o ” . M | EMHERAS | 12 I 3 2 S
g Rl [ NEReS : R | W | o
=5 &K ES H . BYE | OMHE |
‘ M| R
Cadence 1 2004/9/2
1. N/A & i N/A  —
Cadence Dual 1 2004/9/2
2. Cadence Il CADENCE fetal monitor is intended for monitoring physiological I 2007/12/28 N/A 5 5 N/A
Cadence parameters of pregnant women during antepartum examination, labor and 1
Cadence Pro | delivery. T
3. 2008/11/7 N/A 7& i N/A
Cadence Dual 1
Fetal Monitor Cadence Il I
F
D
A Fetal Monitor is intended for non-invasive and invasive monitoring of
4. F2/F3 ) o ) It 2011/1/9 N/A & 5 N/A
fetus during antepartum examination, labor and delivery.
Ultrasonic SonoTrax Lite | Ultrasonic Pocket Dopplers (hereinafter called “the Doppler”) are I 2004/5/25
5. pocket intended to be used by health care professionals including registered N/A 5 % N/A  —
Doppler SonoTrax | nyrses, practical nurses, midwives, ultrasound technicians, and physician I 2004/5/25
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Basic

SonoTrax Pro

SonoTrax
BASIC A

SonoTrax Il

SonoTrax Il
Pro

SonoTrax
Vascular

Sonotrax

series

assistants, by prescription from licensed physicians in hospitals, clinics

and private offices.

2008/3/11

2008/3/11

2008/3/11

2008/3/11

2008/3/11

N/A

i

iyl

N/A

2010/8/10

N/A

il

o

N/A

SD3

SD3 LITE

SD3 PRO

SD3 PLUS

SD3
VASCULAR

Ultrasonic Pocket Dopplers are intended to be used by health care
professionals including registered nurses, practical nurses, midwives,
ultrasound technicians, and physician assistants, by prescription from

licensed physicians in hospitals, clinics and private offices

2015/2/6

N/A

i

iyl

N/A

Ultrasonic
9. Pocket

Doppler

SD1

SD1 is intended for the detection of fetal heart rate.

2018/6/6

N/A

pul

o

N/A
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10 I 2009/11/10 N/A E i N/A
11] I 2010/10/28 N/A E i N/A
) Ultrasonic TableTop Doppler is intended to be used by health care
Ultrasonic . . . . . o
professionals including registered nurses, practical nurses, midwives,
Tabletop SD5/SD6 o o ) o
doool ultrasound technicians, and physician assistants, by prescription from
] oppler
PP licensed physicians in hospitals, clinics and private offices.
12] I 2016/1/29 N/A i i N/A
F6
13, I 2008/11/26 N/A 7& 5 N/A
F9 Fetal & Maternal Monitor is intended for non-invasive and invasive
Fetal & F6 Express monitoring of fetus during antepartum examination, labor and delivery.
14] I 2010/11/10 N/A 7& 5 N/A
maternal F9 Express
monitor F6, F9
Fetal & Maternal Monitor is intended for non-invasive and invasive
15, F6 Express o ] o ) It 2015/7/1 N/A & 5 N/A
monitoring of fetus during antepartum examination, labor and delivery.
F9 Express
AS AN
LG' Central a clinical data managing software application and is indicated for 2011/1/4 N/A H H N/A
Monitoring MFM-CNS antepartum and intrapartum monitoring of pregnant women in a 1
17] ) 2015/3/30 N/A & i N/A
System healthcare setting.
Central MFM-CNS/ | aclinical data managing software application and is indicated for
18, o ) o ) It 2017/9/6 N/A 7& 5 N/A
Monitoring MFM-CNS antepartum and intrapartum monitoring of pregnant women in a
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System

Lite

healthcare setting./
Lite is a clinical data managing software application and is indicated for
antepartum monitoring of pregnant women in clinics

21,

19,

20,

Electrocardio
graph

SE-3

SE-300A

SE-300B

SE-6

SE-600

SE-12

SE-12

Express

SE-1200

SE-1200
Express

SE-12

SE-1200

SE-12

Express

SE-1200

Express

SE-12

SE-1200

SE-12

Express

SE-1200

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

2009/7124

N/A

i

iyl

N/A

2010/12/2

N/A

i

iyl

N/A

2017/2/15

N/A

i)

o

N/A
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22,

23]

24,

25,

26,

27|

Express

SE-12

SE-1200

SE-12

Express

SE-1200
Express

SE-3

SE-300A

SE-300B

SE-301

SE-601A

SE-601B

SE-601C

SE-601A

SE-601B

SE-601C

SE-601A,
SE-601B,
SE-601C

SE-1201

2018/1/24

N/A

i

o

N/A

2017/2/15

N/A

i

o

N/A

2009/6/3

N/A

i

|

N/A

2010/4/1

N/A

o

iy

N/A

2014/2/25

N/A

o

iy

N/A

2012/3/16

N/A

o

iy

N/A

28,
29,

30,

PC ECG

SE-1010

PC ECG is a PC-based diagnostic tool intended to acquire, process and
store ECG

signals from adult and pediatric patients undergoing stress exercise test or
resting test.

2009/10/22

N/A

i

iy

N/A

2010/12/3

N/A

i

iy

N/A

2013/11/22

N/A

i)

iy

N/A
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PC ECG is intended to acquire, process and store ECG signals from adult

evaluation in hospitals and clinics.

31, SE-1515 and pediatric 1] 2016/2/5 N/A 75 7 N/A
patients undergoing stress exercise test or resting test.
Electrocardio Electrocardiograph is intended to acquire ECG signals from adult and
32, SE-18 o Il 2017/6/2 N/A i 7£r N/A
graph pediatric patients through body surface ECG electrodes.
Holter SE-2003/SE-2 | Holter System is intended to record, analyze, display, edit and generate
33, I 2016/1/27 N/A i 5 N/A
System 012 report of ambulatory ECG.
PADECSG is to acquire resting ECG signals from adult and pediatric
34 PCECG PADECG ] ] 2016/7/1 N/A 4 i N/A
patients through body surface ECG electrodes.
DUS 3 is applicable for adult or children ultrasound evaluation in hospitals, 1
35] Digital DUS 6 clinics, gynecology rooms, obstetrics rooms, examination rooms, " 2009/6/19 N/A 5 % N/A
Ultrasonic intensive care units, and emergency rooms
Diagnostic diagnostic ultrasound system (DUS 60) is applicable for ultrasound
36, _ DUS 60 o i o I 2011/4/1 N/A 7 7 N/A
Imaging evaluation in hospitals and clinics.
System diagnostic ultrasound system (DUS 60) is applicable for ultrasound N/A
37, DUS 60 ] 2013/9/17 =5 5 N/A

54




EDAN

TRYIT FEFORE 5 AR B4 A PR 22 7] 2018 4F 4R AR 1y 230

is applicable for adult or children ultrasound evaluation in hospitals,

38| D3, D6 clinics, gynecology rooms, obstetrics rooms, examination rooms, 1 2012/10/12 N/A e 7 N/A
intensive care units, and emergency rooms
U50 is applicable for adults, pregnant women, pediatric patients’
39, u50 L . . 1 2013/2/8 N/A i i N/A
ultrasound evaluation in hospitals and clinics.
U50 is applicable for adults, pregnant women, pediatric patients’
40, u50 L . . 1 2015/2/20 N/A 4 i N/A
) ) ultrasound evaluation in hospitals and clinics.
Diagnostic
Ultrasound
— System
U50 is applicable for adults, pregnant women, pediatric patients’
41 us0 o i o It 2017/11/15 N/A & 5 N/A
ultrasound evaluation in hospitals and clinics.
U2 is applicable for adults, pregnant women, pediatric patients’
42, u2 o . n 1 2017/9/29 N/A @ 5 N/A
ultrasound evaluation in hospitals and clinics.
) The Ultrasound system is intended for use by a qualified physician or
43, Acclarix AX8 I 2015/5/6 N/A 7& i N/A

allied health professional for ultrasound evaluations.
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The Ultrasound system is intended for use by a qualified physician or

System

44 Acclarix AX8 ) ) ) Il 2016/5/31 N/A i 7£r N/A
allied health professional for ultrasound evaluations.
. The Ultrasound system is intended for use by a qualified physician or
45 Acclarix LX8 ) ) ) I 2016/4/4 N/A 5 4 N/A
allied health professional for ultrasound evaluations.
] The Ultrasound system is intended for use by a qualified physician or
46 Acclarix LX8 ) ] ] It 2017/1/31 N/A & 5 N/A
allied health professional for ultrasound evaluations.
Diagnostic ) o . o
Acclarix The Ultrasound system is intended for use by a qualified physician or
47/ Ultrasound ) ] ) It 2017/7/18 N/A 7& 5 N/A
LX8/AX8 allied health professional for ultrasound evaluations.
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Diagnostic
g Acclarix The Ultrasound system is intended for use by a qualified physician or
48| Ultrasound ) ) ) ] 2018/5/24 N/A 4 = N/A
LX8/AX8 allied health professional for ultrasound evaluations.
System
Diagnostic o - o
. The Ultrasound system is intended for use by a qualified physician or
49] Ultrasound | Acclarix AX4 ) ) ) I 2017/8/18 N/A ih = N/A
allied health professional for ultrasound evaluations.
System
50, M3B 1 2009/5/14 N/A g i N/A
The Vital Signs Monitor is indicated for use for non-invasive continuous
monitoring of oxygen saturation of the blood (SpO2) and CO2.
Vital Si
51 ttal >igns M3B 1 2010/12/10 N/A 4 5 N/A
Monitor
M3
52, VI3A This monitor is intended to be used for monitoring, storing, reviewing, 1 2010/12/27 N/A = = N/A
] V3 recording, and generating alarms for SpO2 (oxygen saturation of arterial
53] VA blood), NIBP (non-invasive blood pressure) and TEMP (quick I 2012/2/14 N/A =5 5 N/A
— temperature or infrared ear temperature) of adults, pediatrics and neonates
M3, . . .
54, o in hospital environments. 1] 2013/9/5 N/A 4 e N/A
Pulse Pulse oximeter is intended for continuous
55, ) H100B o ] ) ) ) I 2009/12/4 N/A i i N/A
Oximeter monitoring or spot-checking of functional arterial oxygen saturation

57




EDAN

TRYIT FEFORE 5 AR B4 A PR 22 7] 2018 4F 4R AR 1y 230

(Sp02) and pulse rate of single adult, pediatric or neonate patient in
hospitals, intra-hospital transport and hospital type facilities.

56,

57,

58,

59,
Patient

Monitor

60,

61,

62,

M50, M80

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

2011/711

N/A

i

il

N/A

iM50, iM80

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

2012/2/1

N/A

i

iyl

N/A

iM8, iIMBA
iM8B

iM8 functions and modules: SpO2(X5), NIBP (X5) , ECG(X5),
RESP(X5), CO2(C5), IBP(C2), TEMP (X5)

2012/2/6

N/A

il

o

N/A

elite V8

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

2012/5/21

N/A

i

iyl

N/A

elite V5, elite
V6, elite V8

the monitors are intended to be used for monitoring, storing, and
reviewing of, and to generate alarms for, multiple physiological

parameters of adults, pediatrics and neonates.

2016/12/22

N/A

o

o

N/A

iM60/iM70

The monitors are intended to be used for monitoring, storing, and
reviewing of, and to generate alarms for, multiple physiolog ical

parameters of adults, pediatrics and neonates

2014/3/20

N/A

o

o

N/A

iM20

iM20 Patient Monitor is intended to be used for monitoring, storing, and

reviewing of, and to generate alarms for, multiple physiological

parameters of adults, pediatrics and neonates.

2016/4/29

N/A

i)

o

N/A
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The iT20 telemetry transmitter is intended to monitor physiological

Telemetr
63, - 'tty iT20 parameters including: ECG, respiration (RESP), oxygen saturation of 1 2017/2/3 N/A e 7 N/A
ransmitter
arterial blood (SpO2) and pulse rate (PR) for adults and pediatric patients.
MFM-CMS
Central MFM-CMS provides centralized monitoring and critical care management
64, o MFM-CMS . . . . 1 2013/6/21 N/A = 5 N/A
Monitoring for patients monitored by the manufacturer bedside monitors.
System
Video ) o ) o
65, C3A, C6A video colposcope is intended for gynecological examination 1 2015/12/1 N/A 5 5 N/A
Colposcope
i15 Blood Gas
and
Chemistry
Analysis
System,
Blood Gas - - ]
g i15 Calibrant | 115 is a portable, automated system that measures pH and blood gases
an
] Fluid Pack (pCO2, p02), electrolytes (Na+, K+, Ca++, Cl - ) and hematocrit in
66, Chemistry |— ] T ) ) I 2016/7/15 N/A % 5 N/A
Analvsi i15 Blood Gas | arterial and venous whole blood samples with lithium heparin or calcium
nalysis
Y and balanced heparin.
System
Electrolyte
Control
i15
Hematocrit
Control

59




EDAN

TRYIT FEFORE 5 AR B4 A PR 22 7] 2018 4F 4R AR 1y 230

3. INEK:

5

5

J

B2y il
K

g

e AR FH 3

M

ENHERAS
H

EM
UEZ
e

e
K
TESM

4
LIRS
it

7 3]
TEAHIE
R

b

bl =1

Electrocardi
ograph

SE-1

SE-100

SE-3

SE-300A

SE-300B

SE-301

SE-6

SE-600

SE-12

SE-12 Express

SE-1200

SE-1200 Express

SE-1201

SL12A

SE-18

SL18A

SE-15

SE-601A

SE-601B

SE-601C

SL6A

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

electrodes.

