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7= AL R R [ii37 EEp= .
) AHrB | B
X5 Digital Color L -
The device is a general-purpose ultrasonic imaging instrument o 1B
Doppler  Ultrasound ) . o R e g
1 S e III | intended for use by a qualified physician. o AT
ystem A ) . PF
o 3T AR SR th
Z L0
3. CEWIE
Fe Wt | #R
By Vi [(i37 EEp= .
5 AEBTB | EE
Provide endoscopic images of the upper gastrointestinal tract for
Ultrasonic observation, diagnosis and treatment and to perform the ultrasound o
i}
. Gastrovideoscope I exam of the upper gastroinestinal submucosa and the surrounding HARH e
a 17
GBS B LWk organs for diagnosis. 128 "
A B AT B AR R SR AR I LT A E S . AT
[ B T o b A TR T R T 28 B AT A R RZ T
. N
5 Disposable Stone I This device is operated under an endoscope during surgery to | AR s
a T
Retrieval Baskets remove tissue, foreign, or stones. PF "
A collection of sterile device intended to be fitted to multiple
endoscope working channels/ports to enable an endoscope operator
control the function of the working channels/ports and prevent
retrograde flow of fluids, gases, and other materials. It typically
includes a suction valve, a biopsy valve. This is a single-use device. .
Disposable ) | W
* Suction Valves: HAR e
3 | Endoscope Valves Set Is o ) . . HEAT
D The device is intended to be used to control the suction functionof a 13 "
compatible bronchoscope during a pulmonary procedure.
* Biopsy Valves:
This device is intended to be fitted to an endoscope biopsy port to
prevent leakage of gases and body fluids during an endoscopic
procedure

20




YT LA ST R AR AT BR 22 7] 2019 FE 48 B iR 75 423

s
Disposable Aspiration This device is intended to be used with a flexible endoscope for | A= Eﬁ
! Biopsy Needles Ila tissue exploration and sampling. PP J%QT
Disposable Endoscope Valves set:
This device is a collection of several sterile units. It is intended to be
fitted to multiple endoscope working channels/ports to control the
flow of fluids, gases and other materials. It typically includes an
air/water valve, a suction valve , a biopsy valve and a water
connector.
*Disposable Air/Water Valves:
This unit is intended to be fitted to an endoscope air/water channel to
control the inflow of medical gases and water, whilst preventing
Disposable back-flow. HOREH ET%:
5 Is *Disposable Suction Valves: HAT
Endoscope Valves Set PP
This unit is intended to be fitted to an endoscope suction channel to el
control the operations of suction, whilst preventing inflow of air.
*Disposable Biopsy Valves:
This unit is intended to be fitted to an endoscope biopsy port to
prevent leakage of gases and body fluids during an endoscopic
procedure.
*Disposable Endoscope Water Connector :
This unit is intended to provide irrigation via sterile water supply
during GI endoscopic procedures when used in conjunction with an
irrigation pump.
Air-water valves:
This device intended to be fitted to an endoscope air-water channel
to enable the operator to control inflow of medical gases and water, EH
Disposable endoscope HOREH B
6 Is whilst preventing backflow. HAT
valves set B PP
Suction valves: i
The device intended to be fitted to an endoscope suction channel to
enable the operator to control suction whilst preventing inflow of air.
() BERE R CRBENHE R EST 230
1. NMPA 7
s By ii Il AR R 38 WUERTTE] | AROHR | EAHERL
1 R I EAFAEF SRS 2019.05.13 | 2022.02.22 B
TEI g S M
2 ﬁf PETEDE VN BV RN LN GVl 1LY oA 2017.05.10 | 2022.05.09 /
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I 2 P 53 Hr FH R R R b T 4B AT R, REASIORRRE, i 25 4l i = T R
68 I 2018.08.15 /
" o P PR A1
SR S A A T AE PR R E N B R G A A (R
2. HD-400Exp. HD-400Pro. HD-400. HD-400S.
T LyE b iE N B HD-350. HD-350S. HD-320Plus) Fe&{fifH, fELE e
69 11 ‘ B o 2019.01.17 | 2024.01.16|
B SN T IE AT s AR A4 40k B4k B A
B (EiEEE. BAK. +2iRmERED . &
Wr. VAT .
SR S A A B AE PR R B N B R G A A (R
" 2. HD-400Exp. HD-400Pro. HD-400. HD-400S.

