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ERIAL O LN

AL T

2017 4 2016 E
[ b ek
E =R A P NGRS £ =R PN A

BN A it 843,277,974.86 100% 698,007,759.35 100% 20.81%
ATk
BRIT 2R IAT L 843,277,974.86 100.00% 698,007,759.35 100.00% 20.81%
G i
G R T [ R
" 165,530,054.46 19.63% 136,264,456.87 19.52% 21.48%
EZ Ut Al
2 288,909,188.37 34.26% 242,906,786.53 34.80% 18.94%
CHL i KRG 134,506,102.89 15.95% 119,889,821.68 17.18% 12.19%
HFHBELW RS 93,796,552.02 11.12% 87,353,289.03 12.51% 7.38%
TR X A
W 62,342,158.91 7.39% 47,825,700.54 6.85% 30.35%
A2 W 80,114,274.44 9.50% 51,069,815.40 7.32% 56.87%
HoAth 18,079,643.77 2.14% 12,697,889.30 1.82% 42.38%
IrHX
5 A 352,285,107.81 41.78% 265,642,502.52 38.06% 32.62%
o [ 55 4 490,992,867.05 58.22% 432,365,256.83 61.94% 13.56%
(2) HATFEWWANBEWFIE 10% L BTN, 7= 5B X BN
v ER o AEH
AR T B SRR AT L I B R R
s
Ry Aol

AL 0

N . P %Mﬁz)\‘u‘:ﬁﬁ %Mﬂwt‘tii %%U%t‘t‘iilﬂ
IFi] HA 38 IFi] 38 AR

AT
B=d7 d AT M 843,277,974.86| 374,663,212.43 55.57% 20.81% 18.80% 0.75%
G il
AR RAE ™ T B
s 165,530,054.46|  64,521,259.57 61.02% 21.48% 18.91% 0.84%
LEHEP 5 | 288,909,188.37|  138,867,098.64 51.93% 18.94% 19.71% -0.31%
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PEXN
OHPET MRS | 134,506,102.89)  57,264,386.40 57.43% 12.19% 6.30% 2.36%
BrHEE sk R
’ 93,796,552.02|  40,911,069.79 56.38% 7.38% 8.51% -0.46%
4y HiL X
R E 5 N 352,285,107.81| 150,964,198.53 57.15% 32.62% 24.92% 2.64%
Hh [E 554 490,992,867.05| 223,699,013.90 54.44% 13.56% 15.00% -0.57%
AE FENSBERSG T OARER S AL REREBER T, ARSI 1 EEIRS R DA G K 38 5 50E
o &R N AEH
(3) AFIEYHBBRARBANTHZWA
NE oS
frlkayk IiH AT 2017 4 2016 4F [F] bt 4 sk
HER = 145,345 121,121 20.00%
PEIT ZRBRAT L Errg =3 144,907 122,341 18.45%
PEAF = = 9,813 9,375 4.67%
A B 1] B & AR A8 5l 30% LA L 4 JE 181 35 B
o &RV AEH
(4) AFEZITHEREHESFABEAMEHNBITER
o &R N AEH
(5) BV RASHE RR
1Tk gy
Bfi: g6
2017 4E 2016 4
1Tk sy i [7) L 4
& b e A & b7 B A
Byr 2T R 319,733,226.37 85.34%| 264,786,079.26 83.96% 1.38%
BT asAT | N LA 43,790,327.13 11.69%|  39,329,447.50 12.47% -0.78%
BT AT |#liE S 11,139,658.93 2.97%|  11,245,190.44 3.57% -0.59%

(6) MEMARIHEERT KERS

VR o B

20174F10H, AnHE 2 FAFEFREH S H 2R A Clifford William JubyA1Margaret Juby25 i1 B A%
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IEP, BZAEILREA B SR HE100.00% ) BB, 4 91,000.008685%, & A IXTM8,768.8570, ML
AL FLET20174F10 H /p e e . AREEAVR % A NG I S5 R G I E

(7) AFREHAS 75BN KA B R R A R AL

o & N RIEA

(8) EEMBER M EEMENREFN

O] EEAHE R

LA EHHEESH O 106,188,832.50
B LA A v S0 A R B S L 1) 12.59%
B A4 8 B A rh ORI A A A B AL 0.00%
1
ATHT 5 K% R

5 SRR WER o) i LA B R AL A1)
1 CIaE 57,274,813.91 6.79%
2 g 15,494,854.63 1.84%
3 B 12,047,682.79 1.43%
4 %5 11,033,451.10 1.31%
5 wPL 10,338,030.07 1.23%
&t -- 106,188,832.50 12.59%
F P A L
o &M N AEM
23 A A R A T
A L4 R R A TR 4 A (o) 96,234,900.95
Il 144 L A TR 0 o P SR S 0 L A5 29.89%
I 44 L SR A DRIy SR T o 4 B SR e S 0 0.00%

ER 17|

WNEIHT 5 AU BER

h=2 CIVAS RN KIGE (5T o 4 55 SR S 0 L 451
1 BLRIR— 32,070,180.96 9.66%
2 LRI — 25,173,437.59 7.58%
3 LRI = 18,405,831.06 5.54%
4 B Y 10,508,422.15 3.17%
5 IV 10,077,029.19 3.04%

22



EDAN SR B 32 1 SR 3 WA 1 2017 45 45 i 15

&t -- 96,234,900.95 29.89%
T HEA N R LA 1 450 150 B
o &R N AEH

3. %#H
BRI T8
2017 4 2016 4F [&] L 18 Yk HKARZ i
8 2 191,076,524.70 157,382,148.70 21.41%
EHLPR A 255,761,477.68 231,431,140.11 10.51%
It 45 %% F 23,801,586.57 -27,124,907.80 187.75%| IR A5 5 [ 5
4. HFRBN

VER o AR

2017 A AR BN 17,670.80 J5 76, [FEIGK 12.01%, (2017 FEEEE LR 20. 95%, AT
— FELRCHT e FEE T IR (KT HEN B R B R S SE I B, A B AT KR R BN JI B, AR At
HPE R R 4 AR, BE— B4 A /] = S BOR GUHIK T, 8388 FE0HRE ). 2017 48, A
IRAFBBLU LA 66 1, Horb, ThERWAEF] 39 5, EEKHEF 310

I = AR A R AN B8 E N R EL £

2017 4F 2016 4 2015 4E

RN GREE () 564 424 548
RN R E b 31.39% 31.41% 41.54%
WERABNEF (T 176,707,963.39 157,761,273.35 145,807,265.35
TR HEN (5 IO B 20.95% 22.60% 26.50%
RS H B AR EE ) 0.00 0.00 0.00
TN R SR

0.00% 0.00% 0.00%
1y L 51
R RS 5 24 AR
- 0.00% 0.00% 0.00%
T ) H

IR PN AL 7 LN i b B b 4 R A 8 3 AR A R T IR

o &MV AREA

IR BN A KM AL B 1) S D] L2 e A ZEAE 5 )

o & N ORISR

A F TS GRIINEZRAZ 5 B QML ARAT WA B 48 51 55 10 T-- BT A= WS ET S0 55 ) (K4 2K
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BRI AP A DR 0L
ViERH o AR

o AERAT BT A E A IE S AR T L,

BT AR AT WA 3R B R — I oL

L A

sk | FE | ER B HEM | BRI
B} o B s
A CFDA [ERBICE REIFDA| v neas| 1k |anwvisa| ETHAE Russia Australia
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WA
gngmffﬁ&é 48 32 55 31 28 8 11 2 21
WA
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I RN o 32 B 7 A7 1R 56
< H
EH xRk HE TR
2 HL TP 8% ] ERWEE, AN N, YAl cR =
ARG ) LI, JEH
Zatg J7 PR
3 it 2 R g | AR R BRI SR 7
{5 H
(EE A e e A
& IR R . 3 7 &
4 ks 2 1 & T IRRKEE A EKIE cELRAt =)
&R TR ARk e
EHTFEE A B WA PRBH IR A A
5 1| EVRAIE =Y &
s L L5 16 75 7 2 ! st B
2 A 2% 36 F T X 48 /i D b
2% i %5 3 8 1L ML BEATR I o A 2 AN TE
6 il 22 <5 5 A 9 ) . I AT ARG o X B8 AN - oy =
IEe TR
iR & T I R P A 7 o
7 I ERAF ok %
R R G e it "
FH T 00 5 A\ A7 4 I B A
FIBRTE (pHME) « —%
S AEAL IR R (T (LB 5 (pCO2) . %4
8 =LA SRR AT T B 1] It (pO2) . LA i JEAR (Het) 2 KIE 2R =5
GIRED) FANES T (Nat) . ST
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il A AT R