2012/2/17

2016/2/2

2009/1/9

N/A

o

o

N/A

Ultrasonic

SonoTrax Lite

Ultrasonic Pocket Dopplers (hereinafter called “the

2010/8/27

N/A

i

o

N/A
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pocket
Doppler

SonoTrax Basic

SonoTrax Pro

SonoTrax BASIC
A

SonoTrax Il

SonoTrax Il Pro

Doppler”) are intended to be used by health care
professionals including registered nurses, practical nurses,
midwives, ultrasound technicians, and physician assistants,
by prescription from licensed physicians in hospitals,
clinics and private offices.

SonoTrax
Vascular
3. Stress ECG ST-1212 Stress ECG 1l 2008/7/4 N/A e 4 N/A
PC ECG is a PC-based diagnostic tool intended to acquire,
process and store ECG
4, PCECG SE-1010 ) S ) [ 2012/1/6 N/A 5 4 N/A
signals from adult and pediatric patients undergoing stress
exercise test or resting test.
The Smart ECG Viewer Data Management Software is
intended to store, display, analyze and manage ECG data
Smart ECG Smart ECG . . .
5. . . on a PC. The software is only intended to be used in 1l 2008/7/21 N/A 4 = N/A
Viewer Viewer . . .
hospitals or healthcare facilities by doctors and trained
healthcare professionals.
Cadence FHR, TOCO, Fetal Movement, Thermal Trace Recorder
Cadence Pro FHR, TOCO, FETAL Movement, DECG, IUP
Twins monitoring, TOCO, Fetal Movement, Thermal Trace
Cadence Dual
Recorder
Fetal
6. ) Twins monitoring, TOCO, Fetal Movement, Thermal Trace [ 2010/11/1 N/A 4 @ N/A
monitor Cadence Il . .
Recorder, LCD display, internal power
F2 Fetal Monitor is intended for non-invasive and invasive
E3 monitoring of fetus during antepartum examination, labor
and delivery.
7. Fetal & F6 Fetal & Maternal Monitor is intended for non-invasive and i 2008/12/4 N/A 5 %5 N/A
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maternal F6 Express invasive monitoring of fetus during antepartum
monitor F9 examination, labor and delivery.
F9 Express
M9 The Patient Monitor (hereinafter called monitor) is
MO9A intended to be used for continuous monitoring of ECG,
RESP, SpO2, NIBP (Non-invasive Blood Pressure),
M9B dual-TEMP, dual-1BP, C.O. (Cardiac output), CO2 and
GAS (Anesthetic gas).
ECG, Respiratory Rate, SpO2, NIBP, Dual-TEMP,
M8 Dual-1BP, CO2 Add 12-lead ECG and wireless data

transfer, add SpO2 sensors
) ECG, Respiratory Rate, SpO2, NIBP, Dual-TEMP,
Patient

8. Moni MB8A Dual-1BP, CO2 Add 12-lead ECG and wireless data 1 2011/2/10 N/A
onitor

N/A

o
o

transfer, add SpO2 sensors

ECG, Respiratory Rate, SpO2, NIBP, Dual-TEMP,

M8B Dual-IBP Add 12-lead ECG and wireless data transfer, add
SpO2 sensors

M80 Sp02, NIBP, ECG, RESP, TEMP, CO2, IBP, C.O. and AG

The monitors are intended to be used for monitoring,
M50 storing, and reviewing of, and to generate alarms for,
multiple physiolog ical parameters of adults, pediatrics and

neonates

iM8 functions and modules: SpO2(X5), NIBP (X5) ,

iM8, iIM8A iM8B
ECG(X5), RESP(X5), CO2(C5), IBP(C2), TEMP (X5)

Patient The monitors are intended to be used for monitoring,
9. _ _ o 1] 2012/4/10 N/A
Monitor ) ) storing, and reviewing of, and to generate alarms for,
iM50, iM80

o
o

N/A

multiple physiolog ical parameters of adults, pediatrics and

neonates
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functions and modules: SpO2(A8 or Nell-1), NIBP
(X2/M3600/Suntech) , ECG(E8), RESP(E8), TEMP(ES),

iM9, IM9A
CO2(Capnostat 5,C5), IBP(C2), C.0.(C2) and
AG.( Artema AG)
elite V8 the monitors are intended to be used for monitoring,
elite V5 storing, and reviewing of, and to generate alarms for,
. o o 2015/9/23
multiple physiological parameters of adults, pediatrics and
elite V6
neonates.
iM60 The monitors are intended to be used for monitoring,
storing, and reviewing of, and to generate alarms for,
. o o 2014/8/27
iM70 multiple physiolog ical parameters of adults, pediatrics and

neonates

The iT20 telemetry transmitter is intended to monitor

physiological parameters including: ECG,respiration

10. iT20 I 2016/11/25 N/A i e N/A
(RESP), oxygen saturation of arterial blood (SpO2) and
pulse rate (PR) for adults and pediatric patients.
M3 This monitor is intended to be used for monitoring, storing,
reviewing, recording, and generating alarms for SpO2
(oxygen saturation of arterial blood), NIBP (non-invasive
. . M3A blood pressure) and TEMP (quick temperature or infrared
11. Vital S-lgns ear temperature) of adults, pediatrics and neonates in 11 2014/9/10 N/A & 5 N/A
Monitor hospital environments.
The Vital Signs Monitor is indicated for use for
M3B non-invasive continuous monitoring of oxygen saturation
of the blood (Sp0O2) and CO2.
Pulse oximeter is intended for continuous
12. O:il:rllseier H100B monitoring or spot-checking of functional arterial I 2010/6/25 N/A =5 = N/A

oxygen saturation (SpO2) and pulse rate of single adult,
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pediatric or neonate patient in hospitals, intra-hospital
transport and hospital type facilities.
The oximeter is intended for continuous monitoring or
spot-checking of functional arterial oxygen saturation
13. H100N . Il 2010/9/29 N/A 74 e N/A
(Sp02), pulse rate and for oral, axillary and rectal
temperature measurement.
Didital DUS 3 is applicable for adult or children ultrasound evaluation in
igita
g ) hospitals, clinics, gynecology rooms, obstetrics rooms,
Ultrasonic o . . .
. ] DUS 6 examination rooms, intensive care units, and emergency
14. | Diagnostic [ 2011/2/28 N/A 4 i N/A
) rooms
Imaging - - - -
diagnostic ultrasound system (DUS 60) is applicable for
System DUS 60 L . .
ultrasound evaluation in hospitals and clinics.
Ultrasonic us0 ) o )
. . applicable for adults, pregnant women, pediatric patients’
15. | Diagnostic o ) o i 2012/12/28 N/A 5 4 N/A
U2 ultrasound evaluation in hospitals and clinics.
System
Ultrasonic The Ultrasound system is intended for use by a qualified
16. | Diagnostic Acclarix AX8 physician or allied health professional for ultrasound 1l 2017/8/25 N/A = = N/A
System evaluations.
Ultrasonic The Ultrasound system is intended for use by a qualified
17. | Diagnostic Acclarix LX8 physician or allied health professional for ultrasound 1] 2017/9/26 N/A = = N/A
System evaluations.
C352UB
E612UB
2012/12/28
L1042UB
Ultrasound
18. L472UB accessory I N/A 7 2 N/A
Transducer
C5-2B
C612UB 2017/6/15
C6152UB
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L15-7B
L552UB
P5-1B
C422UB
Ultrasonic SD5 2MHz, 3MHz, 4MHz,5MHz,8MHzwired probes
19. | Tabletop ) 1] 2011/1/10 N/A E i N/A
SD 6 2MHz, 3MHz, 4MHz,5MHz,8MHz wireless probes
Doppler
SD3
SD3 LITE
SD3 PLUS ] )
) Ultrasonic Pocket Dopplers are intended to be used by
Ultrasonic SD3 PRO ) ) . )
health care professionals including registered nurses,
Pocket SD3 VASCULAR . L o 2014/12/2
20. practical nurses, midwives, ultrasound technicians, and 1| N/A 5 5 N/A
Doppler 2MHz, 3MHz . . o ;
physician assistants, by prescription from licensed
System probes L - - - ]
physicians in hospitals, clinics and private offices
4MHz,5MHz,8M
Hz probes
SD3 series 2015/7/28
a clinical data managing software application and is
MFM-CNS indicated for antepartum and intrapartum monitoring of I 2010/11/24 N/A @ 2 N/A
pregnant women in a healthcare setting.
21.
Central a clinical data managing software application and is
Monitoring MFM-CNS Lite | indicated for antepartum monitoring of pregnant women in 1| 2017/5/11 N/A = = N/A
System clinics
MFM-CMS provides centralized monitoring and critical
22. MFM-CMS care management for patients monitored by the i 2011/2/22 N/A =5 = N/A
manufacturer bedside monitors.
Holter SE-2003 Holter System is intended to record, analyze, display, edit
23. [ 2015/9/11 N/A % 5 N/A
System SE-2012 and generate report of ambulatory ECG.
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C3/C3A

Video C6 video colposcope is intended for gynecological

24, o I 2014/2/19 N/A
colposcope C6A examination

C6 HD/C6A HD

i

N/A

fFm

The device is a small, lightweight, portable

- device intended for use in measuring and

inger

25. . g H10 displaying functional oxygen saturation of I 2014/3/12 N/A
Oximeter

)|
o

N/A
arterial haemoglobin (%Sp02) and pulse

rate (PR).

Integrated ECG
Lead Cables
ECG Trunk

Cables
ECG Limb Cables
DX12 ECG
Cables
26. | ECG Cable | D-SUB Universal l 2015/6/19 N/A
Interface ECG
Cables ECG CABLE
Holter Lead
Cables
DE15
Electrocardiograp
h Lead Cables

N/A

iy
iyl

SH1-L, SH1-D,
Sp02 SH3, SH4, SH5,
27. 11 2015/7/28 N/A

Sensor SHD-N, SHD-I,

SHD-P, SHD-A

i
i

N/A
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Adult
Temperature
Probes

Neonate/Infant
Temperatur
28. Temperature 1l 2015/7/28 N/A
e Probe

i
il

N/A
Probes
Quick

Temperature

Probes

SE-1515

PC ECG is intended to acquire, process and store ECG
29. signals from adult and pediatric Il 2015/8/13 N/A
patients undergoing stress exercise test or resting test.

iy
iy}

N/A

PC ECG
SAMPLING

BOX

PATIENT
CABLE

PADECG

PADECSG is to acquire resting ECG signals from adult and
30. PATIENT R [ 2015/8/19 N/A
CABLE pediatric patients through body surface ECG electrodes.

DX12(10S)

o
o

N/A
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TRANSMITTER
NIBP CUFF
31. | NIBP CUFF accesssory 1] 2015/9/8 N/A 75 7 N/A
NIBP TUBES
SONOTRAX
LITE
2.0 MHZ
OBSTETRICAL
PROBE
3.0 MHZ
Ultrasonic Pocket Dopplers (hereinafter called “the
OBSTETRICAL
) Doppler”) are intended to be used by health care
Ultrasonic PROBE ) ] ) . )
professionals including registered nurses, practical nurses,
32. pocket 4.0 MHZ o B o ) i 2018/5/18 N/A & 4 N/A
midwives, ultrasound technicians, and physician assistants,
Doppler VASCULAR b iotion from Ii d ohvsicians in hospital
rescription from license sicians in hospitals,
PROBE yp P . . Py P
clinics and private offices.
5.0 MHZ
VASCULAR
PROBE
8.0 MHZ
VASCULAR
PROBE
iM20 Patient Monitor is intended to be used for
Patient ) monitoring, storing, and reviewing of, and to generate
33. ) iM20 ) o i 2016/4/18 N/A & e N/A
Monitor alarms for, multiple physiological parameters of adults,
pediatrics and neonates.