M7 Rk IE B Eira=piilg|
0L I |HD-350, HD-350S. HD-320Plus) EC&{#A, FHF| 2019.01.17 | 2024.01.16 sev
- ST o SR AR (30 it L T D, *

B, &0, FEH M. WG T H.
HARNFAFWER NS5 BG AR (5.
I HD-550- HD-550Exp~ HD-550Pr0+ HD-550S+ HD-510- .
- EUE | m-soopius) mea L BB E LG 20190117 | 2024.01.16 %;%
i 5

MRS L E (BEEE.
D) Mg, SWANETT .

B+ iRmER
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SARFEFIER A SSRGS 5.
HD-550. HD-550Exp- HD-550Pro HD-550S \ HD-510+

WA D Es
72 ;E%F{% HEBAH III | HD-500P1us) FEAHH, AT @S Ra3E 4 2019.01.17 | 2024.01.16 ii;iw
" AR R CRUAEAT . Bl S50 (o B ) ’
MEE. LWIAEIT .
T AR TE ST MR P 5 AR A ) 2B 77 1A s oS
M7 b A TE B G b %e (A5 HD-330. HD-330P1lus) FC&Hd Eira=piilg|
73 I : - | 2019.01.29 | 2024.01.28
B A, B AR R SR AE G, BT AR ik TE B
(R EiE. B, + 23 BWgERs.
P T ST WU TR 5 A A B AR PR R B N B
Y THAENS EGabrEse (A5 HD-330. HD-330P1us) Fii&f# WA
74 11 ) = 1 2019.01.29 | 2024.01.28 ]
B F, @A R RS R A E S, TR R i E SHE
CBE: L1, B, 4. BIEED M8
E ok % iy
75 éﬁﬁqm%ﬁ%ﬁ? I | R BEFARE, KRN FR XK EAE.| 2019.01.30 | 2024.01.29 ii;iw
; . Eira=p il
76 | BRI WSS GIR I | B IE R RS IR A . 2019.01.29 | 2024.01.28 p——
E = WZ jé{lz ‘/9/\ I%l: :/H:
77 HEREE I | & T NEE A SRR 2019.06.03 | 2024.06.02 ?&\ e
W% B
4 H 3 L 40 8L 4 /N2 - A R 174 o R A R | R = WA WA
78 Il \ 2019.06.24 | 2024.06.23 i
LK AT C o8 R & B
fic A A T AP R BE T L T I BBl o (T
5 b 4
79 ERNAGERL I | BBTENGIR L G, IR 9 B P N BB HE A 2019.06.26 | 2024.06.25 ?&f'ﬁw\]
P2 - M
T 20 - AT RO BOR AL, VA AR
144 43 47 A " " \ AT | 405 0
80 ) I | A, 4EFeFrR oI m s, NmfE-T4uis2% 2019.06.27 R
‘ PR AL A R ”
— Wt T ZH.2
81 Mﬁﬁif I | FEHATENS FEBUEERIREZ, 5% .| 2015.10.15 | 2020.10.14 /
— VR P B At B Y B2 12 IS 3 P B AR X T Ak T8 R I
82 11 o T 2015.10.15 | 2020.10.14 /
ik S N E AR S AT AR S . . R,
— YA PR T S Bi & BB, I Py B e E e N A AR
83 I 2016.05.11 | 2021.05.10 /
I R i, AREEMT, ATRYEH.
— Wk 4
84 o {é;ﬁm% " 0| EANESEH, U, WERFAZSGNEA.| 2016.05.12 | 2021.05.11 /
i
— UM 5 ST PN BB AT T N AR SR, TE N BB AN
85 I 2016.05.16 | 2021.05.15 /
W BOMET, ATRYEE.
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B R 5 ) I N F BB NN AR B AR, 1R N B A
86 I N 2016.09.22 | 2021.09.21 /
E RN, HT 3w
- O 1 T BT AR T N I BT R] L 253 3G 5016.09.29 | 2021.09.28 /
I .09. .09.
’ %, MWL
B N B ATE, R NSRS TR SRR
88 T A e mo | . 2016.09.29 | 2021.09.28 /
Y.
BN BT ) L A B A E NN AR AR TE , 75N B AL
89 1l o 2016.09.29 | 2021.09.28 /
R A HOUWEE N T S s e
B 2 L A B A T TS, T A TE A
90 . 11 X 2016.10.20 | 2021.10.19 /
ZARUREAY ALYk
BN BT 534 I N E BB NN AR B AR, 1R N B A
91 I \ 2016.11.14 | 2021.11.13 /
E s TS T R B
— AR R P FEST AL b s s B A ], JE M T LS
92 111 o 2018.04.26 | 2023.04.25 /
e THAE BRI .
. FH T 28 10 i T R sl 7 ) 4 5 S8 T DRSS Bl T 3O
93 BB IR I N " 2018.09.21 /
IEARTRIIRE & R A A IR B ]
2. SE Letter (FDA) \iE
FF5 7= e AR e [:7797ip= BUEEH | AXREH | EAHER
SSI-600/SSI-800 Ultrasonic pulsed echo imaging and measurement for
Diagnostic fetal imaging and other abdominal as well as ToA BUHIR
1 | 2004.06.10 /
Ultrasound Systems pediatric, small organ, cardiac. PR 1)
(A ZW RS ERTNEREAE SRS,
SonoScape The device is a general-purpose ultrasonic imagin,
’ | > SEITTpHIpoNe f IO Trasne Fe RO
2 | SSI-1000/SSI-5000" I | instrument intended for use by a qualified physician. | 2005.09.30 L /
M (EAEZH RS ERTNEREAE SRS,
SonoScape S8
The device is a general-purpose ultrasonic imaging N
Diagnostic ) ) _ - ToA RO
3 II | instrument intended for use by a qualified physician. | 2010.03.12 /
Ultrasound System T A RS W B 1
g R T2 WH o
G LI RS = mE
A6 Portable
The device is a general-purpose ultrasonic imaging N
Ultrasonic Diagnostic ) ) _ - oA RO
4 | II |instrument intended for use by a qualified physician. | 2010.09.30 /
System ({152 T R R 1 PR 1
g R T2 WH o
LU R4 = mE
SSI-8000 Mobile . S
The device is a general-purpose ultrasonic imaging N
Digital Color . . , . ToA BIAR
5 II | instrument intended for use by a qualified physician. | 2011.03.04 /
Doppler  Ultrasound PR 1