F) A 45 FIEDAN 155
G 1SR AR 23 BT AR IS
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5 H SR EDAN (15 %
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BrRVE ML -
. . " o | TEMPETARRY | o | R R .
X | P | BEIT st mn =) I PR FH g MR BEFEIF I e | TE
B HrBTT A
Ultrasonic Pocket o . o
1 SD1 SD1 is intended for the detection of fetal heart rate. I FH A%+ i
Doppler
o FTS-6 is intended for the continuous and non-invasive
Central Monitoring o ) o
2 Svst FTS-6 monitoring of the fetus and pregnant women during I 1% i
stem
Y antepartum examination, labor and delivery.
FDA
F2, F3, F6, F9, F6| Fetal & Maternal Monitor is intended for non-invasive
X35 Fetal & Maternal S o ) o
3 Monit EXPRESS,F9 and invasive monitoring of fetus during antepartum ] B A% 5
onitor
EXPRESS examination, labor and delivery.
The monitors are intended to be used for monitoring,
) ) IM50, storing, and reviewing of, and to generate alarms for, o
4 Patient Monitor ) ) ) ) ) ] o I H % i
iM60,iM70,iM80 | multiple physiolog ical parameters of adults, pediatrics
and neonates
2.0 MHz Obstetrical
ULTRASONIC Probe; Obstetrical o
1 _ Il A% g
TRANSDUCER | 3.0 MHz Obstetrical Probe
Probe
o 4.0 MHz Vascular
pIES
Probe;
NS
ULTRASONIC 5.0 MHz Vascular Vascular .
ik 2 ] izt &
TRANSDUCER Probe; Probe
8.0 MHz Vascular
Probe
Central Monitoring FTS-6 is intended for the continuous and non-invasive L
3 FTS-6 o _ I W A% i
System monitoring of the fetus and pregnant women during
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antepartum examination, labor and delivery.
. The Ultrasound system is intended for use by a qualified
Ultrasonic ) o ] ) .
. . Acclarix AX4 physician or allied health professional for ultrasound 11 B % 7:5
Diagnostic System ]
evaluations.
. o FTS-6 is intended for the continuous and non-invasive
i Central Monitoring o ) L
FTS-6 monitoring of the fetus and pregnant women during 11 B % 7:5
[X 43k, System L .
antepartum examination, labor and delivery.
The Ultrasound system is intended for use by a qualified
Acclarix AX4 R1.1 | physician or allied health professional for ultrasound Ta A%+ i
evaluations.
) ) The Ultrasound system is intended for use by a qualified
CEX diagnostic ] o ] ) L
Acclarix AX8 R1.4 | physician or allied health professional for ultrasound Ta F %+ i
S ultrasound system ]
evaluations.
Acclarix LX8 R1.4\ [The Ultrasound system is intended for use by a qualified
Acclarix LX8 super | physician or allied health professional for ultrasound Ila H % 5
(new console) evaluations.
he monitors are intended to be used for monitoring,
) . storing, and reviewing of, and to generate alarms for, )
elite V5, elite V6 ) o o \ oHF%E i
multiple physiological parameters of adults, pediatrics
and neonates.
iM20 Patient Monitor is intended to be used for
ETLIA . . . monitoring, storing, and reviewing of, and to generate )
i Patient Monitor iM20 ] o \ OHE i
ik alarms for, multiple physiological parameters of adults,
pediatrics and neonates.
The monitors are intended to be used for monitoring,
] . storing, and reviewing of, and to generate alarms for,
iM50, iM80 . . . o \ oI R =5
multiple physiolog ical parameters of adults, pediatrics
and neonates
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Pulse oximeter is intended for continuous monitoring or
spot-checking of functional arterial
4 Pulse Oximeter H100B oxygen saturation (SpO2) and pulse rate of single adult, [y = =
pediatric or neonate patient in hospitals, intra-hospital
transport and hospital type facilities.
The iT20 telemetry transmitter is intended to monitor
Telemetr hysiological parameters including: ECG, respiration .
5 _ Y iT20 prysiTogicalp i g P % i
Transmitter (RESP), oxygen saturation of arterial blood (SpO2) and
pulse rate (PR) for adults and pediatric patients.
PC ECG is intended to acquire, process and store ECG
6 PC ECG SE-1515 signals from adult and pediatric patients undergoing EHE 5
stress exercise test or resting test.
7 SE-3 B S i
8 SE-601A/B/C B S i
Electrocardiograph is intended to acquire ECG signals
SE-12, SE-1200, o
) from adult and pediatric patients through body surface )
9 Electrocardiograph | SE-1200 Express, oHE i
ECG electrodes.
SE-12 Express
10 SE-1201 B S i
11 SE-18 B S i
Holter System is intended to record, analyze, display,
12 Holter System SE-2003, SE-2012 | SR i
edit and generate report of ambulatory ECG.
13 F2 Fetal Monitor is intended for non-invasive and invasive EHE =
Fetal monitor monitoring of fetus during antepartum examination,
14 F3 ) 2% i
labor and delivery.
15 F6 2% i
Fetal & Maternal Monitor is intended for non-invasive
16 Fetal & maternal F9 o o _ 2% i
) and invasive monitoring of fetus during antepartum -
17 monitor F6 Express o _ OHE 5
examination, labor and delivery.
18 F9 Express WA S i

30




EDAN

PRI B 5 A A B A PR 3 7] 2017 SRR FEAR Y

Ultrasonic Pocket Dopplers are intended to be used by
) SD3, SD3 LITE, SD3 |health care professionals including registered nurses,
Ultrasonic Pocket . o o .
19 Boopl PLUS, SD3 PRO, SD3|practical nurses, midwives, ultrasound technicians, and \ [y = 5
oppler
PP VASCULAR physician assistants, by prescription from licensed
physicians in hospitals, clinics and private offices.
20 [Vital Signs Monitor| M3, M3A, M3B | This monitor is used to monitor vital signals for patients \ % 5
. . The Ultrasound system is intended for use by a qualified
Diagnostic ) B ] . )
21 IAcclarix LX8/ AX8 physician or allied health professional for ultrasound \ OHE i
Ultrasound System ]
evaluations.
) ) The Ultrasound system is intended for use by a qualified
Diagnostic . = ) . .
22 Acclarix AX4 physician or allied health professional for ultrasound \ [mYiES i
Ultrasound System ]
evaluations.
Electrocardiograph is intended to acquire ECG signals
) SE-3\SE-300A\SE-300 o ) L
1 Electrocardiograph 5 from adult and pediatric patients through body surface 1b F %+ i
ECG electrodes.
ivd : : —
7 The monitors are intended to be used for monitoring,
’ . . iM20\iM50\iM60\iIM7| storing, and reviewing of, and to generate alarms for, o
2 Patient Monitor ] ) - o Ilb F %+ i
0\iM80 multiple physiolog ical parameters of adults, pediatrics
and neonates
(=) CIAFENHER BT 2 (Blk20174R 4 H)
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s g | R
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invasive monitoring of fetus during antepartum examination,

F3 ) b 2009/12/27 N/A o i N/A | &
labor and delivery.
Sonotrax Lite Ila 2002/9/25 N/A i 5 NA | &
Sonotrax Basic Ultrasonic Pocket Dopplers (hereinafter called “the a 2002/9/25 N/A 75 75 N/A P
Doppler” intended to b d by health
Sonotrax Pro oppler™ ) are intended to be used by health care ITa 2006/10/8 N/A 7 = N/A T
professionals including registered nurses, practical nurses,
Sonotrax Vascular o B B ) Mla 2006/10/8 N/A i = N/A | &
midwives, ultrasound technicians, and physician assistants,
Sonotrax Basic A - . S ) - IIa 2008/1/4 N/A 5 5 N/A | &
by prescription from licensed physicians in hospitals, clinics
H Py Py
Ultrasonic Pocket Sonotrax Il and private offices. ITa 2008/1/4 N/A i i N/A ¥c
Doppler Sonotrax 11 Pro Ila 2008/1/4 N/A & i N/A | G
SD3LITE Ultrasonic Pocket Dopplers are intended to be used by health lla 2013/7/16 N/A & & N/A k
SD3 care professionals including registered nurses, practical Ila 2013/7/16 NA | # H N/A | &
SD3 PLUS nurses, midwives, ultrasound technicians, and physician TTa 2013/7/16 N/A & & N/A ¥
SD3 PRO assistants, by prescription from licensed physicians in Ia 2013/7/16 N/A s s N/A I
SD3 VASCULAR hOSpitalS, clinics and pl’iVate offices. Ila 2013/7/16 N/A 7‘5 7‘5 N/A %
Ultrasonic Pocket o .
Boool SD1 SD1 is intended for the detection of fetal heart rate. Ila 2017/8/18 N/A = = N/A | &
oppler
M9 The Patient Monitor (hereinafter called monitor) is intended ITb 2006/6/30 N/A 5 5 N/A y
) ] to be used for continuous monitoring of ECG, RESP, SpO2,
Patient Monitor ) )
MO9A NIBP (Non-invasive Blood Pressure), dual-TEMP, dual-IBP, b 2007/7/30 N/A & & N/A ¥c
C.O. (Cardiac output), CO2 and GAS (Anesthetic gas).
M8 The Patient Monitor (hereinafter called monitor) is intended IIb 2007/7/30 N/A 5 5 N/A | 6
) ] MS8A to be used for continuous monitoring of ECG, RESP, SpO2, IIb 2007/7/30 N/A F F N/A I
Patient Monitor ) .
NIBP (Non-invasive Blood Pressure), dual-TEMP, dual-IBP
M8B b 2007/7/30 N/A & i N/A | G
and CO2.
Vista 120 the monitors are intended to monitor multiple parameters IIb 2012/11/30 N/A = = N/A | 6
Patient Monitor including ECG (3-lead or 5-lead selectable), respiration
Vista 120 S b 2017/1/22 N/A 7 i N/A | &

(RESP), functional arterial oxygen saturation (Sp02),
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invasive or non-invasive blood pressure (IBP, NIBP),
temperature (dual-TEMP), end-tidal CO2, Cardiac Output
(C.0.), AG and bispectral index (BIS). BIS is only applicable
to Vista 120.