4. FL7,
| X || Erysms |

i
dio

I FH 4 | o | e | EanEs | e | e | me | &
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5| 5 i i =H WA Wi | B | OWhE |
7 | B | BHIE
N M| KRB
Central a clinical data managing software application and is indicated for
1 monitoring CNS antepartum and intrapartum monitoring of pregnant women in a | 2012/4/16 N/A e 7 N/A
system healthcare setting.
Electrocardiogra
) SE-3 Il 2012/4/23 N/A i 5 N/A
p
2.
Electrocardiogra | SE-301,SE-300
Il \ N/A i 5 N/A
ph A,SE-300B
Electrocardiogra
3. ] SE 601C Il 2012/8/20 N/A i 5 N/A
p . . . .
- Electrocardiograph is intended to acquire ECG signals from adult
Electrocardiogra o .
h SE-12 Express | and pediatric patients through body surface ECG electrodes. 1l 2013/12/30 N/A 4 4 N/A
p
4, SE-12,SE-1200,
= Electrocardiogra
" h SE-1200 1 2014/11/17 N/A 5 5 N/A
P Express
Electrocardiogra
5. ) SE-1201 1l \ N/A % i N/A
p
Ultrasonic Pocket Dopplers (hereinafter called “the Doppler”) are
Ult ) SONOTRAX intended to be used by health care professionals including
rasonic
6. BASIC A, registered nurses, practical nurses, midwives, ultrasound 1 2015/10/26 N/A 5 5 N/A
Pocket Doppler o o ) o ]
SONOTRAX Il | technicians, and physician assistants, by prescription from licensed
physicians in hospitals, clinics and private offices.
Fetal & Maternal Monitor is intended for non-invasive and invasive
7. Fetal monitor F2, F3, F9,F6 monitoring of fetus during antepartum examination, labor and 1 2015/11/23 N/A 5 & N/A
delivery.
8. Digital D3, D6 is applicable for adult or children ultrasound evaluation in Il 2015/11/23 N/A 5 %5 &
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Ultrasonic
Diagnostic
Imaging System

hospitals, clinics, gynecology rooms, obstetrics rooms, examination
rooms, intensive care units, and emergency rooms

Video

9. C3A/C6A video colposcope is intended for gynecological examination 1l 2017/3/20 N/A = 5 N/A
Colposcope
The DUS 60 is a portable Diagnostic Ultrasound System, which
applies advanced technologies such as Phased Inversion Harmonic
Digital Compound Imaging (eHCI), Double-Beam-Forming (D Beam),
10 Ultrasonic DUS60 Speckle Resistance Imaging (eSRI), Synthetic Receiving Aperture | 2017/3/20 N/A o o NIA
Diagnostic (SRA) and Spatial Compounding Imaging, etc. Various image
Imaging System parameter adjustments, 12.1 inch LCD and diverse probes are
configured to provide clear and stable images. It is intended for
diagnostic ultrasound imaging analysis in hospitals and clinics.
Ultrasonic Acclarix The Ultrasound system is intended for use by a qualified physician
" Diagnostic AX8/Acclarix | or allied health professional for ultrasound evaluations. | 20171417 N/A o " NIA
1X8/U50/ /U50 is applicable for adults, pregnant women, pediatric patients’
System Acclarix AX4 | ultrasound evaluation in hospitals and clinics.
This monitor is intended to be used for monitoring, storing,
Vital Signs reviewing, recording, and generating alarms for SpO2 (oxygen
12. Monitor M3A saturation of arterial blood), NIBP (non-invasive blood pressure) I 2017/5/17 2027/5/17 @ = o
and TEMP (quick temperature or infrared ear temperature) of
adults, pediatrics and neonates in hospital environments.
the monitors are intended to be used for monitoring, storing, and
13. | Patient Monitor | elite V5/V6/V8 | reviewing of, and to generate alarms for, multiple physiological i 2017/6/12 2027/6/12 5 = 5
parameters of adults, pediatrics and neonates.
Pulse oximeter is intended for continuous
14. | Pulse Oximeter H100B monitoring or spot-checking of functional arterial i 2017/817 2027/817 =5 = =5

oxygen saturation (SpO2) and pulse rate of single adult, pediatric
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or neonate patient in hospitals, intra-hospital transport and hospital
type facilities.

Im50,Im60,Im7

monitoring, storing, and reviewing of, and to generate alarms for,

15. | Patient Monitor 0.1m80 multiple physiological parameters of adults, pediatrics and 1] 2017/8/14 2027/8/8 e 3 4
Im
neonates
i15 Biochemical
and Blood Gas
16. _ \ Il | 12/14/2015 \ & i &
Analysis
System
i15 Blood Gas
and Chemistry
Analysis
17. BC4 Il | 02/28/2016 \ & i &
System The i15 Blood Gas and Chemistry Analysis System (including
refridgerated Blood Gas and Chemistry
cartridges Analyzer, Calibrant Fluid Pack, Test Cartridge) is a portable,
i15 Blood Gas automated system that measures pH
and Chemistry and blood gases (pCO2, p02), metabolites (Glu, Lac), electrolytes
Analysis (Na+, K+, Ca++, Cl - ) and
18. BG4 o ] o Il 2/28/2016 2/28/2026
System hematocrit in arterial and venous whole blood samples with lithium
refridgerated heparin or calcium balanced
cartridges heparin.
115 BG10 Test
19. _ \ 1l 02/28/2016 \ % i &
Cartridge
CALIBRATION
20. FLUID \ [ 02/28/2016 \ 7& 5 5
PACKAGE
Control of blood
21. 5 ml Ampoule " 2/28/2016 2/28/2026 =5 5 7

gases and
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electrolytes i15

22.

i15 Hematocrit
Control

5 ml Ampoule

02/28/2016

o

o

o

23.

CONTROL
LUMIRATEK
i15

24,

CARTRIDGE
FOR
LUMIRATEK
i15 - MODEL
BG3

BG3

25.

CALIBRATOR
FOR
LUMIRATEK
i15

26.

LUMIRATEK
i15
CARTRIDGE

BG8

27.

CARTRIDGE
FOR
LUMIRATEK
i15

BG10

28.

LUMIRATEK
i15
ANALYZER

The i15 Blood Gas and Chemistry Analysis System (including
Blood Gas and Chemistry

Analyzer, Calibrant Fluid Pack, Test Cartridge) is a portable,
automated system that measures pH

and blood gases (pCO2, p02), metabolites (Glu, Lac), electrolytes
(Na+, K+, Ca++, Cl - ) and

hematocrit in arterial and venous whole blood samples with lithium
heparin or calcium balanced

heparin.

05/17/2017

i

il

i

05/18/2015

il

o

il

06/08/2015

i

iyl

i

06/22/2015

i

iyl

i

6/29/2015

o

o

o

12/01/2014

i

i

i
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i
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i)
Datient elite V5 the monitors are intended to be used for monitoring, storing,
atien
1. X elite V6 and reviewing of, and to generate alarms for, multiple 1 2016/8/26 2018/10/11 7 7 5
monitor
elite V8 physiological parameters of adults, pediatrics and neonates.
SE-601A
2. SE-601B i 2016/5/23 2021/5/23 i i &
SE-601C ) o ) )
) Electrocardiograph is intended to acquire ECG signals from
Electrocardiog SE-12 o .
adult and pediatric patients through body surface ECG
raph SE-12 Express
electrodes.
3. SE-1200 1 2016/9/23 2021/9/23 4 & 75?
SE-1200
H Express
K a clinical data managing software application and is indicated
c | MFM-CNS for antepartum and intrapartum monitoring of pregnant women 11
entra
o in a healthcare setting.
4, Monitoring 2016/3/10 2021/5/23 4 4 4
Syt MFM-CMS provides centralized monitoring and critical care
ystem
MFM-CMS management for patients monitored by the manufacturer 11
bedside monitors.
F9
Fetal & Fetal & Maternal Monitor is intended for non-invasive and
F9 Express ] ] o . o
5. Maternal - invasive monitoring of fetus during antepartum examination, 1 2016/10/7 2021/10/7 5 5 5
Monitor labor and delivery.
F6 Express
6. Digital DUS 60 diagnostic ultrasound system (DUS 60) is applicable for 1 2016/5/23 2021/5/23 5 5 5
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Ultrasonic
Diagnostic
Imaging
System

ultrasound evaluation in hospitals and clinics.

Vital Signs
Monitor

M3

This monitor is intended to be used for monitoring, storing,
reviewing, recording, and generating alarms for SpO2 (oxygen
saturation of arterial blood), NIBP (non-invasive blood
pressure) and TEMP (quick temperature or infrared ear
temperature) of adults, pediatrics and neonates in hospital

environments.

M3B

The Vital Signs Monitor is indicated for use for non-invasive
continuous monitoring of oxygen saturation of the blood
(Sp02) and CO2.

2016/5/31

2019/8/18

i

i

i

2016/5/31

2019/8/19

il

il

il

M3A

This monitor is intended to be used for monitoring, storing,
reviewing, recording, and generating alarms for SpO2 (oxygen
saturation of arterial blood), NIBP (non-invasive blood
pressure) and TEMP (quick temperature or infrared ear
temperature) of adults, pediatrics and neonates in hospital

environments.

2016/417

2016/9/23

i

i

i

10.

Ultrasonic
TableTop
Doppler

SD5

SD6

Ultrasonic TableTop Doppler is intended to be used by health
care professionals including registered nurses, practical nurses,
midwives, ultrasound technicians, and physician assistants, by
prescription from licensed physicians in hospitals, clinics and

private offices.

2016/5/23

2021/5/23

o

o

o

11.

Fetal Monitor

F3

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

delivery.

2017/1/18

2022/1/18

i

i

i
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Pulse oximeter is intended for continuous monitoring or
Pulse spot-checking of functional arterial oxygen saturation (Sp0O2)
12. ) H100B ) o o i 2017/1/18 2022/1/18 i i o
Oximeter and pulse rate of single adult, pediatric or neonate patient in
hospitals, intra-hospital transport and hospital type facilities.
- The device is a small, lightweight, portable device intended for
inger
13. Oxi 9 . H10 use in measuring and displaying functional oxygen saturation 11 2017/2/2 2022/2/2 e e 4
ximeter
of arterial haemoglobin (%Sp02) and pulse rate (PR).
) Electrocardiograph is intended to acquire ECG signals from
Electrocardiog . .
14, ) SE-1201 adult and pediatric patients through body surface ECG 1 2016/5/31 2022/4/2 4 7 5
raj
P electrodes.
PADECSG is to acquire resting ECG signals from adult and
15. PADECG o Il 2016/2/1 2021/2/1 i i i
pediatric patients through body surface ECG electrodes.
PC ECG is intended to acquire, process and store ECG signals
16. SE-1515 from adult and pediatric ] 2016/3/10 2021/3/10 7 4 4
patients undergoing stress exercise test or resting test.
HOLTER SE-2012,SE-20 | Holter System is intended to record, analyze, display, edit and
17. I 2017/2/3 2022/5/4 %5 = &
SYSTEM 03 generate report of ambulatory ECG.
Diagnostic
applicable for adults, pregnant women, pediatric patients’
18.| Ultrasound U2, Us0 o _ - [ 2013/12/31 2018/12/31 % % i
ultrasound evaluation in hospitals and clinics.
System
Video C3/C6 ) o ) o
19. video colposcope is intended for gynecological examination | 2013/7/30 / @ o &
Colposcope C3A/C6A
iM8, The Patient Monitor (hereinafter called monitor) is intended to "
Patient iM8A,iM8B be used for continuous monitoring of ECG, RESP, SpO2, NIBP
20. . . 2014/8/6 2019/8/6 7 75 75
monitor (Non-invasive Blood Pressure), dual-TEMP, dual-1BP, C.O.
iM9, IM9A ) ) 1
(Cardiac output), CO2 and GAS (Anesthetic gas)
Patient ] iM20 Patient Monitor is intended to be used for monitoring,
21. _ iM20 _ o _ 1 2016/3/10 2020/7/7 Fa Fa 7
Monitor storing, and reviewing of, and to generate alarms for, multiple
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physiological parameters of adults, pediatrics and neonates.
SD3
D3 LITE Ultrasonic Pocket Dopplers are intended to be used by health
22. Ultrasonic SD3PLUS care professionals including registered nurses, practical nurses, 2016/3/10 2020/12/4 = 5 =
Pocket SD3 PRO midwives, ultrasound technicians, and physician assistants, by 1
D3 PR
Doppler prescription from licensed physicians in hospitals, clinics and
23. SD3 Vascular | private offices 2016/3/10 2020/12/4 % = %
Electrocardiog ) o . )
24, o SE-301 Electrocardiograph is intended to acquire ECG signals from 2016/8/23 2021/8/23 4 4 4
rap I .
- adult and pediatric patients through body surface ECG
Electrocardiog
25. ) SE-18 electrodes. 2016/8/23 2021/8/23 5 5 5
rap
The iT20 telemetry transmitter is intended to monitor
Telemetry . physiological parameters including: ECG, respiration (RESP),
26. . iT20 . . 2016/8/23 2021/8/23 7 5 5
Transmitter oxygen saturation of arterial blood (SpO2) and pulse rate (PR)
for adults and pediatric patients.
iM50
iM60
. - The monitors are intended to be used for monitoring, storing,
Patient iM70 o .
27. ] and reviewing of, and to generate alarms for, multiple 1l 2016/11/25 2021/11/25 5 5 5
monitor iM80 . . Lo
physiological parameters of adults, pediatrics and neonates
M50
M80
Diagnostic
28. Ultrasound AX8 The Ultrasound system is intended for use by a qualified Il 2017/1/6 2022/1/6 7 7 75
System physician or allied health professional for ultrasound
Diagnostic evaluations.
29. | Ultrasound LX8 ] 2017/1/6 2022/1/6 7 7 75
System
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Central FTS-6 is intended for the continuous and non-invasive
30. Monitoring FTS-6 monitoring of the fetus and pregnant women during antepartum 11 2018/2/20 2023/2/20 = e 4
System examination, labor and delivery.
6. ETL TAIIE:
j:
A oo R | R
X| Fp | BEIT st o 2 R P 3 HME | EEAHERAR ) | AR | AE | &
i} 5 . o . o
= 5 N e H e Bro| B | OMHE | UE
O | KRR
H
. . . SpO2(X5), NIBP (X5) , ECG(X5), RESP(X5), TEMP(X5),
Veterinary iM8 VET, iM8B
1 . CO2(RESPIRONICS), IBP(C2), Wall mount and NA 2015/12/7 NA 5 5 NA
Monitor VET
Trolley(MT-207), PS900K power module.
2 Patient Monitor iM8, iM8B Same as iM8 VET, iM8B VET NA 2015/12/7 NA 5 5 NA
the monitors are intended to be used for monitoring, storing, and
3 elite V8 reviewing of, and to generate alarms for, multiple physiological NA 2013/1/31 NA 15 5 NA
) ) parameters of adults, pediatrics and neonates.
E Patient Monitor - - - — -
T 4 iM60 The monitors are intended to be used for monitoring, storing, and NA i 5 NA
reviewing of, and to generate alarms for, multiple physiological NA 2016/6/24
L| 5 iM70 o NA 4 i NA
parameters of adults, pediatrics and neonates
Veterinary/
Diagnostic U50 is applicable for adults, pregnant women, pediatric patients’
6 us50 NA 2016/7/4 NA = = NA
Ultrasound ultrasound evaluation in hospitals and clinics.
System
Diagnostic ) The Ultrasound system is intended for use by a qualified physician
7 Acclarix AX8 ] ) ] NA 2015/7/6 NA 4 5 NA
Ultrasound or allied health professional for ultrasound evaluations.
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System
Veterinary/ 115 is a portable, automated system that measures pH and blood
Blood Gas and ] gases (pCO2, p02), electrolytes (Na+, K+, Ca++, Cl - ) and
8 ) i15 o ] o NA 2015/11/9 NA i i NA
Chemistry hematocrit in arterial and venous whole blood samples with lithium
Analyzer heparin or calcium balanced heparin.
Video . o . o
9 C3, C6 video colposcope is intended for gynecological examination NA 2015/11/26 NA 5 5 NA
Colposcope
Video ) o ) o
10 C3A,C6A video colposcope is intended for gynecological examination NA 2015/11/26 NA 5 5 NA
Colposcope
Electrocardiogra ] Electrocardiograph is intended to acquire ECG signals from adult
11 SE-301,iSE-301 o NA 2016/7/5 NA i o NA
ph and pediatric patients through body surface ECG electrodes.
PADECSG is to acquire resting ECG signals from adult and
12 PCECG PADECG S NA | 2016/7/5 NA i o NA
pediatric patients through body surface ECG electrodes
SE-601A, ) o ) .
) Electrocardiograph is intended to acquire ECG signals from adult
Electrocardiogra | SE-601B, o )
13 and pediatric patients through body surface ECG electrodes. NA 2018/5/16 NA = 5 NA
ph SE-601C,
SL6A
SE-12,
. SE-1200, Electrocardiograph is intended to acquire ECG signals from adult
Electrocardiogra o )
14 SE-1200 Express, and pediatric patients through body surface ECG electrodes. NA 2018/5/16 NA & 5 NA
ph
SE-12 Express,
SL12A
Electrocardiogra | SE-18, Electrocardiograph is intended to acquire ECG signals from adult
15 T NA | 2018/5/3 NA P 4 NA
ph SL18A and pediatric patients through body surface ECG electrodes.
7. A
| X | | BErresms | e PR i | M | EAHERGE | e | | e | | K
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=5 i) R H WEE | & | B | EMRE |
WIH | W B | KRR
Bo| M
E
i}
SE-12
Electrocardiogra Electrocardiograph is intended to acquire ECG signals from adult
1 Express\SE-1200 o ) Ib 2016/1/29 NA 4 4 i
ph and pediatric patients through body surface ECG electrodes.