System (F£3): &+

BT ARSI HTGE .
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URAVERLE 1PN
EX )
S20 Digital Doppler|
Ut 4 s The device is a general-purpose ultrasonic imaging AR
rasoun ystem X5
6 KA % B II | instrument intended for use by a qualified physician. | 2011.05.16 ]
¥ = =]
EE) EHT R AEZETR A,
FAORE
S8 Diagnostic The device is a general-purpose ultrasonic imaging AR
5(‘ 7Y
7 | Ultrasound System II | instrument intended for use by a qualified physician. | 2011.09.16 ]
!
GRS LI AR50 SET MRS L HH .
S6 Diagnostic The device is a general-purpose ultrasonic imaging AR
X5
8 | Ultrasound System IT | instrument intended for use by a qualified physician. | 2011.11.07 e
|
(AL RS EHTNEREE KRS,
Portable Ultrasonic
DI s The device is a general-purpose ultrasonic imaging AR
1agnostic System RH
9 R B II | instrument intended for use by a qualified physician. | 2012.12.21 L
T\je A1z .
2 ERTNEREE SRS,
S2 Portable Digital
Color Doppler The device is a general-purpose ultrasonic imaging AR
X5
10 | Ultrasound System II | instrument intended for use by a qualified physician. | 2013.04.12 ]
!
(R E R EHTNEREAE KRS,
[SEA-2 NP1 TNS)
S9 Portable Digital
Color Doppler
Ut d The device is a general-purpose ultrasonic imaging AR
rasoun e
11 S (A II | instrument intended for use by a qualified physician. | 2013.05.24 ]
ystem (18 15 2
= EHT N NEREEZHTR A,
RO 2 2
£50
S11 Digital Color
Doopler Ult d The device is a general-purpose ultrasonic imaging AR
oppler Ultrasoun X5
12 S A II | instrument intended for use by a qualified physician. | 2013.06.14 ]
ystem x~
EHT R AEZETR A,
EZ- 2 ULV
S40 Digital Color
Doopler Ul d The device is a general-purpose ultrasonic imaging AR
oppler Ultrasoun e
13 S A II | instrument intended for use by a qualified physician. | 2013.06.21 ]
ystem V2 |
EHT R A ZHTR A,
Z WSO
S8 Exp Portable
Digital Color The device is a general-purpose ultrasonic imaging AR
X5
14 | Doppler Ultrasound I | instrument intended for use by a qualified physician. | 2013.10.04 ]
System ({15 0¥ EHT R AEZHTR A,
URASES S]]
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50
Acquire ECG signals from patients through body
Digital surface ECG electrodes. The obtained ECG records N
, , ) TAT IR
15 | Electrocardiographs IT | can help users to analyze and diagnose heart disease. | 2013.11.14 L /
Bz ELD L A ARZR O i AR A O AR T o TSRS
FR L FELC SR B A 3 0 B A2 I IS
S30 Digital Color o o )
The device is a general-purpose ultrasonic imaging N
Doppler Ultrasound ) ) _ - oA BUHIR
16 N II | instrument intended for use by a qualified physician. | 2013.11.14 /
System (CHUF b # € T A R B 1
e = i FEZ TN B
Z WO
S12 Digital Color
The device is a general-purpose ultrasonic imaging N
Doppler Ultrasound ) ) _ - A FIAR | 5 A
17 S R II | instrument intended for use by a qualified physician. | 2014.12.19 ) A L
ystem (B # AR
s EHT NMERE A 2B .
Z WO
S8 Exp/S9 Pro
Portable Digital o o )
The device is a general-purpose ultrasonic imaging N
Color Doppler ] ] . . ToA RO
18 I | instrument intended for use by a qualified physician. | 2015.01.29 /