ICG, wireless function

ECG, RESP, TEMP, SpO,, PR, NIBP, IBP), C.O., AG, BIS,

iM9 The Patient Monitor (hereinafter called monitor) is intended IIb 2012/2/20 N/A 5 e N/A G
. . to be used for continuous monitoring of ECG, RESP, SpO2,
Patient Monitor
iM9A NIBP (Non-invasive Blood Pressure), dual-TEMP, dual-IBP, b 2012/2/20 N/A 5 5 N/A ¥
C.O. (Cardiac output), CO2 and GAS (Anesthetic gas)
iM8 IIb 2012/2/20 N/A i i N/A .
. . - SpO,(X2 or Nell-1), NIBP (X5) , ECG(X5), RESP(X5),
Patient Monitor iMBA ITb 2012/2/20 N/A & i N/A | G
QUICK EMP(T2A), CO,(Capnostat 5, C5), IBP(C2), EtCO2
iM8B b 2012/2/20 N/A & i N/A | G
M50 IIb 2009/12/17 N/A i i N/A .
M80 b 2009/12/17 N/A & i N/A | G
- The monitors are intended to be used for monitoring, storing,
iM50 b 2012/3/20 N/A & i N/A | G
Patient Monitor and reviewing of, and to generate alarms for, multiple
iM80 o o b 2012/3/20 N/A i i N/A | &
physiolog ical parameters of adults, pediatrics and neonates
iM60 b 2013/8/30 N/A i i N/A | &
iM70 b 2013/8/30 N/A & i N/A | G
iM20 Patient Monitor is intended to be used for monitoring,
) ] ) storing, and reviewing of, and to generate alarms for,
Patient Monitor iM20 ) o o IIb 2014/6/26 N/A 5 5 N/A | &
multiple physiological parameters of adults, pediatrics and
neonates.
elite V5 the monitors are intended to be used for monitoring, storing, IIb 2014/6/23 N/A = = N/A o
elite V6 and reviewing of, and to generate alarms for, multiple b 2014/6/23 N/A i i N/A I
physiological parameters of adults, pediatrics and neonates.
Patient Monitor ECG (3-lead, 5-lead and 12-lead ), RESP, SpO2, Eight-IBP,
elite V8 NIBP, dual-TEMP, C.O., Expired CO2, GAS, RM, BIS, IIb 2011/9/20 N/A i & N/A | &
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Transmitter

(RESP), oxygen saturation of arterial blood (SpO2) and pulse

ICG, EtCO,
SE-1 la 2005/1/25 N/A o i NA | &
SE-100 I 2006/10/8 N/A o i NA | &
SE-3 Ila 2006/6/30 N/A % % NIA |
SE-300A Ila 2006/10/8 N/A i % N/A | &
SE-300B 1! 2006/10/8 N/A i i NA | &
SE-12 Ila 2007/1/30 N/A i i N/A | &
SE-12 Express Ma 2008/7/14 N/A & 4 N/A | &
SE-1200 Ila 2008/1/4 N/A 7 i NIA | T
SE-1200 Express Ila 2008/1/4 N/A = i N/A |
SE-1201 Ila 2011/111 N/A i i N/A | &
CS-1201 Electrocardiograph is intended to acquire ECG signals from Ta 2013/8/15 N/A & & NA | &
Electrocardiograph SL12A adult and pediatric patients through body surface ECG ITa 2015/12/23 N/A 5 5 N/A o
SE-601A electrodes. Ila 2008/11/20 N/A ) & N/A | &
SE-601B Ila 2008/11/20 N/A i i N/A | &
SE-601C Ila 2008/11/20 N/A i i NA | T
CS-601B Ila 2013/7/16 N/A 7 i NA | T
CS-601C Ila 2013/7/16 N/A i i N/A | &
SL6A Ila 2015/12/23 N/A 4 i NA | &
SE-15 Ila 2015/5/6 N/A 4 i NA | &
SE-18 ITa 2015/5/6 N/A i i N/A | &
SL18A ITa 2015/12/23 N/A i i N/A | &
SE-301 lla 2015/9/30 N/A i @ NA | &
iSE-301 lla 2015/9/30 N/A i @ NA | &

Telemetry The iT20 telemetry transmitter is intended to monitor

iT20 physiological parameters including: ECG, respiration IIb 2015/7/14 N/A 5 4 N/A y
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rate (PR) for adults and pediatric patients.

a clinical data managing software application and is indicated

MFM-CNS for antepartum and intrapartum monitoring of pregnant IIb 2007/5/30 N/A 5 e N/A .
women in a healthcare setting.
. a clinical data managing software application and is indicated
MFM-CNS Lite o S b 2007/5/30 N/A i = N/A | &
for antepartum monitoring of pregnant women in clinics.
Central Monitoring MFM-CMS provides centralized monitoring and critical care
System MFM-CMS management for patients monitored by the manufacturer b 2007/5/30 N/A & 4 N/A | &
bedside monitors.
MFM-CMS provides centralized monitoring and critical care
Vista 120 CMS management for patients monitored by the manufacturer IIb 2013/4/3 N/A 5 5 N/A | &
bedside monitors.
o FTS-6 is intended for the continuous and non-invasive
Central Monitoring L .
Svst FTS-6 monitoring of the fetus and pregnant women during ITb 2017/1/13 N/A = 4 N/A y
stem
y antepartum examination, labor and delivery.
F9 b 2007/5/30 N/A & i N/A | G
Fetal & Maternal Monitor is intended for non-invasive and
Fetal &Maternal F9 Express IIb 2008/7/14 N/A 5 5 N/A | &
] invasive monitoring of fetus during antepartum examination,
Monitor F6 . IIb 2008/4/30 N/A e i N/A | &
labor and delivery.
F6 Express b 2008/1/4 N/A & 5 N/A | &
Digital Ultrasonic ) ] ) )
) . . diagnostic ultrasound system (DUS 60) is applicable for
Diagnostic Imaging DUS 60 o ) o IE! 2010/3/19 N/A 5 4 N/A | &
ultrasound evaluation in hospitals and clinics.
System
H100B Pulse oximeter is intended for continuous IIb 2008/1/4 N/A = = N/A | &
monitoring or spot-checking of functional arterial
Pulse Oximeter oxygen saturation (SpO2) and pulse rate of single adult,
PM-100B b 2010/8/3 N/A 7&? i N/A | &

pediatric or neonate patient in hospitals, intra-hospital

transport and hospital type facilities.
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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.

IIb

2008/4/30

N/A

o

o

N/A

¥

PCECG

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.

1Ia

2008/1/4

N/A

il

il

N/A

PADECG

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

1Ia

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.

1Ia

2014/3/4

N/A

o

o

N/A

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.

IIb

2008/5/26

N/A

o

o

N/A

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.

IIb

2008/5/26

N/A

o

o

N/A

M3B

The Vital Signs Monitor is indicated for use for non-invasive
continuous monitoring of oxygen saturation of the blood
(SpO2) and CO2.

ITb

2008/5/26

N/A

o

o

N/A

Plus-3A

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

IIb

2010/8/3

N/A

o

o

N/A
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blood pressure) and TEMP (quick temperature or infrared ear
temperature) of adults, pediatrics and neonates in hospital

environments.

The monitor is intended to be used for monitoring, storing,

recording, and reviewing of, and to generate alarms for,

Vital Signs Monitor IM3 ] o o b 2017/8/14 N/A P i N/A | &
multiple physiological parameters of adults, pediatrics and
neonates.
The device is a small, lightweight, portable
device intended for use in measuring and
Finger Oximeter H10 displaying functional oxygen saturation of IIb 2008/10/21 N/A 5 5 N/A | &
arterial haemoglobin (%Sp02) and pulse
rate (PR).
SD5 Ultrasonic TableTop Doppler is intended to be used by health| 1l a 2009/2/4 N/A & 4 N/A | &
) care professionals including registered nurses, practical
Ultrasonic TableTop o o o
nurses, midwives, ultrasound technicians, and physician
Doppler SD6 . . . L Ila 2009/2/4 N/A 5 5 NA | T
assistants, by prescription from licensed physicians in
hospitals, clinics and private offices.
OEM: SE-2003 I 2010/3/19 N/A & i N/A | G
a
Holter Svst OEM: SE-2012 Holter System is intended to record, analyze, display, edit 2010/3/19 N/A i i N/A | &
olter System
d SE-2003 and generate report of ambulatory ECG. . 2015/7/14 N/A i % NA | &
a
SE-2012 2015/7/14 N/A & i N/A | G
U50 is applicable for adults, pregnant women, pediatric
U5s0 a 2012/4/12 N/A & i N/A | G
patients’ ultrasound evaluation in hospitals and clinics.
U2 is applicable for adults, pregnant women, pediatric
Diagnostic u2 . o . o a 2012/8/22 N/A & i N/A | G
patients’ ultrasound evaluation in hospitals and clinics.
Ultrasound System - - -
Acclarix AX8 The Ultrasound system is intended for use by a qualified ITa 2015/8/24 N/A i i N/A | B
Acclarix LX8 physician or allied health professional for ultrasound ITa 2015/10/27 N/A 5 4
Acclarix AX4 evaluations. Ila 2017/4126 N/A P i N/A | &
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| Anaesthetic Workstation is a continuous flow anesthesia

system which offers manual or automatic ventilation, easily

Longs5; adjustable fresh gas delivery, anesthetic agent delivery, IIb 2016/4/22 N/A 3 7 N/A "
\ventilation monitoring, convenient ergonomics, and
Anesthesia state-of-the-art safety systems.
workstation Anaesthetic Workstation is a continuous flow anesthesia
system which offers manual or automatic ventilation, easily
Long8 adjustable fresh gas delivery, anesthetic agent delivery, IIb 2016/4/22 N/A 5 5 N/A o
\ventilation monitoring, convenient ergonomics, and
state-of-the-art safety systems.
. Ventilator System is a high-capability ventilator intended for
Ventilator VT5 o ) b 2016/4/22 N/A & 4 N/A | &
acute and subacute care of pediatric and adult patients.
N/A & i N/A | G
Smart ECG Viewer | 2010/5/21 - -
Data Management Software is intended to store, display, N/A n n N/A | &
analyze and manage ECG data on a PC. The software is only N/A i i N/A | &
Smart ECG Broker |, . . - | 2010/5/21
Data Management intended to be used in hospitals or healthcare facilities by N/A & & N/A I
Software doctors and trained healthcare professionals. N/A i i NA | &
Smart ECG Net | 2010/5/21
N/A i i N/A | &
. . . N/A e = N/A | 6
Oximeter Viewer Oximeter data management | 2008/12/8
N/A & i N/A | G
N/A & i N/A | G
MT-801 | 2008/12/8
N/A % i N/A | &
N/A & i N/A | G
Trolley (For medical MT-802 As an accessory of the device, e.g. patient monitor, fetal & I 2008/12/8
) ) N/A i 4 NA | &
use) maternal monitor, electrocardiograph and ultrasound scanner.
N/A ?:? i N/A | &
MT-803 | 2008/12/8
N/A 7&? i N/A | &
MT-805 [ 2008/12/8 N/A & i N/A | &

(o)
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CP100, CP50

samples with lithium heparin or calcium balanced heparin.