Express\SE-1201

Fetal & Maternal Monitor is intended for non-invasive and invasive

. F2\F3\F6\FO\F9expr o . o
2 Fetal Monitor monitoring of fetus during antepartum examination, labor and Ib 2016/8/12 NA 5 5 5
. ess
1 delivery.
z
i
i Digital
Ultrasonic DUS60/US0 is applicable for adults, pregnant women, pediatric 2011/6/9
3 ) ) DUS 60/U50 . o ) o la NA % @ &
Diagnostic patients’ ultrasound evaluation in hospitals and clinics.
Imaging System
Digital
Ultrasonic U2 is applicable for adults, pregnant women, pediatric patients’ 2017/6/4
4 ) . U2 o . o lla NA = 5 5
Diagnostic ultrasound evaluation in hospitals and clinics.

Imaging System

8. WA MEE S

| X | p | iEte | Erems | e PR i | M | EAHERE | pem | | e | | K
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=5 R R H WEE | & | B | EMRE |
WIH | W B | KRR
Bo| M
E
i}
PC ECG is intended to acquire, process and
SE-1515 store ECG signals from adult and pediatric
patients undergoing stress exercise test or
resting test.
SE-18
Patient monitor, OADECG Electrocardiograph is intended to acquire ol
ass
1 | 202748 | electrocardiogra ECG signals from adult and pediatric " 2012/11/6 NA 5 5 5
a
ph SE-1201 patients through body surface ECG
SE-301 electrodes.
W / PADECG is to acquire resting ECG
SE-601B . - .
* signals from adult and pediatric patients
T CS-601B through body surface ECG electrodes.
L CS-1201
SONOTRAX Vascular
) Ultrasonic Pocket Dopplers are intended to
SONOTRAX Lite
be used by health care professionals
SONOTRAX Basic . . . .
Foetal heart including registered nurses, practical
’ 136584 detector, nurses, midwives, ultrasound technicians, 2007/3/26 NA 7 7 7
Ultrasonic SONOTRAX Pro and physician assistants, by prescription Ila

SONOTRAX 11

SONOTRAX Il Pro

SD3 LITE

from licensed physicians in hospitals,

clinics and private offices
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SD3
SD3 PLUS
SD3 PRO
SD3 VASCULAR,
The oximeter is intended for continuous
monitoring or spot-checking of functional
H100N arterial oxygen saturation (Sp02), pulse
rate and for oral, axillary and rectal
temperature measurement.
Probe, pulse - — -
. Pulse oximeter is intended for continuous Class
3 | 152980 oximeter, o ) ) 2008/6/11 NA e e e
monitoring or spot-checking of functional lla
reusable )
arterial
H100B oxygen saturation (SpO2) and pulse rate of
single adult, pediatric or neonate patient in
hospitals, intra-hospital transport and
hospital type facilities.
SONOTRAX Lite Ultrasonic Pocket Dopplers (hereinafter
SONOTRAX Vascular called “the Doppler”) are intended to be
SONOTRAX Basic used by health care professionals including
Foetal Doppler ) registered nurses, practical nurses, Class
3 | 297660 SONOTRAX Basic A T - 2017/12/18 NA | & = 5
system midwives, ultrasound technicians, and lla
SONOTRAX Pro physician assistants, by prescription from
SONOTRAX I licensed physicians in hospitals, clinics and
SONOTRAX Il Pro private offices.
Interpretive Electrocardiograph is intended to acquire
multichannel ECG signals from adult and pediatric Class
4 274794 ] SL12A ] 2016/4/28 NA =5 =5 7
electrocardiogra patients through body surface ECG lla
ph electrodes.
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SL6A

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

5 | 110000

Foetal heart
detector,

ultrasonic

SONOTRAX Lite

SONOTRAX Vascular

SONOTRAX Basic

SONOTRAX Basic A

SONOTRAX Pro

SONOTRAX II

SONOTRAX 11 Pro

Ultrasonic Pocket Dopplers (hereinafter
called “the Doppler”) are intended to be
used by health care professionals including
registered nurses, practical nurses,
midwives, ultrasound technicians, and
physician assistants, by prescription from
licensed physicians in hospitals, clinics and
private offices.

Class

lla

2004/9/28

NA

i

i

i

6 194995

Oximeter, pulse

H100N

The oximeter is intended for continuous
monitoring or spot-checking of functional
arterial oxygen saturation (Sp0O2), pulse
rate and for oral, axillary and rectal

temperature measurement.

H100B

Pulse oximeter is intended for continuous
monitoring or spot-checking of functional
arterial

oxygen saturation (SpO2) and pulse rate of
single adult, pediatric or neonate patient in
hospitals, intra-hospital transport and
hospital type facilities.

Class
Ilb

2012/2/29

NA

o

o

o

7 194451

Ultrasound
system,

imaging,

DUS 60

diagnostic ultrasound system (DUS 60) is
applicable for ultrasound evaluation in
hospitals and clinics.

Class

lla

2012/2/9

NA

i

i

i

82




EDAN

TRYIT FEFORE 5 AR B4 A PR 22 7] 2018 4F 4R AR 1y 230

general-purpose

us0

U50 is applicable for adults, pregnant
women, pediatric patients’ ultrasound

evaluation in hospitals and clinics.

u2

U2 is applicable for adults, pregnant
women, pediatric patients’ ultrasound

evaluation in hospitals and clinics.

8 194452

Electrocardiogra
ph,
general-purpose

SE-1515

PC ECG is intended to acquire, process and
store ECG signals from adult and pediatric
patients undergoing stress exercise test or

resting test.

Class

lla

2012/2/9

NA

i

i

i

9 | 194453

Patient monitor
module,

multifunction

iM50

iM60

iM70

iM80

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

pediatrics and neonates

MFM-CMS

MFM-CMS provides centralized
monitoring and critical care management
for patients monitored by the manufacturer

bedside monitors.

M3A

M3

This monitor is intended to be used for
monitoring, storing, reviewing, recording,
and generating alarms for SpO2 (oxygen
saturation of arterial blood), NIBP
(non-invasive blood pressure) and TEMP
(quick temperature or infrared ear

temperature) of adults, pediatrics and

Class
Ilb

2012/2/9

NA

i

i

i
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neonates in hospital environments.

M3B

The Vital Signs Monitor is indicated for use
for non-invasive continuous monitoring of
oxygen saturation of the blood (Sp0O2) and
co2.

10

194454

Oximeter, pulse

H100B

Pulse oximeter is intended for continuous
monitoring or spot-checking of functional
arterial

oxygen saturation (SpO2) and pulse rate of
single adult, pediatric or neonate patient in
hospitals, intra-hospital transport and
hospital type facilities.

H100N

The oximeter is intended for continuous
monitoring or spot-checking of functional
arterial oxygen saturation (SpO2), pulse
rate and for oral, axillary and rectal

temperature measurement.

H10

The device is a small, lightweight, portable
device intended for use in measuring and
displaying functional oxygen saturation of
arterial haemoglobin (%Sp02) and pulse
rate (PR).

Class
Ilb

2012/2/9

NA

il

il

il

11

194455

Foetal heart
detector,

ultrasonic

SD3 VASCULAR

SD3 LITE

SD3

SD3 PLUS

SD3 PRO

Ultrasonic Pocket Dopplers are intended to
be used by health care professionals
including registered nurses, practical
nurses, midwives, ultrasound technicians,
and physician assistants, by prescription
from licensed physicians in hospitals,

Class
lla

2012/2/9

NA

i)

i)

i)
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clinics and private offices

SONOTRAX Vascular

SONOTRAX Lite

SONOTRAX Basic

SONOTRAX Basic A

SONOTRAX Pro

SONOTRAX II

SONOTRAX 11 Pro

Ultrasonic Pocket Dopplers (hereinafter
called “the Doppler”) are intended to be
used by health care professionals including
registered nurses, practical nurses,
midwives, ultrasound technicians, and
physician assistants, by prescription from
licensed physicians in hospitals, clinics and
private offices.

sSD5 Ultrasonic TableTop Doppler is intended to
be used by health care professionals
including registered nurses, practical
nurses, midwives, ultrasound technicians,
SD6 and physician assistants, by prescription
from licensed physicians in hospitals,
clinics and private offices.
SD1 is intended for the detection of fetal
Spt heart rate.
F3 Fetal & Maternal Monitor is intended for
2 non-invasive and invasive monitoring of
fetus during antepartum examination, labor
. . F6 and delivery.
12 | 194457 Patient moniter, F9 MFM-CNS is a clinical data managing Class 2012/2/9 NA =5 =5 =5
cardiotocograph o o I1b
FOE software application and is indicated for
MFM-CNS antepartum and intrapartum monitoring of