Ultrasound System T R A PR 1
e L = ke 2 W H o
(R E R
2 W20
S9 Portable Digital
Color Doppler The device is a general-purpose ultrasonic imaging N
. . . . ToA ROIIR
19 | Ultrasound System II | instrument intended for use by a qualified physician. | 2015.01.05 ) /
QU S EHT AR A 2B .
B UL
S22 Digital Color
The device is a general-purpose ultrasonic imaging N
Doppler Ultrasound ] ] . - T ROAIR
20 N _ IT | instrument intended for use by a qualified physician. | 2015.01.28 /
System (HFHFEH Y B 1
e p ) i T2 AVA =Y
EZ- 2 UL
S30/S40 Digital
Color Doppler The device is a general-purpose ultrasonic imaging N
. . . . ToA ROIIR
21 | Ultrasound System IT | instrument intended for use by a qualified physician. | 2015.04.28 L /
(Bt EHT NMERE A 2B,
W0
S9 Portable Digital
Color Doppler The device is a general-purpose ultrasonic imaging N
) . , . TAROARR | A
22 | Ultrasound System I | instrument intended for use by a qualified physician. | 2015.08.26 .
oo ] : o PR ] AR5
(R E R EH T NEREAE R A,
[SEA-2 NP1V
23 | S8 Exp/S9 Portable I | The device is a general-purpose ultrasonic imaging 2015.08.28 | o5 IR /
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Digital Color instrument intended for use by a qualified physician. B ]
Doppler Ultrasound EHT AR S ST
System (fE#5X %+
R 2 2
50
S12 Digital Color
The device is a general-purpose ultrasonic imaging N
Doppler Ultrasound ToH BORR
24 N _ IT | instrument intended for use by a qualified physician. | 2015.09.03 /
System (FFiLE Y PR 1
e pG a1z KA =
LUBLIO
S50 Digital Color o o )
The device is a general-purpose ultrasonic imaging N
Doppler Ultrasound ) ) _ - ToA BUAR
25 S R II | instrument intended for use by a qualified physician. | 2016.01.13 L /
ystem ¥
\ S T R LI
S AL
S45 Digital Color o o
The device is a general-purpose ultrasonic imaging N
Doppler Ultrasound ) ] _ o oA BUH IR
26 o II | instrument intended for use by a qualified physician. | 2016.04.04 /
System (CHUF b T A R P 1)
TN piis ien FEZ T A
SUBLITLO
XS5 Digital Color
The device is a general-purpose ultrasonic imaging N
Doppler Ultrasound ) ) _ - A WIAR | 5 A
27 S R II | instrument intended for use by a qualified physician. | 2016.04.04 ) s
ystem TR X
s EHT AR A 2B .
Z WO
X3 Exp/X3/X3
Pro/X1 Pro/X1
o The device is a general-purpose ultrasonic imaging N
Digital Color ] ] . . oA RO | et AN
28 IT | instrument intended for use by a qualified physician. | 2017.01.03 .
Doppler Ultrasound i . BEL ] AR FE
o SEF AR A LI
System SR L
WO
ES Series Digital
Color Doppler The device is a general-purpose ultrasonic imaging N
] ) _ . ToA ROIR
29 | Ultrasound System II | instrument intended for use by a qualified physician. | 2017.05.19 L /
Gy A AT EHT NMERE A 2B .
1210
P50 Series Digital
Color Doppler The device is a general-purpose ultrasonic imaging N
. ] _ . ToA ROIIR
30 | Ultrasound System II | instrument intended for use by a qualified physician. | 2017.07.13 ) /
(AR 2 ) EHT AR A 2B .
B0
P60 Series Digital . .. .
The device is a general-purpose ultrasonic imaging N
Color Doppler . . _ . ToA RO