N/A = i N/A | G
N/A & 7£r N/A | G
MT-201 | 2008/12/8
N/A & 7£r N/A | G
N/A = i N/A | G
MT-202 | 2008/12/8
N/A = i N/A | G
N/A & 7£r N/A | G
MT-206 | 2008/12/8
N/A & i N/A | G
N/A & i N/A | G
MT-207 | 2008/12/8
N/A i 5 N/A | &
N/A i 5 N/A | &
MT-503 | 2008/12/8
N/A & i N/A | G
N/A & i N/A | G
MT-503N | 2008/12/8
N/A i 5 N/A | &
Treadmill (for )
) TM-400 Treadmill for STRESS ECG | 2010/2/10 N/A e i N/A | &
medical use)
Ultrasonic Imaging o _ N/A & i N/A | G
UMS 100 Data Management Software, 3-D imaging, LAN connecting. | 2010/2/10
Management System N/A 5 5 N/A | &
C3 [ 2012/10/12 N/A i i N/A | &
C6 [ 2012/10/12 N/A & i N/A | G
) C3A ) o ] o I 2013/8/30 N/A 4 i NA | &
Video Colposcope video colposcope is intended for gynecological examination.
C6A I 2013/8/30 N/A % i N/A | &
C6 HD,C6A HD,C600,
[ 2017/8/3 N/A 2 ?:? N/A | &
iHC6,C300A, iHC3A
Blood Gas and Chemistry (115 is a portable, automated system that measures pH and
Blood Gas and . Y P y P 2013/7/10 N/A 5 5 N/A I
) ) Analyzer: i15 blood gases (pCO2, p0O2), electrolytes (Na+, K+, Ca++, Cl
Chemistry Analysis . . Other
Calibrant Fluid Pack: |- ) and hematocrit in arterial and venous whole blood
System 2013/7/10 N/A & i N/A | &
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Test Cartridge: BG8,
BG3, BC4, BG4, BGY, 2013/7/10 N/A = i N/A | G
BG10
Controls: Level 1, Level
2015/5/29 N/A i i N/A | G
2, Level 3
Reagents for HD-50 diluent, HD-50 ) N/A 5 5 N/A | 6
Reagents for DS-500 series Other 2013/8/28
hematology analyzer| lyse, HD-50 cleaner N/A = 3 N/A |G
DS-500 series products adopt semiconductor laser and flow
! cytometry technology, direct-current impedance technology
. Hematology ) and colorimetry, used to measure the number of leukocyte,
DS500, DS500i ) Other 2013/8/28 N/A i i N/A | &
analyzer erythrocyte, and platelet in people blood samples,
differentiate the leukocyte to five classes, and get the
concentration of the hemoglobin.
Reagents for HD300 diluent, HL300
hematology analyzer| lyse, HC300 cleaner, [Reagents for H30 Other 2017/3/23 N/A = 5 N/A o
1. for H30 HB300 Bleach
Hematology H30 is intended to measure and calculate hematological
H30 ) Other 2017/3/23 N/A 2 e N/A |G
analyzer parameters in whole blood samples.
2. FDAIX 43
s EHIE
- HENHERAS 3| s
X | /5 | 510(k) | =7 2k ol 2 s R P WM . A H |t | R &
1 5 s - on
|5 | % | 4% * crymammopy| Y B e |
x
M/DD)
K040903|  Fetal Cadence CADENCE fetal monitor is intended for monitoring 1 2004/9/2
FDA|L. ] o ) N/A & 4 N/A  —
K040903[ Monitor Cadence Dual physiological parameters of pregnant women during 1] 2004/9/2
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K073221 Cadence Il antepartum examination, labor and delivery. 1 2007/12/28 N/A e 7 N/A
Cadence 1
Cadence Pro 1
K082369 2008/11/7 N/A % i N/A
Cadence Dual I
Cadence Il I
Fetal Monitor is intended for non-invasive and invasive
K102140 F2/F3 monitoring of fetus during antepartum examination, labor and I 2011/1/9 N/A 5 5 N/A
delivery.
K040480 SonoTrax Lite 1 2004/5/25
N/A o i N/A
K040480 SonoTrax Basic Ultrasonic Pocket Dopplers (hereinafter called “the I 2004/5/25
K080087 SonoTrax Pro Doppler”) are intended to be used by health care professionals| I 2008/3/11 ]
K080087 SonoTrax BASIC A fincluding registered nurses, practical nurses, midwives, I 2008/3/11
K080087 SonoTrax Il ultrasound technicians, and physician assistants, by 1 2008/3/11 N/A e 15 N/A [
K080087| Ultrasonic SonoTrax Il Pro  |Prescription from licensed physicians in hospitals, clinics and I 2008/3/11 N
K080087| pocket | SonoTrax Vascular |Private offices. I 2008/3/11 [
K101960| Doppler Sonotrax series 1 2010/8/10 N/A @ 5 N/A
SD3 Ultrasonic Pocket Dopplers are intended to be used by health
SD3 LITE care professionals including registered nurses, practical
K140579 SD3 PRO nurses, midwives, ultrasound technicians, and physician 1 2015/2/6 N/A 5 5 N/A
SD3 PLUS assistants, by prescription from licensed physicians in
SD3 VASCULAR [nospitals, clinics and private offices
K092997 Ultrasonic TableTop Doppler is intended to be used by health | 2009/11/10 N/A 5 = N/A
K102138| Ultrasonic care professionals including registered nurses, practical 1 2010/10/28 N/A F S N/A
Tabletop SD5/SD6 nurses, midwives, ultrasound technicians, and physician
K153475| doppler assistants, by prescription from licensed physicians in 1 2016/1/29 N/A S S N/A
hospitals, clinics and private offices.
K082602( Fetal & F6 Fetal & Maternal Monitor is intended for non-invasive and 1 2008/11/26 N/A 7 4 N/A
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maternal F9 invasive monitoring of fetus during antepartum examination,
monitor F6 Express labor and delivery.
K100797 I 2010/11/10 N/A 4 i N/A
F9 Express
F6, F9 Fetal & Maternal Monitor is intended for non-invasive and
K150901 F6 Express invasive monitoring of fetus during antepartum examination, 1 2015/7/1 N/A e 7 N/A
F9 Express labor and delivery.
K100358( Central a clinical data managing software application and is indicated 2011/1/4 N/A 7 4 N/A
Monitoring MFM-CNS for antepartum and intrapartum monitoring of pregnant 1
K143695 . . 2015/3/30 N/A e = N/A
System women in a healthcare setting.
a clinical data managing software application and is indicated
Central for antepartum and intrapartum monitoring of pregnant
entral
o MFM-CNS/ women in a healthcare setting./
K171178| Monitoring . o . . L . 1 2017/9/6 N/A & i N/A
Svst MFM-CNS Lite |Lite is a clinical data managing software application and is
stem
Y indicated for antepartum monitoring of pregnant women in
clinics
SE-3
SE-300A
SE-300B
SE-6
K091513 SE-600 1 2009/7/24 N/A 4 i N/A
) Electrocardiograph is intended to acquire ECG signals from
Electrocardio SE-12 o
adult and pediatric patients through body surface ECG
graph SE-12 Express
electrodes.
SE-1200
SE-1200 Express
SE-12
K102830 SE-1200 I 2010/12/2 N/A % 5 N/A
SE-12 Express
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SE-1200 Express
SE-12
SE-1200
K160876 1 2017/2/15 N/A 4 = N/A
SE-12 Express
SE-1200 Express
SE-601A
K090367 SE-601B 1 2009/6/3 N/A 7 4 N/A
SE-601C
SE-601A
K093869 SE-601B I 2010/4/1 N/A 7 i N/A
SE-601C
SE-601A, SE-601B,
K131503 I 2014/2/25 N/A g i N/A
SE-601C
K120188 SE-1201 1 2012/3/16 N/A 4 i N/A
K092010 PC ECG is a PC-based diagnostic tool intended to acquire, 1 2009/10/22 N/A @ 5 N/A
K102854 SE-1010 process and store ECG I 2010/12/3 N/A % m N/A
signals from adult and pediatric patients undergoing stress
K131819 . . 1 2013/11/22 N/A 4 i N/A
PC ECG lexercise test or resting test.
PC ECG is intended to acquire, process and store ECG signals
K152427 SE-1515 from adult and pediatric 1 2016/2/5 N/A @ 5 N/A
patients undergoing stress exercise test or resting test.
) Electrocardiograph is intended to acquire ECG signals from
Electrocardio o .
K170995 h SE-18 adult and pediatric patients through body surface ECG | 2017/6/2 N/A & = N/A
ra
g electrodes.
Holter Holter System is intended to record, analyze, display, edit and
K151787 SE-2003/SE-2012 1 2016/1/27 N/A 7 4 N/A
System generate report of ambulatory ECG.
K161302| PCECG PADECG PADECG is to acquire resting ECG signals from adult and 1 2016/7/1 N/A 7 4 N/A
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pediatric patients through body surface ECG electrodes.
DUS 3 is applicable for adult or children ultrasound evaluation in 1
hospitals, clinics, gynecology rooms, obstetrics rooms,
10. |K091680 L . . . 2009/6/19 N/A 4 = N/A
DUS 6 lexamination rooms, intensive care units, and emergency ]
rooms
Digital - ; - -
diagnostic ultrasound system (DUS 60) is applicable for
1. |K110999| Ultrasonic DUS 60 o ) o I 2011/4/1 N/A & % N/A
ultrasound evaluation in hospitals and clinics.
Diagnostic
. diagnostic ultrasound system (DUS 60) is applicable for N/A
2. |K131830| Imaging DUS 60 o ) o 1 2013/9/17 5 5 N/A
ultrasound evaluation in hospitals and clinics.
System
is applicable for adult or children ultrasound evaluation in
hospitals, clinics, gynecology rooms, obstetrics rooms,
3. [K122574 D3, D6 o . . . 1 2012/10/12 N/A 5 5 N/A
examination rooms, intensive care units, and emergency
rooms
U50 is applicable for adults, pregnant women, pediatric
4. |K123249 U50 R1.2 o I 2013/2/8 N/A % 4 N/A
patients’ ultrasound evaluation in hospitals and clinics.
U50 is applicable for adults, pregnant women, pediatric
5. [K142511 U50 R2.0 1 2015/2/20 N/A 4 i N/A
patients’ ultrasound evaluation in hospitals and clinics.
U50 is applicable for adults, pregnant women, pediatric
6. [K173003 us0 1 2017/11/15 N/A & e N/A
patients’ ultrasound evaluation in hospitals and clinics.
Diagnostic U2 is applicable for adults, pregnant women, pediatric
7. |K172380 u2 1 2017/9/29 N/A = 5 N/A
Ultrasound patients’ ultrasound evaluation in hospitals and clinics.
System The Ultrasound system is intended for use by a qualified
3.  |K150999 Acclarix AX8 physician or allied health professional for ultrasound | 2015/5/6 N/A 5 = N/A
evaluations.
The Ultrasound system is intended for use by a qualified
9. |K161300 Acclarix AX8 R1.2 [physician or allied health professional for ultrasound 1 2016/5/31 N/A 7 4 N/A
evaluations.
10. [K160790 Acclarix LX8 The Ultrasound system is intended for use by a qualified 1 2016/4/4 N/A 7 4 N/A
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physician or allied health professional for ultrasound
evaluations.
The Ultrasound system is intended for use by a qualified
11. |K162055 Acclarix LX8 R1.2 |physician or allied health professional for ultrasound I 2017/1/31 N/A = & N/A
evaluations.
Diagnostic The Ultrasound system is intended for use by a qualified
12. [K171824| Ultrasound | Acclarix LX8/AX8 |physician or allied health professional for ultrasound I 2017/7/18 N/A 5 & N/A
System evaluations.
Diagnostic The Ultrasound system is intended for use by a qualified
13. |K171900| Ultrasound Acclarix AX4 physician or allied health professional for ultrasound 1 2017/8/18 N/A = 4 N/A
System evaluations.
14. |K083821 M3B The Vital Signs Monitor is indicated for use for non-invasive 1 2009/5/14 N/A 4 4 N/A
continuous monitoring of oxygen saturation of the blood
15. [K101539 M3B (Sp02) and CO2. 1 2010/12/10 N/A 4 5 N/A
16. |K102835| vital Signs M3 This monitor is intended to be used for monitoring, storing, I 2010/12/27 N/A 7 = N/A
Monitor M3A reviewing, recording, and generating alarms for SpO2
L lka20144 M3 (oxygen saturation of arterial blood), NIBP (non-invasive " 2012/2/14 NIA - = NIA
M3A blood pressure) and TEMP (quick temperature or infrared ear
M3, temperature) of adults, pediatrics and neonates in hospital
1. K131818 VI3A environments. ] 2013/9/5 N/A o 5 N/A
Pulse oximeter is intended for continuous
Pulse monitoring or spot-checking of functional arterial oxygen
1. [K092727 . H100B saturation (SpO2) and pulse rate of single adult, pediatric or 1 2009/12/4 N/A 7 4 N/A
Oximeter neonate patient in hospitals, intra-hospital transport and
hospital type facilities.
Patient The monitors are intended to be used for monitoring, storing,
2. |K110922 ) M50, M80 and reviewing of, and to generate alarms for, multiple I 2011/711 N/A =5 %5 N/A
Monitor physiolog ical parameters of adults, pediatrics and neonates
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K113623