FTS-3 (used as an accessory
with F6,F9,FOE )

pregnant women in a healthcare setting.
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C3,C6,C3A,C6A

video colposcope is intended for

Class

13 | 206920 Colposcope ) o 2013/3/13 NA 74 74 74
gynecological examination |
C3A,C6A
MT-206
MT-803 As an accessory of the device, e.g. patient
Trolley, ) ) Class
14 | 215570 MT-503 monitor, fetal & maternal monitor, 2013/10/2 NA i i i
general-purpose ) |
MT-503N electrocardiograph and ultrasound scanner.
MT-806
The Smart ECG Viewer Data Management
Software is intended to store, display,
Information ) analyze and manage ECG data on a PC. Class
15 | 180108 Smart ECG Viewer ) ] ) 2011/2/15 NA i i i
system The software is only intended to be used in |
hospitals or healthcare facilities by doctors
and trained healthcare professionals.
M3 This monitor is intended to be used for
monitoring, storing, reviewing, recording,
and generating alarms for SpO2 (oxygen
saturation of arterial blood), NIBP
) ) (non-invasive blood pressure) and TEMP
Patient monitor, M3A . .
] (quick temperature or infrared ear Class
16 | 236697 | electrocardiogra o 2015/4/28 NA =5 7 7
A temperature) of adults, pediatrics and I1b
P neonates in hospital environments.
The Vital Signs Monitor is indicated for use
for non-invasive continuous monitoring of
M3B

oxygen saturation of the blood (Sp0O2) and
co2.
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the monitors are intended to be used for

elitevV8
monitoring, storing, and reviewing of, and
eliteVe to generate alarms for, multiple
liteV/s physiological parameters of adults,
pediatrics and neonates.
iM20 Patient Monitor is intended to be used
for monitoring, storing, and reviewing of,
iM20 and to generate alarms for, multiple
physiological parameters of adults,
pediatrics and neonates.
iM50 The monitors are intended to be used for
iM60 monitoring, storing, and reviewing of, and
iM70 to generate alarms for, multiple
physiological parameters of adults,
iM80

pediatrics and neonates

Electrocardiogra

SE-1515PC ECG

PC ECG is intended to acquire, process and
store ECG signals from adult and pediatric

patients undergoing stress exercise test or

resting test. Class
17 | 178086 ph, - — - 2010/12/2 NA 5 5 5
SE-601C Electrocardiograph is intended to acquire lla
general-purpose ) o
ECG signals from adult and pediatric
SE-1200 Express patients through body surface ECG
electrodes.
MFM-CMS provides centralized
Patient monitor, monitoring and critical care management Class
18 | 239795 . MFM-CMS . . 2015/6/1 NA 75 75 i
central unit for patients monitored by the manufacturer Ib

bedside monitors.
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EDAN NIBP THIGH

01.57.471396
CUFF,ADULT,42CM-54CM
EDAN NIBP CUFF, LARGER ADULT,
01.57.471331
34CM-43CM
EDAN NIBP CUFF, ADULT,
01.57.471330
27CM-35CM
Cuft, blood o157 471328 EDAN NIBP  CUFF, Class
57. 75 7 7
19 | 262397 pressure, CHILD,20.5CM-28CM | 2015/10/29 NA i i i
|
reusable EDAN NIBP CUFF,
01.57.471328
INFANT,16CM-21.5CM
EDAN NIBP CUFF, SMALL
01.57.471327
INFANT,13CM-17CM
EDAN NIBP CUFF,
01.57.471326
NEONATE,10CM-15CM
EDAN SPO2 FINGER SENSOR, ADULT,
02.01.210119
2.5M
EDAN SPO2 FINGER SENSOR, ADULT,
02.01.210120
1M
EDAN SPO2 WARP SENSOR,
02.01.110492
NEONATE,1M
Probe, pulse
) EDAN SPO2 SOFT-TIP SENSOR, Class
20 | 262856 oximeter, 02.01.210122 2015/11/9 NA 5 5 5
ADULT, 1M I1b
reusable
EDAN SPO2 SOFT-TIP SENSOR,
02.01.210121
PEDIATRIC, 1M
EDAN SPO2 SENSOR, ADULT, 0.5M,
01.57.471235
DISP
EDAN SPO2 SENSOR, PEDIATRIC,
01.57.471236
0.5M, DISP
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EDAN SPO2 SENSOR, INFANT, 0.5M,

01.57.471237
DISP
EDAN SPO2 SENSOR, NEONATE,
01.57.471238
0.5M, DISP
83.61.111847 MT-201
Trolley, 83.63.5600232 MT-801 ol
ass
21 | 182003 supplying, 03.28.101952 MT-207 | 2011/4/8 NA = = e
instrument 03.28.101950 MT-206
83.60.360181 MT-207
EDAN V PAM COMMUNICATION
01.13.036218
CABLE(1.5M)
01.13.036336 EDAN SPO2 EXTENSION CABLE, 4M
01.13.036652 EDAN V BISX CONNECTION CABLE
01.13.114214 EDAN GROUND CABLE
01.13.210001 EDAN SPO2 EXTENSION CABLE, 2M
EDAN ECG TRUNK
01.57.109100
CABLE,10-LEAD,AHA,2.6M
01.57.471012 EDAN CARDIAC OUTPUT CABLE cl
ass
22 | 262315 Cable EDAN PRESSURE TRANSDUCER 2015/10/28 NA = & o
01.57.471013 |
CABLE,ED
EDAN PRESSURE TRANSDUCER
01.57.471014
CABLE,BD
EDAN ECG TRUNK
01.57.471022
CABLE,5-LEAD,AHA,2.6M
EDAN ECG TRUNK
01.57.471024
CABLE,3-LEAD,AHA,2.6M,
EDAN PRESSURE TRANSDUCER
01.57.471027

CABLE,HOSP
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EDAN PRESSURE TRANSDUCER

01.57.471028

CABLE,UTAH

EDAN V ECG TRUNK CABLE 5-LEAD
01.57.471067

AHA 2.6M

EDAN SPO2 7-PIN EXTENSION CABLE
01.57.471068

FOR M20

EDAN NELLCOR SPO2 EXTENSION
01.57.471069

CABLE

EDAN V PRESSURE TRANSDUCER
01.57.471070

CABLE BD

EDAN V 12 PIN CARDIAC OUTPUT
01.57.471071

CABLE

EDAN V ECG TRUNK CABLE 10-LEAD
01.57.471072

AHA2.6M

EDAN ECG CABLE,3
01.57.471087

LEAD,CLIP,AHA3.5M

EDAN ECG CABLE,3
01.57.471095

LEAD,SNAP,AHA,3.5M

EDAN ECG
01.57.471096

CABLE,5-LEAD,SNAP,AHA,3.5M

EDAN ECG CABLE,5
01.57.471097

LEAD,CLIP,AHA3.5M

EDAN V ECG TRUNK CABLE 3-LEAD
01.57.471164

AHA 2.6M

EDAN ECG CABLE, 3-LEAD, CLIP,
01.57.471165

AHA, 0.9M,
01.57.471166 EDAN V PRESSURE TRANSDUCER
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CABLE UTAH
EDAN V PRESSURE TRANSDUCER
01.57.471172
CABLE, EDWARD
EDAN V PRESSURE TRANSDUCER
01.57.471173
CABLE HOSPIRA
EDAN YV TCABLE
01.57.471194
3-LEAD12PINAHA/IEC2.9M DIN
EDAN ECG
01.57.471196
CABLE,3-LEAD,SNAP,AHA,0.63M,DIN
EDAN ECG
01.57.471198
CABLE,3-LEAD,CLIP,AHA,0.63M,DIN
01.57.471280 EDAN 6 PIN ICP CONNECTION CABLE
EDAN V 12 PIN ICP CONNECTION
01.57.471281
CABLE
21.21.064216 EDAN POWER ADAPTOR

21.12.032126

EDAN POWER PLUG (AUSTRALIA
STANDARD)

01.57.471499

ECG CABLE (ANATOMICAL DESIGN,
AHA)

02.04.242640

CABLE ARM (CA-100, COMPATIBLE
WITH MT-801,FIT ANATOMICAL
DESIGN CABLE

01.13.210001

SPO2 EXTENSION CABLE 2M
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2,966,500. 2,966,500.| 2,966,500. 2,966,500
A -
00 00 00 00

(4) s34 A ATt VS SRl 3R 7 B A0 22 B R L

AEH .
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(5) WA ENE T HEARA CMHE ™ E T BREAEE I 4 T BB R THR I E 1S KA e Ut B

AR

15. FEEFIRE

AEH

16+ KHARKER

A&

17 KEABA %

<K VPR T
A 38 A B
i25a 4 AN % . |
AR BURE T o o sepeas| T 0 IR A
fr SEDIE g a0 v e 417 MNGCE d N B R ] i WA
o, MRS ARE) o iz e
TAR A BRI
—. GEM
Edan-Mes
ser
_ 114,895,52 -1,719,30| -342,325. 410,055.1|13,243,94
Diagnosti
0.41 2.81 45 9 7.34
CS
Limited
- 14,895,52 -1,719,30 -342,325. 410,055.1|13,243,94
/N
0.41 2.81 45 9 7.34
. BEA
P 14,895,52 -1,719,30| -342,325. 410,055.1|13,243,94
i
- 0.41 2.81 45 9 7.34
HoA 1504

FE: 20164E3H15H, AAFZ FAFFIAEHLSBIT Analytical Instruments GmbHI&[H] H ¥ 7E F s BT
&% Ad|Edan-Messer Diagnostics Limited, & %5/ R ALK AZIN661. 2077370, BRI H %
330. 605370, FFBCELBIN50%, ARIEHTT AL E, HHESHARERWE, BAREEBIT Analytical
Instruments GmbH7 R ZRIR24ZHEH, HIRFIIAEL0%HIF A, 5BIT Analytical Instruments GmbH

JL[EFEH| & % A A]Edan—Messer Diagnostics Limiteds
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18, ¥ 5 HrE

AR

19. BElw¥r=

(1) A Hi

SRS e K v
i H FBREERY | BTRE | Hag F AL B j% = BT il
— . I R
1.
13374 | 365,661,398.| 48,860,189.5| 59,397,938.5| 40,489,818.6 6 557 433,03 10,419,961.4| 16,949,480.7| 548,336,220.
i 71 1 2 6| 0 9 62
2.7 118 2,550,372.6| 1,676,706.2 6,933,690.8
N 962,833.46| 881,533.74 291,147.26 -| 571,097.44
fn&%i 5 3
(1 M 2,267,724.9| 1,676,706.2 6,651,043.1
062,833.46| 881,533.74 291,147.26 -| 571,097.44
B 2 0
(2) £
TN
(3) 1>
Mk FEEE N
(4) Hftrd
282,647.73 282,647.73
hili|
3 A AV 1,432,845.8
N 459,586.54| 494,586.72| 8,547.01| 289,794.88 -| 180,330.73
W 8
(D 4k 1,432,845.8
459,586.54| 494,586.72| 8,547.01| 289,794.88 -| 180,330.73
BHEGRE 8
A NK 4 | 366,624,232.| 49,282,136.7| 61,453,724.4| 42,157,977.9 6 556.785.41 10,419,961.4 17,340,247.5 553,837,065.
% 17 1 5 3l 0 0 57
—. BitdrIH
R EOIPS 33,173,964.8| 15,316,606.8| 23,065,437.1 91,588,932.9
N 9,912,409.69 5,307,014.40| 781,497.01| 4,032,003.14
i 0 4 1 9
2518 | 4,120,615.0| 2,125,735.9| 2,974,531.1| 1,728,361.9 1,331,249.2| 12,709,424,
N 116,331.81| 312,598.80
hn4:%i 8 3 5 5 01
(1) | 4,120,615.0| 2,125,735.9| 2,974,531.1| 1,728,361.9 1,331,249.2| 12,709,424,
116,331.81| 312,598.80
17 8 3 5 5 01
3. A YR, 407,064.82| 230,537.00| 17,199.18| 259,184.04 -| 158,759.80| 1,072,744.8
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WE 4
(D 4 1,072,744.8
‘ 407,064.82| 230,537.00| 17,199.18| 259,184.04 -| 158,759.80
B R IE 4
4IRS | 14,033,024.7| 34,892,635.9| 18,060,600.9| 24,776,599.9 103,225,612
N 5,164,162.17| 1,094,095.81| 5,204,492.59
7 7 1 9 2 16
= A
LW
i
2 R K3
&4
D it
2
3 HAYR
b &7
(1 4
B R E
4 R 4%
G
KT AAME
1H9RIK | 352,591,207.| 14,389,500.8| 43,393,123.4| 17,381,378.0 12,135,754.9| 450,611,453
1,394,623.24| 9,325,865.59
HAE 40 0 6 1 1 41
2 B39k | 355,748,989.| 15,686,224.7| 44,081,331.6| 17,424,381.5 12,917,477.6| 456,747,287
1,250,418.63| 9,638,464.39
HAME 02 1 8 5 5 63

(2) it 7R B A e B 1H

AEH

(3) JEIL R A SRR\ B 8 T 7= 1

AEH .

(4) BE2E MM HIE 2 # ™

AEH .