K113653

K120173

K160981

K131971

K152552

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

&

AN
=)

N/A

iM8, iIM8A iM8B

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

2012/2/6

N/A

i

il

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

o

o

N/A

elite V5, elite V6, elite
V38

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

il

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

il

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

iyl

N/A

K161056

Telemetry

Transmitter

iT20

The iT20 telemetry transmitter is intended to monitor
physiological parameters including: ECG, respiration (RESP),
oxygen saturation of arterial blood (SpO2) and pulse rate (PR)

for adults and pediatric patients.

2017/2/3

N/A

Fm

iyl

N/A

10.

K120727

MFM-CMS
Central
Monitoring

System

MFM-CMS

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

bedside monitors.

2013/6/21

N/A

i

i

N/A

11.

K151878

Video

Colposcope

C3A, C6A

video colposcope is intended for gynecological examination

2015/12/1

N/A

i)

o

N/A

12.

K151978

Blood Gas

i15 Blood Gas and

115 is a portable, automated system that measures pH and

2016/7/15

N/A

i

o

N/A
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and Chemistry Analysis [blood gases (pCO2, pO2), electrolytes (Na+, K+, Ca++, Cl -)
Chemistry System, and hematocrit in arterial and venous whole blood samples

Analysis i15 Calibrant Eluid [with lithium heparin or calcium balanced heparin.
System Pack

i15 Blood Gas and
Electrolyte Control

i15 Hematocrit Control

3. MER:

e [EMHE
o sy | EMHERAR | oy | T 37| A 201
o el TR g ki il TN vt e LS
> » > |cyY/MM/DD) B ” Mmoo R

SE-1
SE-100
SE-3
SE-300A
SE-300B

. Electrocardiograph is intended to acquire ECG signals from
Electrocardiog SE-301 o
76858 h adult and pediatric patients through body surface ECG | 2012/2/17 N/A
rap SE-6

i
i

N/A

oo =

electrodes.

SE-600

SE-12

SE-12 Express

SE-1200

SE-1200 Express
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SE-1201
SL12A
SE-18
2016/2/2
SL18A
SE-15
SE-601A
SE-601B
2009/1/9
SE-601C
SL6A
SonoTrax Lite
SonoTrax Basic _|Utrasonic Pocket Dopplers (hereinafter called “the
Ultrasonic SonoTrax Pro Doppler”) are intended to be used by health care professionals
including registered nurses, practical nurses, midwives,
77255 pocket SonoTrax BASIC A o o ) i 2010/8/27 N/A 4 i N/A
ultrasound technicians, and physician assistants, by
Doppler SonoTrax Il L _ o . -
prescription from licensed physicians in hospitals, clinics and
SonoTrax [ Pro private offices.
SonoTrax Vascular
77526 | Stress ECG ST-1212 Stress ECG 1 2008/7/4 N/A 4 i N/A
PC ECG is a PC-based diagnostic tool intended to acquire,
process and store ECG
77527 PCECG SE-1010 ) o . . 1 2012/1/6 N/A 4 i N/A
signals from adult and pediatric patients undergoing stress
exercise test or resting test.
The Smart ECG Viewer Data Management Software is
Smart ECG intended to store, display, analyze and manage ECG data on a
mar
77633 Vi Smart ECG Viewer |PC. The software is only intended to be used in hospitals or | 2008/7/21 N/A 5 = N/A
iewer
healthcare facilities by doctors and trained healthcare
professionals.
78591 | Fetal monitor Cadence FHR, TOCO, Fetal Movement, Thermal Trace Recorder i 2010/11/1 N/A =5 %5 N/A
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Cadence Pro

FHR, TOCO, FETAL Movement, DECG, IUP

Cadence Dual

Twins monitoring, TOCO, Fetal Movement, Thermal Trace

and reviewing of, and to generate alarms for, multiple

Recorder
Twins monitoring, TOCO, Fetal Movement, Thermal Trace
Cadence Il ] )
Recorder, LCD display, internal power
F2 Fetal Monitor is intended for non-invasive and invasive
monitoring of fetus during antepartum examination, labor and
F3
delivery.
F6
Fetal & Fetal & Maternal Monitor is intended for non-invasive and
F6 Express
78587 maternal invasive monitoring of fetus during antepartum examination, Il 2008/12/4 N/A 5 5 N/A
F9
monitor labor and delivery.
F9 Express
M9 The Patient Monitor (hereinafter called monitor) is intended to
MO9A be used for continuous monitoring of ECG, RESP, SpO2,
NIBP (Non-invasive Blood Pressure), dual-TEMP, dual-1BP,
M9B . .
C.O. (Cardiac output), CO2 and GAS (Anesthetic gas).
ECG, Respiratory Rate, SpO2, NIBP, Dual-TEMP, Dual-IBP,
M8 CO2 Add 12-lead ECG and wireless data transfer, add SpO2
Sensors
Patient ECG, Respiratory Rate, SpO2, NIBP, Dual-TEMP, Dual-IBP,
78704 . Il 2011/2/10 N/A o 5 N/A
Monitor MB8A CO2 Add 12-lead ECG and wireless data transfer, add SpO2
sensors
ECG, Respiratory Rate, SpO2, NIBP, Dual-TEMP, Dual-IBP
M8B Add 12-lead ECG and wireless data transfer, add SpO2
sensors
M80 Sp0O2, NIBP, ECG, RESP, TEMP, CO2, IBP, C.O. and AG
M50 The monitors are intended to be used for monitoring, storing,
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physiolog ical parameters of adults, pediatrics and neonates