(5) RAPZFBOEFS ] [ 52 B i i

A&
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20, FEETHE

(1) ARTERENR

B :
HIRREN A 4270
i H
UK T 4% 0 TR T T A K T AR50 VEIERGi S T T A
M16/M36 JIl &
. 12,370.69 12,370.69
e AH T H
WA SR EE
T 3,731.04 3,731.04
IR R 5t
EriF 16,101.73 16,101.73

(2) EEAERTENRE AR FHR

A&

(3) AWITHEAER TREREMAEZF

A&

21, LEW%

23, AN

AEH

24, WREFE

AEH
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25. L&

(1) ERHEF

B T

TiH

A AL

BRI

FEEFIEA

Bpt

RV

it

= K AR

1AM 4%
i

29,401,204.28

70,121,406.26

7,500,000.00

469,285.00

12,123,826.36

21,904,500.00

141,520,221.90

2 K1
Tn&:%i

547,169.80

547,169.80

&DN]
&

547,169.80

547,169.80

2 W
R A

(3) 1
kA FEHE N

3.7 J3ai >
B

(1 &
B

AMARAR
i

29,401,204.28

70,121,406.26

7,500,000.00

469,285.00

12,670,996.16

21,904,500.00

142,067,391.70

= Rt

1M 4

Py

7

3,955,630.46

25,980,808.15

7,037,782.48

421,949.24

7,084,378.75

12,412,550.00

56,893,099.08

2.7 H
Tn&:%5

294,012.06

3,583,476.71

252,118.65

23,692.59

1,182,496.16

1,095,225.00

6,431,021.17

D iF

294,012.06

3,5683,476.71

252,118.65

23,692.59

1,182,496.16

1,095,225.00

6,431,021.17

3 Ak

(D 4k
bk

AFARAR
i

4,249,642.52

29,564,284.86

7,289,901.13

445,641.83

8,266,874.91

13,507,775.00

63,324,120.25

=. JERERS

1WA
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2 B
&%

D it

3% HA vk
D&%

(D E
AR A

til

v IR E

1R K
- 25,151,561.76| 40,557,121.40 210,098.87 23,643.17| 4,404,121.25| 8,396,725.00| 78,743,271.45
|
2. 10K
T~ 25,445573.82| 44,140,598.11|  462,217.52 47,335.76| 5,039,447.61| 9,491,950.00| 84,627,122.82
I

(2) RAPZFBOEF B AE RO

A&

26, FFRZH

AEH

27\ WiE

(1) P RE

BT e
M A% 5% B 4 R A HARE N A ARk
AR AR B4R E0 HRRE

5 b A FH TR B
PR S0 4,386,981.16 4,386,981.16
REEEIR 99,059,376.44 99,059,376.44
B[] B 1,652,582.43 1,652,582.43
A 105,098,940.03 105,098,940.03
(2) FEREES
AT
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A5 % B 4 R R HH N N )
oY R e 2 1 A 42 %0 HIRREN
i g AE
PRI SLIG 4,386,981.16 4,386,981.16
&t 4,386,981.16 4,386,981.16

PRI R E MR R 2 $OR R R FO B A D7 7

T A NAA ] T 201 24F HE [F] — 4 N ARV T WOW R T SEIR TE U P 2 . AR R IS 562015
F12 331 HFTA B8 — AR, KA 5RO 1 B P 4R AR DR AE I S o HRAR B 3 Bt vl
{1 3 ¥ I 5% TS0 DAy B P B0 090 o T SR o W2 P 2L K m S IRl 0. 8B, 1557~ 412015412 H 31
H G mTis |l 445002, 318. 177376, i3 P2 4120155512 4 31 H K AME A2, 929. 945 70,  #i5 B St A
R TR IR AR THE 754, 386, 981. 167C

TE2: XA AA N E T 2015 R R — 4 H) T Ak A PO R SERE I . ESIER, AN RS
SKIALSAT IS I AR 12, 573, 5475 705 N A AR SE R AT HRA G 57 A R E AR 42, 667. 605 762 8] )
FERN9, 905. 94 T3 TTHAN AT . AR AT R B 4L R R I B int & BB 5 12 58 ALK T i
ER, NSRRI . SRR, AR R AR E

TE3: R AA A A 2T R EIRRE T 201 TR AR ) — i T Al A O E B B, TR A
IFH, BHRHECE I B AT A I AR 1, 000, 003885, Hra NS, 712. 3075, 5 54 JE[F B AT
HEMFER A SUOEAR -188, 677. 343585, #ré NRH-1, 643, 813. 5870 [A] (I ZE AL, 652, 582. 437CTIIA
TR . ASEEH DLTIE 7 55 R 7 AR I it B R I 512 P AL K TR 2 2800, B 2 o
AR R . ZIRAEIR, AR AR .

28\ KIIFrHEZ A

BA: T
IiH HII AR A0 KA BN 440 N RS R Ho Aty &40 HARRE

Fel Mk 4k AR 6,905,380.20 360,280.70 6,545,099.50
B3 T 792,735.04 605,128.20 120,000.00 1,277,863.24
= 7,698,115.24 605,128.20 480,280.70 7,822,962.74
29, I FE AT LB R 1 FE AR B S AR
(1) REHH TR EFRER B

Bfi: G
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. AR A %0 A 42 %0
Iy
AT I = R T SE AR R AR I 22 I8 SE BT ARl 58 7=
R AR A 1,247,156.60 187,073.49 785,292.66 117,793.90
#IH. HEER 875,000.00 131,250.00 1,125,000.00 168,750.00
EriF 2,122,156.60 318,323.49 1,910,292.66 286,543.90
(2) REHE LT FTERLA R
BAr: G
i HIR AN HARI A %0
T
2R T I 2 T IIE BT A9 47 5 2R T N 2 B JE T 195 A5
e F]— il Ak A FE 5
34,993,246.34 8,748,309.95 38,120,439.08 9,530,109.17
PRl A
Sl 34,993,246.34 8,748,309.95 38,120,439.08 9,530,109.17
(3) DAIEAH 5 1A% s W3 R Fr 8B B 7= B A 3
BAr: TG
A T8 SE BTSRRI A (5 | HRAH 5 0 A T A A B 77 | 3 2 T A5 A B 7 R A7 £ | AR S a2 S T 1SR e
‘ MR Bk & Bl AL BA AR R0 HAY] B IR &80 i AR AR A
T AL P AR T 7 318,323.49 286,543.90
36 9E T 45 47 i 8,748,309.95 9,530,109.17
(4) RENIBIEFTABET=H 40
A o
S| HIRREN HAYIR A
IR I 2 R 11,863,777.66 13,516,912.17
EE S 70,081,449.69 69,040,786.84
f=ann 81,945,227.35 82,557,699.01
(5) RE\BIEEBRE RN T E T A TEE R
BA: T
EAr HIR &H HI &5 HE
2018 4F 5,930,185.14
2019 4F 6,461,898.66 6,461,898.66
2020 4 4,531,000.05 4,531,000.05
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2021 4F 17,767,277.27

20,042,095.16

2022 4F 8,027,222.52

8,656,886.48

2023 £ M LUE 33,294,051.19

23,418,721.35

&t 70,081,449.69

69,040,786.84

30, HAhIEFRBH B>

AEH

31, R

A&

32 DAASRHMETHR B ARSI TH 4 a6 O e 55

A&

33. TSR

o &M N RS

34, MATERE

AEH

35, RLAHIKX

(1D PIAIKERFIR

B JT

Ti H AR R

LA

1R

110,629,327.22

56,409,689.91

14 R

1,772,717.91

2,063,541.13

it

112,402,045.13

58,473,231.04

(2) Tkt 1 R EZENATKER

1AERL B NATIKRER 3 2R R M S RIZE R, Bt 1N
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36 FHSCER I

(1) BRI

A e
= HIRREN AR 2%
1A 26,829,296.58 28,735,977.27
14k 10,704,535.79 5,221,957.32
&t 37,533,832.37 33,957,934.59
(2) KT 1 FHEEMRGEKIR
TS R 1 A AR TSR IR 0 T R TSR P B sk R AE 4 o

(3) WIREEE FAERKESE R LHE HR

A&

37\ MATER TH

(1 NATIR THMIw

AL TG
T H IR A A S N 7 SR> BRI
—. FLHE 11,941,830.73 152,273,207.17 162,012,674.86 2,202,363.04
— ABURHIR-RUEE 9,612,997.79 9,607,800.51 5,197.28
TR
A 11,941,830.73 161,886,204.96 171,620,475.37 2,207,560.32
(2) FAFHWFI=
LR VAR
T H LUEIPS AR HARE AR HIR R
1. LH. 34, BN
N 11,932,059.52 140,515,406.09 150,254,873.78 2,192,591.83
2. HRLARF 2 2,002,325.18 2,002,325.18
3. PR 5,035,502.35 5,035,502.35
Hrr: RITIRK 2R 4,504,023.62 4,504,023.62
LARERE 7% 222,180.45 222,180.45
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A H R PR 309,298.28 309,298.28
4, EHEARE 4,542,599.43 4,542 599.43
5. L&A HMIRTHE
9,771.21 177,374.12 177,374.12 9,771.21
2%
A 11,941,830.73 152,273,207.17 162,012,674.86 2,202,363.04
(3) BERFTRIF=
A e
iH AR A %0 A HHEE N AFHIT > HAR A %0
1. HEARFFERK 9,444,379.15 9,439,181.87 5,197.28
2. RAVARES B 168,618.64 168,618.64
Sl 9,612,997.79 9,607,800.51 5,197.28
38, BIATBLFR
BAr: G
i HAR A2 %0 HAI A2 %0
AR 2,203,159.60 1,545,753.27
AV A3 A 1,480,628.84 7,084.21
NI 1,278,569.57 1,349,994.18
I T B A 494,438.55 713,480.82
HE M 353,170.40 509,629.18
HAhF T 210,545.45 114,069.87
&t 6,020,512.41 4,240,011.53
39. MATFIR
ANEH
40, BIAFER
ANEH
41, FHAhRIATER
(1) HERTE R T FHoAd RLAT R
Bfi: T
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S| HIRREN AR A%
TR 5,546,933.15 13,668,937.00
HAth 696,326.15 943,251.76
PRAE S I AR 4 1,169,269.90 855,555.58
kK 280,679.40 1,372,393.37
&t 7,693,208.60 16,840,137.71
(2) Tkt 1 FEREEHANNATER

ANEH
42, RIS

AiEH .
43, —FER B FSER B 5 R

AiEH .
44, FAbRBhFAR

BAi: G
T H HIR AN Wl 4570

IR 6,733,322.73 7,650,822.73
& 6,733,322.73 7,650,822.73
HoAt 35604 :

BUF MBI H BIVIRE ZHAHT | A BT Akl HAhAEB) BR&H 5

b WE EaviibS

FEMb AL FE LT H BB 3,064,000.00 1,532,000.00 1,532,000.00 3,064,000.00| 5% r=4H
e dpr=ik (2012) .
27355\ R K (2013)
275
7 SOCE /i fE a4 180,000.00 90,000.00 90,000.00 180,000.00| 5 & rF=4H
A3 i R 7R %
—Fh T Y IM2M 33,750.00 16,875.00 16,875.00 33,750.00| 5% 7741
AR 12 S 60 I HE, x
A IO R e AL R
AD 7 FHUER 75 4R S % 386,000.00 193,000.00 193,000.00 386,000.00| 5% 4H
AR R BH x
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151 AE A AT A 820,000.00 410,000.00 410,000.00 820,000.00 5 %= 4
il a4 K
IR N A ] 160,000.00 80,000.00 80,000.00 160,000.00| 5 it 25 41 5%
E ROz
FA L1428 N A B R % 1,000,000.00 500,000.00! 500,000.00 1,000,000.00| 5z 26 4 %
g
HARRHEIE 55— | SR AR
B ORHE I H 58 3 172,500.00 172,500.00 - LA &AL ES
S LA ZE N A T % 560,000.00 280,000.00 280,000.00 560,000.00| 5 26 4%
&
5B LA ZE A A & T % 220,000.00 110,000.00 110,000.00 220,000.00| 5 % 7 #15%
&
57 FH TR AR 6 T % 61,239.40 30,619.70 30,619.70 61,239.40 5 % =A<
4
57 FH TR AR 6 T 993,333.33 745,000.00 248,333.33| 5l ai %
4

it 7,650,822.73 - 4,159,994.70 3,242,494.70 6,733,322.73

Ve HANARZN” FREEW R T — 4 A S5 S AR A BUR AR

45, KHAfE=

47, KHEARATER

AEH

48\ KHAPLATER T

AEH .

49, EIPATEK

AEH .
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50, W fufR

AR

51. FEWEE

BT :

Sl

i H

LIPS

R HALE N

A

HIR AR

T R A

BUF AN

32,751,808.11

3,242,494.70

29,509,313.41

it

32,751,808.11

3,242,494.70

29,509,313.41

W RBUG AT H «

LA

BT H

LA

A S A
Wy

AW AE
2NN
i

AT
fibie 2 40

S J el A
A9 20

HoAth A2z

AR A

S hiaiiPS|
S LLEALIES

A& i1
IH B[R
e
(2012)2735
Ty WK
(2013) 27

=

=

17,794,000.0

0

1,532,000.00

16,262,0000(
OS%FM%

EJ7 SOC &
AREHIEANNS
BBV ERN
BLEA

165,000.00

90,000.00

75,000.00| 5 % 7= H 5%

—FpETY)
IBE ) M2M 22
Kl 12 SeBE
Ol L A 2
o RefE
R

98,437.50

16,875.00

81,562.50| 5 % 7= HH %

4D AR
PRSR R,
ABERIH
2%

1,351,000.00

193,000.00

1,158,000.00| 5 % 7= A 5%

AD AR
TR BER
ARAF R H

5,783,000.03

5,783,000.03| 5 % P A 5%

i15 M40

3,211,666.67

410,000.00

2,801,666.67|5 % F= %
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ST A BB
EZil Ak
1k
AL R AN
Ak A 93,333.33 80,000.00|  13,333.33| 5k 25 AH =
HH
Fox LA 2
AAHER | 1,083,333.33 500,000.00| 583,333.33| 5 25 AH %
1
AL E
ANAET# | 1,851,666.68 110,000.00| 1,741,666.68| 55 %5 M 5%
&
o TR A
AA LT | 1,120,000.00 280,000.00|  840,000.00| 5 i 2 A K
4
IDAZERLE SN
W R L 1% 200,370.57 30,619.70| 169,750.87| 5k 25 4H >
4
32,751,808.1 29,509,313.4
&t 3,242,494.70 -
1 1
vE: HAARD) R85 N 455 2 F)E R BUR #NhEK .
52 FHAhIERBh 57
AEH
53, A
BAr: JC
AR (+. -
IR A0 HRRE
RATHT % B INFRETE HoAh N7
A 2 5 585,000,000.00 585,000,000.00
54, HMMBE TR
Z_\‘jﬁ}gao
55, BARAR
Bfi: G
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T H LIPS A HALE A PN Y HIR R0
BEAREM (BAEMD 389,976,827.95 28,494,828.10 361,481,999.85
HABBEANTR 48,948,041.18 48,948,041.18
At 438,924,869.13 28,494,828.10 410,430,041.03

HALEH, EAEAHIG RSO A2 R A
AN T Z A T ARG T 2 B 6%, WS BUR 7 22 76 HAF I EL 5] 1 83% 4% T 89%.