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

continuous monitoring of oxygen saturation of the blood

iM8, iIM8A iM8B
ECG(X5), RESP(X5), CO2(C5), IBP(C2), TEMP (X5)
The monitors are intended to be used for monitoring, storing,
iM50, iM80  Jand reviewing of, and to generate alarms for, multiple
physiolog ical parameters of adults, pediatrics and neonates 2012/4/10
functions and modules: SpO2(A8 or Nell-1), NIBP
M9, IMOA (X2/M3600/Suntech) , ECG(E8), RESP(E8), TEMP(ES),
iM9, i
88601 CO2(Capnostat 5,C5), IBP(C2), C.0.(C2) and AG.( Artema " N/A % E N/A
AG)
Patient ) ) ) — )
Monitor elite V8 the monitors are intended to be used for monitoring, storing,
elite V5 and reviewing of, and to generate alarms for, multiple 2015/9/23
elite V6 physiological parameters of adults, pediatrics and neonates.
iM60 The monitors are intended to be used for monitoring, storing,
and reviewing of, and to generate alarms for, multiple 2014/8/27
iM70
physiolog ical parameters of adults, pediatrics and neonates
The iT20 telemetry transmitter is intended to monitor
. physiological parameters including: ECG,respiration (RESP),
98020 iT20 ) . i 2016/11/25 N/A @ 5 N/A
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
Vital Signs M3A blood pressure) and TEMP (quick temperature or infrared ear
78768 . . . i 2014/9/10 N/A 7 4 N/A
Monitor temperature) of adults, pediatrics and neonates in hospital
environments.
M3B The Vital Signs Monitor is indicated for use for non-invasive
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(SpO2) and CO2.
Pulse oximeter is intended for continuous
monitoring or spot-checking of functional arterial
80152 H100B oxygen saturation (SpO2) and pulse rate of single adult, I 2010/6/25 N/A = 5 N/A
pediatric or neonate patient in hospitals, intra-hospital
Pulse
transport and hospital type facilities.
Oximeter
The oximeter is intended for continuous monitoring or
spot-checking of functional arterial oxygen saturation (Sp0O2),
84005 H100N . 1l 2010/9/29 N/A 4 i N/A
pulse rate and for oral, axillary and rectal temperature
measurement.
| DUS 3 is applicable for adult or children ultrasound evaluation in
Digital
g hospitals, clinics, gynecology rooms, obstetrics rooms,
Ultrasonic s . . .
DUS 6 examination rooms, intensive care units, and emergency
80546 | Diagnostic i 2011/2/28 N/A 5 4 N/A
rooms
Imaging
diagnostic ultrasound system (DUS 60) is applicable for
System DUS 60 L . .
ultrasound evaluation in hospitals and clinics.
Ultrasonic us0
] ) applicable for adults, pregnant women, pediatric patients’
90402 | Diagnostic L . n i 2012/12/28 N/A & 5 N/A
u2 ultrasound evaluation in hospitals and clinics.
System
Ultrasonic The Ultrasound system is intended for use by a qualified
99573 | Diagnostic Acclarix AX8  |physician or allied health professional for ultrasound I 2017/8/25 N/A = 5 N/A
System evaluations.
Ultrasonic The Ultrasound system is intended for use by a qualified
99721 | Diagnostic Acclarix LX8  [physician or allied health professional for ultrasound 1| 2017/9/26 N/A = 4 N/A
System evaluations.
C352UB
Ultrasound
90401 E612UB accessory 1] 2012/12/28 N/A =5 = N/A
Transducer
L1042UB
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L472UB
C5-2B
C612UB
C6152UB
L15-7B 2017/6/15
L552UB
P5-1B
C422UB
Ultrasonic SD5 2MHz, 3MHz, 4MHz,5MHz,8MHzwired probes
81917 Tabletop i 2011/1/10 N/A 5 5 N/A
SD 6 2MHz, 3MHz, 4MHz,5MHz,8MHz wireless probes
Doppler
SD3
SD3 LITE
Ult ) SD3PLUS Ultrasonic Pocket Dopplers are intended to be used by health
rasonic
SD3 PRO care professionals including registered nurses, practical
Pocket 2014/12/2
94308 Boool SD3 VASCULAR |nurses, midwives, ultrasound technicians, and physician 11 N/A FS & N/A
oppler
S ptp 2MHz, 3MHz probesfassistants, by prescription from licensed physicians in
stem !
y AMHz,5MHz,8MHz hospitals, clinics and private offices
probes
SD3 series 2015/7/28
a clinical data managing software application and is indicated
MFM-CNS for antepartum and intrapartum monitoring of pregnant 1| 2010/11/24 N/A 7 2 N/A
84543 Central women in a healthcare setting.
Monitoring ) a clinical data managing software application and is indicated
MFM-CNS Lite o o 1 2017/5/11 N/A =& 4 N/A
System for antepartum monitoring of pregnant women in clinics
MFM-CMS provides centralized monitoring and critical care
85231 MFM-CMS . . i 2011/2/22 N/A 7 4 N/A
management for patients monitored by the manufacturer
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bedside monitors.
85103 | Holter System SE-2003 Holter System is intended to record, analyze, display, edit and | 2015/9/11 N/A = = N/A
SE-2012 generate report of ambulatory ECG.
C3/C3A
92857 Video <0 video colposcope is intended for gynecological examination I 2014/2/19 N/A = & N/A
colposcope C6A
C6 HD/C6A HD
The device is a small, lightweight, portable
Finger device intended for use in measuring and
92974 Oximeter H10 displaying functional oxygen saturation of 1l 2014/3/12 N/A 4 4 N/A
arterial haemoglobin (%Sp02) and pulse
rate (PR).
Integrated ECG
Lead Cables
ECG Trunk Cables
ECG Limb Cables
DX12 ECG Cables
95323 | ECG Cable | p-SUB Universal I 2015/6/19 N/A % 7 N/A
Interface ECG  |ECG CABLE
Cables
Holter Lead Cables
DE15
Electrocardiograph
Lead Cables
95322 | SpO2 Sensor SHL-L, SHL-D, I 2015/7/28 | NIA | B % N/A
SH3, SH4, SH5,
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SHD-N, SHD-I,
SHD-P, SHD-A
Adult Temperature
Probes
Temperature Neonate/Infant
95324 I 2015/7/28 N/A % i N/A
Probe Temperature Probes
Quick Temperature
Probes
SE-1515 PC ECG is intended to acquire, process and store ECG signals
95575 SAMPLING BOX |[from adult and pediatric 1 2015/8/13 N/A 5 5 N/A
PATIENT CABLE [patients undergoing stress exercise test or resting test.
PCECG PADECG
PATIENT CABLE |PADECG is to acquire resting ECG signals from adult and
95616 - I 2015/8/19 N/A i 4 N/A
DX12(10S) pediatric patients through body surface ECG electrodes.
TRANSMITTER
NIBP CUFF
95747 | NIBP CUFF accesssory 1 2015/9/8 N/A @ 5 N/A
NIBP TUBES
Fetal FI9/F9Express  |Fetal & Maternal Monitor is intended for non-invasive and
78587 | &Maternal invasive monitoring of fetus during antepartum examination, 1| 2015/10/23 N/A 5 5 N/A
. F6/F6EXpress .
monitor labor and delivery.
Patient iM20 Patient Monitor is intended to be used for monitoring,
atien
96830 Monit iM20 storing, and reviewing of, and to generate alarms for, multiple 1| 2015/7/21 N/A 7 4 N/A
onitor
physiological parameters of adults, pediatrics and neonates.
4. B
X | F¢ R oy 2 1 e P TEM | NIRRT IR 23 | e o 40 | i o5 300 | 4 o 34 P
AN 24 ar) 5 N v N 9
5|5 R H H AT | 22 B | VHIE
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(YY/MM/D | (YY/MM/D i R
D) D)
o a clinical data managing software application and is indicated for
Central monitoring ) o )
) CNS antepartum and intrapartum monitoring of pregnant women in a | 2012/4/16 N/A = 5 N/A
system
y healthcare setting.
Electrocardiograph SE-3 1 2012/4/23 N/A = 5 N/A
. SE-301,SE-300A,
Electrocardiograph 1l \ N/A 5 5 N/A
SE-300B
Electrocardiograph SE 601C Electrocardiograph is intended to acquire ECG signals from adult and | 1 2012/8/20 N/A o i N/A
Electrocardiograph| SE-12 Express [pediatric patients through body surface ECG electrodes. 1 2013/12/30 N/A g 5 N/A
. SE-12,SE-1200,
Electrocardiograph Il 2014/11/17 N/A 5 5 N/A
SE-1200 Express
Electrocardiograph SE-1201 [ \ N/A % 4 N/A
Ultrasonic Pocket Dopplers (hereinafter called “the Doppler” ) are
e ) SONOTRAX [intended to be used by health care professionals including registered
Ultrasonic Pocket ) o o
Boool BASIC A, nurses, practical nurses, midwives, ultrasound technicians, and Il 2015/10/26 N/A 5 5 N/A
oppler
PP SONOTRAX Il |physician assistants, by prescription from licensed physicians in
hospitals, clinics and private offices.
Fetal & Maternal Monitor is intended for non-invasive and invasive
Fetal monitor F2, F3, F9 monitoring of fetus during antepartum examination, labor and 1l 2015/11/23 N/A 5 5 N/A
delivery.
Digital Ultrasonic is applicable for adult or children ultrasound evaluation in hospitals,
Diagnostic D3, D6 clinics, gynecology rooms, obstetrics rooms, examination rooms, 11 2015/11/23 N/A 5 5 N/A
Imaging System intensive care units, and emergency rooms
Video Colposcope C3A/C6A \video colposcope is intended for gynecological examination 1l 2017/3/20 N/A = 4 N/A
Digital Ultrasonic The DUS 60 is a portable Diagnostic Ultrasound System, which
Diagnostic DUS60 applies advanced technologies such as Phased Inversion Harmonic 1l 2017/3/20 N/A = %5 N/A

Imaging System

Compound Imaging (eHCI), Double-Beam-Forming (D Beam),
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Speckle Resistance Imaging (eSRI), Synthetic Receiving Aperture
(SRA) and Spatial Compounding Imaging, etc. Various image

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

Diagnostic System

Acclarix
AX8/Acclarix
IX8/U50

The Ultrasound system is intended for use by a qualified physician or
allied health professional for ultrasound evaluations.
/ USO0 is applicable for adults, pregnant women, pediatric patients’

ultrasound evaluation in hospitals and clinics.

2017/4/17

N/A

ol

o

N/A

Vital Signs
Monitor

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.

2017/5/17

2027/5/17

pa

iyl

iyl

Patient Monitor

elite V5/V6/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.

2017/6/12

2027/6/12

paiul

o

o

10.

Pulse Oximeter

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.

2017/8/7

2027/8/7

Pl

o

o

11.

Patient Monitor

Im50,Im60,Im70,I
m80

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

multiple physiological parameters of adults, pediatrics and neonates

2017/8/14

2027/8/14

pul

o

o

H:

I

an H

BRIT A4
i

i
Jio

i N;EbeS

TEM >
K

TEMHIERAS
H

VEMHIE R H
(YY/MM/DD)

4=
Lkl

3]
AR HHTE

Ei:8=p i
VEMHIE
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(YY/MM/DD) T M | SRR
elite V5 the monitors are intended to be used for monitoring, storing, and
Patient monitor elite V6 reviewing of, and to generate alarms for, multiple physiological 11 2016/8/26 2018/10/11 = 5 5
elite V8 parameters of adults, pediatrics and neonates.
SE-601A
SE-601B 1 2016/5/23 2021/5/23 74 5 4
SE-601C
Electrocardiogra SE1 Electrocardiograph is intended to acquire ECG signals from adult
ph and pediatric patients through body surface ECG electrodes.
SE-12 Express
I 2016/9/23 2021/9/23 & i e
SE-1200
SE-1200 Express
a clinical data managing software application and is indicated for
MFM-CNS  Jantepartum and intrapartum monitoring of pregnant women in a 1
Central
HK healthcare setting.
Monitoring 2016/3/10 2021/5/23 4 = e
System MFM-CMS provides centralized monitoring and critical care
MFM-CMS  [management for patients monitored by the manufacturer bedside 11
monitors.
F9
Fetal & Maternal Monitor is intended for non-invasive and
Fetal & Maternal| ~ F9 Express | . . -~
Monit invasive monitoring of fetus during antepartum examination, labor| 111 2016/10/7 2021/10/7 5 % %
onitor F6
and delivery.
F6 Express
Digital
Ultrasonic diagnostic ultrasound system (DUS 60) is applicable for
) ) DUS 60 o ) o ] 2016/5/23 2021/5/23 i 3 @
Diagnostic ultrasound evaluation in hospitals and clinics.
Imaging System
Vital Signs This monitor is intended to be used for monitoring, storing,
) M3 o ) ) 1 2016/5/31 2019/8/18 7 5 4
Monitor reviewing, recording, and generating alarms for SpO2 (oxygen
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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 (Sp0O2)
and CO2.

o
o
o

2016/5/31 2019/8/19

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.

iyl
iyl
iyl

2016/417 2016/9/23

10

Ultrasonic
TableTop
Doppler

SD5

Ultrasonic TableTop Doppler is intended to be used by health care

SD6

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

iy
o
o

11

Fetal Monitor

F3

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

delivery.

iy
iyl

Fm

2017/1/18 2022/1/18

12

Pulse Oximeter

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.

Fm
il

2017/1/18 2022/1/18

i

13

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

Fm
oy

2017/2/2 2022/212

il
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rate (PR).
Electrocardiogra Electrocardiograph is intended to acquire ECG signals from adult
14 SE-1201 o . 1l 2016/5/31 2022/412 4 = =
ph and pediatric patients through body surface ECG electrodes.
PC ECG is a PC-based diagnostic tool intended to acquire,
process and store ECG
15 SE-1010 . L . . 1l 2016/5/31 2017/412 4 7 =
signals from adult and pediatric patients undergoing stress
exercise test or resting test.
PC ECG PADECG is to acquire resting ECG signals from adult and
16 PADECG o . 1l 2016/2/1 2021/2/1 4 i i
pediatric patients through body surface ECG electrodes.
PC ECG is intended to acquire, process and store ECG signals
17 SE-1515 from adult and pediatric ] 2016/3/10 2021/3/10 4 15 4
patients undergoing stress exercise test or resting test.
HOLTER Holter System is intended to record, analyze, display, edit and
18 SE-2012,SE-2003 1l 2017/2/3 2022/5/4 i = 15
SYSTEM generate report of ambulatory ECG.
Diagnostic
applicable for adults, pregnant women, pediatric patients’
19 Ultrasound U2, Us0 o . o 1l 2013/12/31 2018/12/31 o = =
ultrasound evaluation in hospitals and clinics.
System
Video C3/C6
20 video colposcope is intended for gynecological examination | 2013/7/30 / o 4 i
Colposcope C3A/C6A
iM8, iIM8A,,iM8B [The Patient Monitor (hereinafter called monitor) is intended to be 11
. . used for continuous monitoring of ECG, RESP, SpO2, NIBP
21 | Patient monitor o 2014/8/6 2019/8/6 @ 5 5
iM9, iM9A  |(Non-invasive Blood Pressure), dual-TEMP, dual-IBP, C.O. 11
(Cardiac output), CO2 and GAS (Anesthetic gas)
iM20 Patient Monitor is intended to be used for monitoring,
22 | Patient Monitor iM20 storing, and reviewing of, and to generate alarms for, multiple 11 2016/3/10 20207717 7 5 4
physiological parameters of adults, pediatrics and neonates.
Ultrasonic SD3 Ultrasonic Pocket Dopplers are intended to be used by health care
23 ) ] ) ] ] ] 2016/3/10 2020/12/4 i e i
Pocket Doppler SD3 LITE professionals including registered nurses, practical nurses,
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SD3PLUS  |midwives, ultrasound technicians, and physician assistants, by
SD3 PRO prescription from licensed physicians in hospitals, clinics and
24 SD3 Vascular  [Private offices 2016/3/10 2020/12/4 5| & %
Electrocardiogra
25 SE-301 2016/8/23 2021/8/23 = 5 5
ph Electrocardiograph is intended to acquire ECG signals from adult
Electrocardiogra and pediatric patients through body surface ECG electrodes.
26 H SE-18 2016/8/23 2021/8/23 = 5 5
p
The iT20 telemetry transmitter is intended to monitor
Telemetry . physiological parameters including: ECG,respiration (RESP),
27 . iT20 . . 2016/8/23 2021/8/23 4 15 4
Transmitter oxygen saturation of arterial blood (SpO2) and pulse rate (PR) for
adults and pediatric patients.
iM50
iM60
iM70 he monitors are intended to be used for monitoring, storing, and
i
28 | Patient monitor V180 reviewing of, and to generate alarms for, multiple physiolog ical 11 2016/11/25 2021/11/25 5 5 5
i
parameters of adults, pediatrics and neonates
M50
M80
Diagnositic
29 | Ultrasound AX8 1] 2017/1/6 2022/1/6 & e i
Syst The Ultrasound system is intended for use by a qualified
ystem
physician or allied health professional for ultrasound evaluations.
Diagnositic
30 | Ultrasound LX8 ] 2017/1/6 2022/1/6 & 5 5
System
6. ETLIAIE:
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S TENHIE
X VA MRS e o (s | ik 2 %
B 9 1 i) 7 S S 3
1 FF5 | BRJT R A4 K BES I PR FH 3% x H (YYIM JIH | R BEE | VEMHIE .
7 YY/MM/DD MM | KRB
( ) M/DD)
Veteri SpO2(X5), NIBP (X5) , ECG(X5), RESP(X5), TEMP(X5),
eterinar
1 Monit Y iM8 VET, iM8B VET [CO2(RESPIRONICS), IBP(C2), Wall mount and Trolley(MT-207), NA 2015/12/7 NA 5 5 NA
onitor
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 @ = NA
parameters of adults, pediatrics and neonates.
Patient Monitor
4 iM60 The monitors are intended to be used for monitoring, storing, and NA = = NA
reviewing of, and to generate alarms for, multiple physiolog ical NA 2016/6/24
5 iM70 - NA e e NA
parameters of adults, pediatrics and neonates
Veterinary/ ) . o
ET . . U50 is applicable for adults, pregnant women, pediatric patients’
6 Diagnostic uU50 o ) o NA 2016/7/4 NA 5 5 NA
L ultrasound evaluation in hospitals and clinics.
Ultrasound System
Diagnostic ) The Ultrasound system is intended for use by a qualified physician or
7 Acclarix AX8 ) ] ] NA 2015/7/6 NA 4 5 NA
Ultrasound System allied health professional for ultrasound evaluations.
] 115 is a portable, automated system that measures pH and blood gases
Veterinary/ Blood .
. ] (pCO2, p0O2), electrolytes (Na+, K+, Ca++, Cl - ) and hematocrit in
8 |Gas and Chemistry, i15 . o ) NA 2015/11/9 NA = = NA
arterial and venous whole blood samples with lithium heparin or
Analyzer . .
calcium balanced heparin.
9 |Video Colposcope C3,C6 video colposcope is intended for gynecological examination NA 2015/11/26 NA = = NA
10 [Video Colposcope C3A,C6A video colposcope is intended for gynecological examination NA 2015/11/26 NA = = NA
) ) Electrocardiograph is intended to acquire ECG signals from adult and
11 |Electrocardiograph| SE-301,iSE-301 NA 2016/7/5 NA = = NA

pediatric patients through body surface ECG electrodes.
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(:EZE
TENHIE
NATITI 48 2 2 4 =
E 02 I . o e Rk e o] Rl aled Rl P
| 2 g Y i BES I PR FH g x H (YYIM Wi | AR REE | VEAHE .
7 YY/MM/DD WM M| R
( ) M/DD)
SE-12
) Electrocardiograph is intended to acquire ECG signals from adult and
1 |Electrocardiograph| Express\SE-1200 o ) Ib 2016/1/29 NA 5 = 5
e pediatric patients through body surface ECG electrodes.
- Express\SE-1201
: Fetal & Maternal Monitor is intended for non-invasive and invasive
) F2\F3\F6\F9\F9expres o . o
2 Fetal Monitor monitoring of fetus during antepartum examination, labor and Ib 2016/8/12 NA 5 = 5
S
delivery.
8. WA MEE St -
. VEHIE
5 T F B 75 e, 24 LEH
|| ... e . . ‘ M VENHIEEUAS 3 i o T&mﬁﬁ ?&Dﬁﬁ &
b | IEHS | BT a4 RS Il PR i x H (YYIM W |3 TEVE | FEAHIE .
| = p
YY/MM/DD WM M| SRR
( ) M/DD)
PC ECG is intended to acquire, process and
store ECG signals from adult and pediatric
SE-1515
patients undergoing stress exercise test or
N Patient monitor, resting test.
1 | 202748 . Class lla|] 2012/11/6 NA 7 4 75
ZilkIA electrocardiograph SE-18 Electrocardiograph is intended to acquire ECG
PADECG signals from adult and pediatric patients
SE-1201 through body surface ECG electrodes.
SE-301 / PADECG is to acquire resting ECG signals
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SE-601B from adult and pediatric patients through body
CS-601B surface ECG electrodes.
CS-1201