H1 T AL B AR Bl T B2 A 15 5 B AS Bl R BE B A A RO 128, 494, 828. 107T.

56 FETEAR

AEH

57. HAhLE AW

Bfr: T
IR B
N TS |9 A ; N
Iﬁiﬁ ﬁﬂ%}]%%ﬁ Z'S: \Eﬁﬁ{:f {}& 5[] \EVI‘)\ y)ﬁ: Fﬁf%"ﬁé ﬁ;@)ﬁﬂﬂ}% *EEUEUE /ﬁwﬂ;’{%%ﬁ
Bl R4 | HAbigs izt o0 AR T B
W |amE A “ %
—. LUGASREE 2 k4 a5 1 HoAth
SEAUN A
. DUE¥E It s 1 HAh 25 -2,141,00
. -2,649,413.59| 397,485.13 508,413.54(-110,928.41
A e 0.05
Hr: BERIE PR A LG 242 35
i EE oy SR i At 2R AUk si R | -247,468.83| -94,856.62 -94,856.62 ' 45'
A A
. -2,046,14
A T 45 4 3R 4 B3 22 70 -2,649,413.59| 492,341.75 603,270.16(-110,928.41 2.43
-2,141,00
HAhZg Gz &t -2,649,413.59| 397,485.13 508,413.54(-110,928.41 0.05
58, LIk
Z_\Ajﬁ}zﬁo
59. BARAMR
AL T
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iH HARI A %0 A HHEE N N ) HAR A %0
EEBRNR 39,573,998.06 7,124,567.15 46,698,565.21
Erit 39,573,998.06 7,124,567.15 46,698,565.21
BN, EFE ARG E AR 3 5 D e i -

AAEHTHETE B R AFLR B A TR RE10% T 51k e B R AT

60~ RHHEF|HE

A e

i N Bt
LR AR R 20 B 173,336,595.05 155,393,082.60
VR HBYI R A A A8 GRS+, )
W JE BAI AR 7 EL R 173,336,595.05 155,393,082.60
hn: AHAVAJE T RBEA R B A 3 1 RE 63,371,052.69 43,766,985.78
M REUEERR AT 7,124,567.15 5,933,473.33
JNEAS 3K 38 15 Js 49,725,000.00 19,890,000.00

AR AR 2 B 179,858,080.59 173,336,595.05
61 BEMVIRANFE L A

BAi: G

A R A AR AR
S|
PN A YON A

EEhss 479,393,275.11 219,435,685.16 411,330,566.16 180,919,947.53
HAth k5% 8,447,823.23 3,061,040.27 7,801,904.52 2,398,313.04
&t 487,841,098.34 222,496,725.43 419,132,470.68 183,318,260.57
62. Bid Kkin

BA: T

i H AHA R ER AR AE

I T e B A 3,082,145.00 2,779,403.33
B =K d il 2,201,532.10 1,985,288.09
s R A 58,432.40
ZE M FH AL 14,286.79 17,670.00
ERTERE 230,208.70 124,604.03
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&t 5,528,172.59 4,965,397.85
63. HERH
HAL: TG
T H AR A AR A
JiASBE -] 60,127,174.63 47,124,159.11
B2 11,947,614.84 9,788,543.14
ZEWR 15,002,982.82 11,817,730.22
Z e 4,320,634.58 3,170,888.51
TN BAT B 2,431,074.82 3,182,272.65
ML 1,154,497.65 676,171.48
b 5515 2,501,990.94 1,677,707.73
VN3 1,427,111.90 866,386.76
HoAth 2 H 10,713,695.63 6,076,786.85
A 109,626,777.81 84,380,646.45
64. BHHRH
LR VAR
T H AR A IR A
HRL 357 T 82,157,029.00 75,211,230.57
IO BATELH 5,064,951.62 6,937,925.42
WIS 14,932,652.17 14,101,780.92
2k 5,528,283.89 4,261,327.83
B 2 4,899,914.31 2,810,516.76
ZEHR 2,195,981.49 2,347,192.92
IRk 45 2 1,303,744.80 3,181,396.08
LRI 978,185.92 1,600,123.79
HoAth 2 H 6,829,910.81 8,133,000.88
a1t 123,890,654.01 118,584,495.17
65\ W% %A
LR VAR
T H AR A IR A
FIRHAN -1,988,797.55 -3,198,758.06
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MRk 1,820,821.36 11,683,988.16
FoL 536,257.07 521,808.72
HoAth 7% F 12,290.73 187,078.55
i 380,571.61 9,194,117.37
66 Hr=BAEHIR

A T

i H IR R AR A=A
—. WIKHR 475,781.70 120,124.50
&t 475,781.70 120,124.50
67+ AR ETIHRE
AiEH .

68 HEMh R

BAr: TG

IiH A R A AR A
TR VFAZ S A 3 AR B AL 2 -1,797,765.94 -1,854,169.86
A] (i H B e Rl R P R R A IR e B i 2 3,213,213.85 1,010,299.27
&t 1,415,447.91 -843,870.59
69, =B
AiEH .

70, FHAhW2E

BA: T

7 AR AR 2 SRR AR LR AR AR

A RIAE R AB 3848 B 2K 8,074,877.96 7,753,735. 35
2017 FFERYITTE A Tk 7= 154 1.000.000.00
b H R
M HATS I E A A S B 265,400.00
BPAR b1 A |l AL 8,000,000.00
Ak JE B T 33 BT B 250,000.00
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Al i K 2 ) 735,350.00
S AR E A ORI AR 2R LB
230,300.00
1
B 054 5,376,900.00
2017 F 25 H 05 AR AR 9% % B 95,681.00
B SR ER A R T 4 1,000,000.00
(68 1 AL A3 E FDA WIE 4,673,000.00
2017 S5 2 T EAUR A ERUE 17,100.00
2017 fE55 2 L FHE ) 33,000.00
oA EE I H B B[R Sk (2012)
1,532,000.00
2735 5. R (2013) 27 5
97 SOC i A TE MR 474X b 1 B2 F 7R3 I
90,000.00
H
—FhIET WL M2M ZER 1 12 S
16,875.00
JIFE B A A R AR IR AR T E
AD R AR S R EH R R 1 H 193,000.00
115 <A A 2 BT A3 R L 7 e kAL I3
410,000.00
H
B ANV AR B 5 H 80,000.00
HARHEIH A
HRRHEIH 2 1A 172,500.00
I B A e B T % 4 30,619.70
N B AR e B T % 4 745,000.00
a1t 33,021,603.66 7,753,735.35
71, EMAMEAN
BA: T
TN AR IR 2R 4
HH IR IR ! ; i
A
BUR AN 973,750.00 20,053,100.60 973,750.00
HoAh 632,167.24 747,342.67 632,167.24
f=ann 1,605,917.24 20,800,443.27 1,605,917.24
TEN AR 28 AU R B «
BA: T
R AR | R TR | AARAES | EHIARAES | SRR
B E RIREMR | RBJERR | RS
’ ¢ WMEET | W i W | Sl
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2012 4E3 =
b il s 1 RIWTF I
WA IR | BREH R | ) -
somEh = #hEh - & g 115,000.00| 55 % 7= #H 9%
ER s SOEAN))
7X_\u
e
REE— 1K
Z HRERIET RIWTF 7
HEIRRAE EIITHRE] | HREH & | -
T #hh —— & E 2,500,000.00| 5 % =k 5%
PSRN S FOEANEY)
BRI K
T H
+ o HEX
RS SR A IR T FF K
Y-l P HiARTEH &
B B ERHE |+ Eh S = 5 105,282.00| 5 & P2 #H 5%
= A == ~F
WA Kt FOEANEY)
b
YT R IR T FF K
113 Ej:,ﬂé Nvss I > N ;‘
i};;; f ;ﬂlfﬁw& 3 iii;{iﬁ = = 1,400,000.00| 5 % 7= 40 5%
A= =SS [~
Pk AT H S0k Ny
YN TTHFT
il S A AR
P PRA IR T TFF R
PV AR TR Kk HAREH &
H 7 PR S
S G| E N Bh — = & 1,750,000.00| 5 %t 7= H 5%
BSWMEER S0k Ny
BolilER
)
EE¥7 SOC it IR ST FF R
MY IRVITRE] | PR | : -
T Bl —— & 5 90,000.00| 5 % 7= #H 5%
Fii) SOEANI))
— R T
K M2M 52 I AT K
I 12 SEE T RA RS HAREH &
i i % 16,875.00| 15 5 412
R rr | sk | o IR
B Retk SOEANI))
e
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i) AU EA R ST 4%
SRR A (YT R | HAREH R | ] o
e = N - & 5 720,416.66| 5 W 75 40 5%
) HOEN
RS2 TF 4%
BRI i
VYT R Fe AT
REE FHA ; o #h S 2 i 1,050,000.00| 5 % 7= AR %
EFRTT
i
{GEINE)
R 5% Z~
2015 HFEJEE PRI ﬂ;iggi
- TEZ;HX *hBh —— & i 300,000.00| 518t 8 AH 5%
FHZAS AR Bl
YIRS
BIFE R I <
KT 2016 4 (RINT RS | BORFEH L | ) st s
ST s M T = 5 5,266,000.00| 5§t 25 #H 5%
KB R {OEN
GOt A0
2016 HEER
R 5% 2~
It = | HIT T ;;;;i
PR [ AUREEE | ﬂﬁggﬁ R % 3,600.00| 5k 25 F 5%
==
SRR SRR N
- (%N
v
2016 4L AT
wm;iﬁtﬁwmﬁ% ﬁiggi
- RS |4 " g 7 6,000.00
B AR bRE i;zmi e Mg | AR
W | ARl
2016 FE IR K 7~
R i HFLITR
gl =g || HAREH R | o s
R FREE | Eh —— = i 65,000.00| 5 Ui 5 A0 5%
U lemzns ‘
B R AR
K75 4t 7
2017 fEHE A IR AN BUR R 5
JE vt AL | BRI S (4B AR |2 5 800,000.00| 5 Y 2 #H 5%
¥hh B PRI ECK T
AN
2016 E =% | ‘ K75 1o 7
S I 25 H A )
e | PR (i) BRAEHLTE | @ 116,715.00| 5l 7 1%
%” 7 lwzmRe PR BT
AN
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2016 4EFIR RIFF& 7
THEFRALE (YN 25 EURFH 7 5
BRI LR |RAREE (A VAT | R % 337,695.00| 5k 25 4 5%
BaEt— (hERe PRI BOET
it EiENOEING]
BRI 2 4 7
2018 fEBEL |IRYIT Y v
o EURF AT 51
X2 23 #itfs | Re A A A3 | B ) .
s - #hBh WA | 4 42,400.00 L&Y tPS
MV BTN | SEUIE AR
(18 4E 3 )|+ PR
iGN INY)
R 7% 25 Hb
2018 55— P EIL
MR [T X FUR A
SR | b REMTTME 5 41,350.00 Sk sk
" - S PR BT
eI NG
5T 5
FALBIA A | 425 e ﬁ*;%&
RIELTRGE | Jaka il oy | 4hdh Bﬁz“@;jvﬂ iz B 500,000.00| 499,999.98| i i A%
PERS /NS
% R
{OEN
TR «
BRI | A2 &*%%&
PAHAS |BITHERE ) &%$%F 2 & 80,000.00| 15 i 25 A115%
BRSNS
S g %
’ ! f A B
5 TT 5
BRI ARSI &*;%&
gy |PRSER Ry ﬁﬁ%%F 2 i 115,000.00| 155 25 H15%
7 == 53
A b B
IR
BRI AT &*;%&
gy |PRSENR Eﬁz‘ié‘%‘%fﬂ = i 3,655,000.00| 15 ¥ 7l
Y == ~F
A b B
HHFF IR
ERMAT | A i &*;%&
ANALTRGE | Jata il or | b Eﬁ‘ﬂ"%;j??a s B 390,000.00| 280,000.02| i A 5%
15 SFIRF
4 i
o F Rk
AT
RIFRER | A2 e &*;%&
WRR TR R LIs [ a&%%@ 2 & 775,619.70| 551 25 H1 %
15 SFIRF
4 i
o F Rk
BB BB | e E 5 157
BLSERL | PRERRL |y AR % 4,897.24| 51
LON SR E Y SRR
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& FEE AT P
NATIE S
B (e 5%
PBURHE
REHAS)
&it - - - - - 973,750.00 20’053’100'§ -