SONOTRAX Vascular
SONOTRAX Lite
SONOTRAX Basic

Ultrasonic Pocket Dopplers are intended to be
SONOTRAX Basic A

SONOTRAX Pro

used by health care professionals including

registered nurses, practical nurses, midwives,

Foetal heart SONOTRAX I i -
) 136584 . ultrasound technicians, and physician Class lal ~ 2007/3/26 NA 7 7 7
detector, ultrasonic SONOTRAX Il Pro assistants, by prescription from licensed
SD3 LITE physicians in hospitals, clinics and private
SD3 offices
SD3 PLUS
SD3 PRO
SD3 VASCULAR,
The oximeter is intended for continuous
monitoring or spot-checking of functional
H100N arterial oxygen saturation (SpO2), pulse rate
and for oral, axillary and rectal temperature
measurement.
Probe, pulse - — -
] Pulse oximeter is intended for continuous
3 | 152980 oximeter, Class Ila]  2008/6/11 NA 5 = =5

monitoring or spot-checking of functional
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.
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SONOTRAX Lite Ultrasonic Pocket Dopplers (hereinafter called
SONOTRAX Vascular “the Doppler” ) are intended to be used by
Eoetal Doool SONOTRAX Basic health care professionals including registered
oetal Doppler - . o
3 297660 . SONOTRAX Basic A nurses, practical nurses, midwives, ultrasound |Class lla| 2017/12/18 NA = 3 4
system - . .
SONOTRAX Pro technicians, and physician assistants, by
SONOTRAX I prescription from licensed physicians in
SONOTRAX 11 Pro hospitals, clinics and private offices.
Interpretive SL12A 12-lead,twelve channels, cl
ass
4 | 274794 multichannel 2016/4/28 NA % i &
. SL6A six channels la
electrocardiograph
SONOTRAX Lite Ultrasonic Pocket Dopplers (hereinafter called
SONOTRAX Vascular “the Doppler” ) are intended to be used by
SONOTRAX Basic health care professionals including registered
Foetal heart - . o Class
5 110000 ) SONOTRAX Basic A nurses, practical nurses, midwives, ultrasound 2004/9/28 NA FS & 5
detector, ultrasonic o o ) lla
SONOTRAX Pro technicians, and physician assistants, by
SONOTRAX I prescription from licensed physicians in
SONOTRAX 11 Pro hospitals, clinics and private offices.
The oximeter is intended for continuous
monitoring or spot-checking of functional
H100N arterial oxygen saturation (SpO2), pulse rate
and for oral, axillary and rectal temperature
. measurement.
6 | 194995 | Oximeter, pulse - — - Class IIb|  2012/2/29 NA 4 @ 4
Pulse oximeter is intended for continuous
monitoring or spot-checking of functional
H100B arterial
oxygen saturation (SpO2) and pulse rate of
single adult, pediatric or neonate patient in
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hospitals, intra-hospital transport and hospital
type facilities.

7 194451

Ultrasound system,
imaging,

general-purpose

DUS 60

diagnostic ultrasound system (DUS 60) is
applicable for ultrasound evaluation in

hospitals and clinics.

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.

Class lla

2012/2/9

NA

oo

o

o

8 194452

Electrocardiograph

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

iyl

i

9 | 194453

Patient monitor
module,

multifunction

iM50

The monitors are intended to be used for

iM60

monitoring, storing, and reviewing of, and to

iM70

generate alarms for, multiple physiological

iM80

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

This monitor is intended to be used for

M3

monitoring, storing, reviewing, recording, and
generating alarms for SpO2 (oxygen
saturation of arterial blood), NIBP

(non-invasive blood pressure) and TEMP

Class I1b

2012/2/9

NA

i

iyl

i
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(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 (SpO2) 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 lIb

2012/2/9

NA

o

o

o

11

194455

Foetal heart
detector,

ultrasonic

SD3 VASCULAR

SD3 LITE

SD3

SD3 PLUS

Ultrasonic Pocket Dopplers are intended to be
used by health care professionals including
registered nurses, practical nurses, midwives,

ultrasound technicians, and physician

Class lla

2012/2/9

NA

i)

o

i)
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SD3 PRO

assistants, by prescription from licensed
physicians in hospitals, clinics and private
offices

SONOTRAX Vascular

Ultrasonic Pocket Dopplers (hereinafter called

SONOTRAX Lite

“the Doppler” ) are intended to be used by

SONOTRAX Basic

health care professionals including registered

SONOTRAX Basic A

nurses, practical nurses, midwives, ultrasound

SONOTRAX Pro

technicians, and physician assistants, by

SONOTRAX 11

prescription from licensed physicians in

SONOTRAX Il Pro

hospitals, clinics and private offices.

SD5 Ultrasonic TableTop Doppler is intended to be
used by health care professionals including
registered nurses, practical nurses, midwives,
ultrasound technicians, and physician

SD6 assistants, by prescription from licensed
physicians in hospitals, clinics and private
offices.

D1 SD1 is intended for the detection of fetal heart
rate.

F3 Fetal & Maternal Monitor is intended for
F2 non-invasive and invasive monitoring of fetus
F6 during antepartum examination, labor and
12 | 194457 Patient monitor P felivery. Class Ilb|  2012/2/9 NA %5 % %
cardiotocograph F9E MFM-CNS is a clinical data managing
MEM-CNS software application and is indicated for

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

antepartum and intrapartum monitoring of

pregnant women in a healthcare setting.
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C3,C6,C3A,C6A video colposcope is intended for
13 | 206920 Colposcope ) o Class | 2013/3/13 NA 74 5 74
C3A,C6A gynecological examination
MT-206
ol MT-803 As an accessory of the device, e.g. patient
rolley, . .
14 | 215570 MT-503 monitor, fetal & maternal monitor, Class | 2013/10/2 NA & & &
general-purpose ]
MT-503N electrocardiograph and ultrasound scanner.
MT-806
The Smart ECG Viewer Data Management
Software is intended to store, display, analyze
Information . and manage ECG data on a PC. The software
15 | 180108 Smart ECG Viewer ] ) ) ) Class | 2011/2/15 NA 4 4 o
system 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
M3A (non-invasive blood pressure) and TEMP
(quick temperature or infrared ear
Patient monitor, temperature) of adults, pediatrics and neonates
16 | 236697 . . . . Class IIb|  2015/4/28 NA @ 5 o
electrocardiograph in hospital environments.
The Vital Signs Monitor is indicated for use
M3B for non-invasive continuous monitoring of
oxygen saturation of the blood (SpO2) and
CO2.
elitevs the monitors are intended to be used for
eliteV6 monitoring, storing, and reviewing of, and to
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generate alarms for, multiple physiological

eliteV5
parameters of adults, pediatrics and neonates.
iM20 Patient Monitor is intended to be used
. for monitoring, storing, and reviewing of, and
M20 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 to
iM70 generate alarms for, multiple physiological
iM80 parameters of adults, pediatrics and neonates

Electrocardiograph

SE-1515PC ECG

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

patients undergoing stress exercise test or

17 | 178086 , resting test. Class lla| 2010/12/2 NA 5 5 5
general-purpose SE-601C Electrocardiograph is intended to acquire ECG
signals from adult and pediatric patients
SE-1200 Express
through body surface ECG electrodes.
MFM-CMS provides centralized monitoring
Patient monitor, and critical care management for patients
18 | 239795 . MFM-CMS . . Class Ilb 2015/6/1 NA @ 5 o
central unit monitored by the manufacturer bedside
monitors.
EDAN NIBP THIGH
01.57.471396
CUFF,ADULT,42CM-54CM
Cuff, blood EDAN NIBP CUFF, LARGER ADULT,
01.57.471331
19 | 262397 pressure, 34CM-43CM Class | 2015/10/29 NA 5 = 5
reusable 01.57.471330 EDAN NIBP CUFF, ADULT, 27CM-35CM
EDAN NIBP CUFF,
01.57.471329

CHILD,20.5CM-28CM
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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

02.01.110492

EDAN SPO2 WARP SENSOR,

NEONATE,1M
EDAN SPO2 SOFT-TIP SENSOR, ADULT,
02.01.210122
Probe, pulse 1M
20 | 262856 oximeter, EDAN SPO2 SOFT-TIP SENSOR, Class Ilb|  2015/11/9 NA = & =
02.01.210121
reusable PEDIATRIC, 1M
01.57.471235 EDAN SPO2 SENSOR, ADULT, 0.5M, DISP
EDAN SPO2 SENSOR, PEDIATRIC,
01.57.471236
0.5M, DISP
EDAN SPO2 SENSOR, INFANT, 0.5M,
01.57.471237
DISP
EDAN SPO2 SENSOR, NEONATE, 0.5M,
01.57.471238
DISP
83.61.111847 MT-201
Trolley, supplying, 83.63.5600232 MT-801
21 | 182003 ) Class | 2011/4/8 NA 5 5 =5
instrument 03.28.101952 MT-207
03.28.101950 MT-206
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83.60.360181

MT-207

22 | 262315

Cable

01.13.036218

EDAN V PAM COMMUNICATION
CABLE(L.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

01.57.109100

EDAN ECG TRUNK
CABLE,10-LEAD,AHA,2.6M

01.57.471012 EDAN CARDIAC OUTPUT CABLE
EDAN PRESSURE TRANSDUCER
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,AHA2.6M,
EDAN PRESSURE TRANSDUCER
01.57.471027

CABLE,HOSP

01.57.471028

EDAN PRESSURE TRANSDUCER
CABLE,UTAH

01.57.471067

EDAN V ECG TRUNK CABLE 5-LEAD
AHA 2.6M

01.57.471068

EDAN SPO2 7-PIN EXTENSION CABLE
FOR M20

01.57.471069

EDAN NELLCOR SPO2 EXTENSION

Class |

2015/10/28

NA

i

iyl

i
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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,AHA,3.5M

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,AHA,3.5M

EDAN V ECG TRUNK CABLE 3-LEAD
01.57.471164

AHA 2.6M

EDAN ECG CABLE, 3-LEAD, CLIP, AHA,
01.57.471165

0.9M,

EDAN V PRESSURE TRANSDUCER
01.57.471166

CABLE UTAH

01.57.471172

EDAN V PRESSURE TRANSDUCER
CABLE, EDWARD

01.57.471173

EDAN V PRESSURE TRANSDUCER
CABLE HOSPIRA

01.57.471194

EDAN V TCABLE
3-LEAD12PINAHA/IEC2.9M DIN

01.57.471196

EDAN ECG
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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)

ECG CABLE (ANATOMICAL DESIGN,

01.57.471499
AHA)
CABLE ARM (CA-100, COMPATIBLE
02.04.242640 WITH MT-801,FIT ANATOMICAL

DESIGN CABLE

01.13.210001

SPO2 EXTENSION CABLE 2M
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