72, ENVANIH

A T
T N 24 A2 H PR AR
i IR R AR AR ;r i
A

e BT e AL B AR 411,788.81 72,588.44 411,788.81
Ho A 91,806.84 91,806.84
Sl 503,595.65 72,588.44 503,595.65
73\ Fi8BiEH
(1) FrEBi#EAR

BAi: G

i AHA R A R AR

MRS B 2R 1,601,971.35 72,563.43
AL BT A5 2% -813,578.81 -753,228.39
&t 788,392.54 -680,664.96
(2) &7 FlESFAB R AEIE

A o

i H AHAR LR
I pERSE 60,981,788.35
FEF 8 1E B R S A5 A 3 9,147,268.26
FA F)IE A FIFLER R 500 -577,021.50
ANFTHRFIRI A B FH A5 2 A 52 ) 199,595.49
A58 FH T B AR fR A it E P 45 00 % 7 (14 T R 7 453 T2 ) -814,579.66
A HA AR AN 35 SE BT ARG 58 7 H A 1K B ek 2 R B AT AT
2,556,227.10

Eilip=AL|
HAh -9,723,097.15
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Fr S8 %% H 788,392.54
74, FHAhLE AR
VE DLPEE LA 57,
75 BERERIH
(1) BB EMELERE RNNE
A o
S| KR ER AR A
BURF A 21,760,481.00 17,890,251.02
F BN 1,365,129.26 1,487,461.02
F AU 7,001.10
HBALEWN 40,000.00 10,000.00
HAth 5,165,527.68 3,200,805.11
A 28,331,137.94 22,595,518.25
(2) A EMSEEEIE RIS
A T
S| KA R ER AR A
FER 16,962,222.02 14,314,262.48
S 13,925,658.13 10,940,857.27
WK I FF A B 4,587,530.02 8,160,734.80
3% %% H 23,068,913.35 14,268,822.08
TBUR AT H 12,011,647.16 8,211,079.80
HAT T2 528,169.22 520,866.28
HAth 24,331,516.37 24,172,542.30
= 95,415,656.27 80,589,165.01
(3) BRI RSB EESE RN E
BAL: G
s AIH R B AR A
PRIV 7= it B B Al 80,000,000.00 31,330,000.00
&t 80,000,000.00 31,330,000.00
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(4) AR AL SEFE S RIS

Bh: o
TiH AHHR A R A
TRV 7 it S 120,000,000.00 1,500,000.00
it 120,000,000.00 1,500,000.00
(5) W BIHHAL 5B B IESI A RIS
ANiEH
(6) XATHIHANL S ERIESI A RN E
ANiEH

76, MERMBRATIE
(L ReRERA TR

Bh: o

vk A I &

1. B RE A AL BB DL & - -
il 60,193,395.81 46,887,813.32
I B R A 475,781.70 120,124.50
et | I R/ it N U 2
e 12,709,424.01 10,748,710.67
ToT R 7 e 4 6,431,021.17 6,248,807.21
WA 2 P 480,280.70
Ab B e 7= TR B R A
i (s A —5 3851
[B] 7 B PR g AR O (e A< —> "5 3551 411,788.81 72,588.44
ARMEZ IR (s LLe—"5HH51)
W55 B (U as LA — 5 381D
FegEik fai ble— 53851 -1,415,447.91 843,870.59
126 8 PTAS BT P o> (B0 BA«—> 53551 -31,779.59 28,570.83
HIE PSRRI IN Qb A —>531%1)) -781,799.22 -781,799.22
B> (A« — 53851 -37,248,306.15 -9,624,569.04
27 RIS B R i DA — 2 3 -46,324,659.81 27,562,801.87
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F)

LB VENATIUE K30 QR PAe— 531

. 40,404,013.23 -8,132,719.81
Hoft
LB RGN E F 35,303,712.75 73,974,199.36
2. AW IR ) R BRI B ) _
3
i 55 5 A
— 4 P S TR e A F
RN i 5 7
3. WELIEHEMIFRIEL: - -
Bl RIHIR R 297,057,272.13 399,173,526.07
W B IR AR 396,698,446.85 364,866,724.96
s EFNIIHIARRE
W EHMPHRIARE
Bl B 50 W B i A -99,641,174.72 34,306,801.11
(2) FEAZATHIEAEF AR MR EH 8
ANEH .
(3) AFAC B B F AR IS8
ANEH .
(4) ESMIEEW VI B
B o
WiH HIRARB LUEIPES
—. & 297,057,272.13 396,698,446.85
Hrp: EFNE 152,511.45 152,872.87
AR T SO R ARAT A K 296,904,760.68 396,545,573.98
= REENY
= WIRIE LI EEN YR 297,057,272.13 396,698,446.85

Horh: BR R BUER A T2 F A 52 R
R4 NI 4 S0 )
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77\ A E NI RN E Bk

AR

78+ BT AUBRAE R AU SZ B RR Ay B

AL TG
=] HAR T T 0 Z IR JE A

1RMES 1,000.00 | HL 7 *F- &5 A~ AT i 7 ST W 5 4

&t 1,000.00

79, AR HHEHE

(D SrmkmESE

HAZ: TG
T H HAZR S T AR IR HRITENR T RE

P

Hr: %5t 14,084,824.83(6.616600 93,194,087.60
BRI 510,045.78|7.651500 3,902,615.28
M 1,134,877.40|0.843100 956,635.67
¥l 6,752,272.46(0.105381 711,559.20
Lk 4,808,244.41|0.096116 462,149.22
L 3,152.38/8.655100 27,284.16

IV 462,149.22

Her: %5 11,570,254.20(6.616600 76,555,743.94
BRI 107,185.30|7.651500 820,128.32
M 302,027.75|0.843100 254,639.60
Xl 1,586,295.07|0.105381 167,164.88
ExoH 14,671.00(8.655100 126,978.97

(2) BHEELEHE, BB TERNSILE LA, NWELSIERLEM, BRAA T RIES
WK, CMRAAL T R AR AR RE P 3R SR A

ViEH o RiEH

L. BFRZWr, 12009410 H 27 H 7E 3 E o A4 8 WM % 37

BT FEMAERT A BEME LSS, PR A E .
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2. EEFH, mEFEE 201204 A2H A E INFIAE R WM L. M5 3456136, Ekiihk: 1200

CROSSMAN AVE STE 200, SUNNYVALE, CA 94089, )i A4 A .

3. MEFREIT, HARAFMARKE. WM. HLAILFE H %M 17 76120054 11 H 30 H 78+ [ & s o,
JRAL 2 W FR N BLFRS SA 8% (CFHD B IR AT o M BACIE S : 36247511-000-11-17-5, vEMthE: FLAT/RM
4 SEAPOWER CTR 73 LEI MUK RD KWAI CHUNG, WM NH S . Ei5. 201053H, HILEF LT ok

MU HE 100%H AL o

4, PR, AN R BT 0 T20094E9 A 29 H 76 i B & HE o, AN E A H100%RF . 7k %
iCiE S 51223774-000-09-17-8, 3/ #hdil: FLAT/RM B 17/F LOYONG COURT 212-220 LOCKHART ROAD WANCHAT,
Mk 251 J5i N CORP,

5. FUEETRFS, AR AIEIE ST T-20104E 10 H 4 H 78 ENEE s BL % 57, YRR AR50 ALk MmN
HIERATEAF, FEMSN: UT4140DL2010FTC209073, Mb4514 B a4 IR %

6. FFEH W, HEBEF2013FESHSHAF SRS KL, EMEANE LTI FEMSH:
424151793363, M MEFUATF R E . 2015511 B &ERHE AT 780 5 36 Jull S H 1 3% D B A A 2, 3K
5B AT 83% ) AL

7. BB, MITEERE T T I0, T20134E12 A E & WL, A T AR H83% AL .
P EICIE S A 62473154-000-12-17-9, P& NES .

8. EEBLIFI, HBE WA ARBA AR AR TE10003 51201446 H 9H 78 32 [E I0 A48 Je W AT
VEF M bl . 9833 Pacific Heights Blvd., Suite E/F, San Diego, California 92121. VE M5 K.

201416110152, Mkg5it i e .

9. L EFEH, BEIEH T2, 5T RRIT T 2014, 5. 67575 [E AR KL, AN ] [E A 100%8 . E
PHB S 06438006. JEMrHdk: Robert—Bosch—-Str. 11B 63225 Langen (Hessen) Germany, MV45iH: )& A

W, k%S

10, R % W3, W3R . MSFREST T-20144F 10 H 8 H7EAR D Wi B ir Rk [ B84 S, VMR AL
5Oy VEM S 5147746198694 , VE M 4. Room 216, 17 Vereyskaya st., "Vereyskaya Plaza—2"

121357, Moscow, M&VER: 8. RS

11 EE T, F20014FEE g E b 22 E i pkor, HIREHEF20174E10 A H %1, 000. 00955 1S e [ 3 HT
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100. 00%MEAN, VFEM B A A229, 181. 0055%%; VEMT 4315579, JEMHNE 38 Charter Gate Quarry Park

Close, Moulton Park Idustrial Estate, Northampton, Northants, NN3 6QB, M/2-1fF: 5. k.

80. EH

Ny BEHEERNERE

1. JeE—=H T Ak a
AiEH] o

2. F—#EMm ka3t

4 BETAF

AEH

5. FCAth )R R )& Vs B 223l

AEH .
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6. HAih

i ERAA T B

1. ETARFRIMN G

(1) V&R IR

e Lt
ER/NGIEZ7 S FHEZLEM VE Mk 451 R 57720
B g7
g7tz (kS % 75 74 2 WER A E 100.00% BB
=Bk T TT = 5 TR e 89.00%| H ¥ BT
PR i rp A CORP 100.00% H BT
IR it [ A i R, BE 100.00% | [E]—#z il T~ & IF
E AR B |2 E g e T
FIRZ W i.j} Hre ﬁ. Hre TR A FE e 100.00% H BT
AR e |2 E g e T
S [ S f}'ﬂ FiIE ﬁ' FURIEIE | o e 100.009%| 724 & th ¥ 37
BLIEEIE besil I HRIEY TR A FE e 100.00% AR — 4 H & It
ENFEERIT ENE EI R S e B B BRSS 100.00%| T2~ &) H % %7
o | T S 1 ] MEEEETAE S RS 100.00% |-/~ 7] H % ¥ ar
N4 e
EEGET |2 i'” FUEIL 89.00%| 724 &1 th ¥ 4 37
FIEHE T it [ ek 89.00%| 1A & i % or
MR W R %% 1 RE IR (E. IR 100.00%| -2~ &) H % %7
AL AR AR5E AR5E W R AP 41.50% 9.50%| Ak A — x4l & I
ISR EfERE IR wII 5. RS 80.00% H R BEST
f R B bl Y K, & AR 100.00% H BT
B [E B H eS| At 2z i B RS 100.00% | Ak A — &l & 9
(2) EEMIELTETAA
AT
AIHA & T DB AR | A BRI DB AR E S
F oA 4 A HR B A 5t e - - S ok b BB AR A A
Eiak IR H A
IRER 49.00% -3,245,658.90 17,467,418.70
BE R 20.00% 407,884.60 10,532.90
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L VAR

- IR LUEIPS

INIE]

2 W% | AEish | B a | mEhf | JBRsh | i | s | BRsh | B E | mahf | BRSh | s
e B it fit ki it I B it fiit ki it

#R5EM | 15,836,8| 22,834,7| 38,671,6 4,000,28| 18,348,0| 22,348,3| 17,086,8| 24,813,5| 41,900,4| 4,853,26| 14,348,7| 19,201,9

i 09.27| 9825 0752 7.7 8421 7138 91.88 5491 4679 7.12| 0391 71.03

e g | 9,598,78 172,131.| 9,770,91 9,078,25 9,078,25| 2,822,08| 134,265.| 2,956,34| 4,303,10 4,303,10

JE 7.40 84|  9.24| 474 474 358 01 859  7.07 7.07
AL o

AR R A
ERALIEL | GARSEA | 2EES | | A | 2EE
ERIZON R - P ERIZON 1R - iR
FREEMAH | 3,466,943.90|-6,375,239.62(-6,375,239.62|-7,483,155.06| 1,703,079.83|-1,835,198.77|-1,835,198.77|-1,021,509.51
R 12’045'199'; 2,039,422.98| 2,039,422.98| 4,662,891.27| 3,480,391.12| -32,478.10| -32,478.10| 314,370.49

(4) £ Aol P 3 7= A e Al % PR 52 45 O B KPR ]

AEH

(5) [APNE I F R H RS ERR BRI 55 R BRI SR

AEH

2« T ATFIRIPTEE W BUR LR BT AR K35

A& H .

3. HAE ZHEEE Mk e

(1) BEERNEERWVEEKE S

i gL A7 A al B

o o R . : FE LA inmmi}jiﬁj
N . FEZLEH VA b 551 i ‘ BB 2
i Hi% B AL

Edan-Messer
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