31 II | instrument intended for use by a qualified physician. | 2017.07.12 L /
Ultrasound System . e
ey BT KR IR
(A2 )
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EWHO
S60 Series Digital
Color Doppler The device is a general-purpose ultrasonic imaging N
. . _ . T RHIR
32 | Ultrasound System II | instrument intended for use by a qualified physician. | 2017.09.22 L /
(AR Z ) ERTNEREAE KRS,
EWHO
P10 Series Digital
Color Doppler The device is a general-purpose ultrasonic imaging N
. . , N ToARORR | 5 I
33 | Ultrasound System II | instrument intended for use by a qualified physician. | 2017.12.01 .
e . o B ] AR
(AR 2 ) BTN AE SRS,
1210
P20 Series Digital
Color Doppler The device is a general-purpose ultrasonic imaging N
, , , . oA RIYIIR
34 | Ultrasound System IT | instrument intended for use by a qualified physician. | 2017.12.05 L /
G R0 2 5 ) EHTNEREAE KRS,
ZWO
HD-500 Video
Endoscope  System
(HD-500 W %15 5
4, G
EG-500 Series Video
Gastroscope EG-500
AT B B _ _
The HD-500 Video Endoscope System, which
EG-500, EG-500L ) ) ]
includes a video gastroscope /video colonoscope,
EC-500 Series Video
image processor, light source, monitor, accessories
Colonoscope EC-500 ) ] o
. and other peripheral devices, is intended for
ER ISR _ S .
endoscopies examination, diagnosis and treatment of N
EC-500, EC-500T, _ o oA RO
35 IT | the disease of the upper and lower gastrointestinal 2018.09.05 /
EC-500L, PR il
tract.
EC-500L/T . .
, HD-500 P ETHL LS, b T BB/ T Lk i
HD-500 Series Image o . . . ) \
NS IR TAZE - NS TN SR N 2N
Processor HD-500 & . N s o
. TR BRI A E B ) A BB L 12 WA
PRSI :
WBIT .
HD-500, HD-500S,
HD-330Plus
HDL-500 Series
Light Source,
HDL-500 % 41 [
#%6U5: HDL-500E,
HDL-500X)
36 XS5 Digital Color " The device is a general-purpose ultrasonic imaging 2016.01.29 oA BRI A
Doppler Ultrasound instrument intended for use by a qualified physician. o BEL ] it
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System (EFHLF EHT AR A 2R .
ZEEis W0
Wilson disposable injection needle has been designed
to be used with an endoscope to perform following
therapy:
1) Endoscopic sclerotherapy within the esophagus,
Disposable Injection stomach, duodenum, small intestine, large intestine. ToA IR
37 I 2015.01.15 /
Needle 2) Endoscopic hemostasis within the esophagus, B ]
stomach, duodenum, small intestine, large intestine.
3) Endoscopic submucosal injection within
esophagus, stomach, duodenum, small intestine, large
intestine.
A collection of sterile device intended to be fitted to
multiple endoscope working channels/ports to enable
Disposable an endoscope operator control the function of the N
. ToA ROIIR
38 | Endoscope Valves set| II | working channels/ports and prevent retrograde flow | 2015.12.10 L /
A of fluids, gases, and other materials. It typically
includes a suction valve, an air/water valve, and a
biopsy valve. This is a single-use device.
3. hnEREM
FF5 2 i R vieS e R P & WAERH | BXEH B
The device is a general-purpose
A6 Portable Ultrasonic ultrasonic imaging instrument N
] ) . . TAROARRBR| &N %k
1 | Diagnostic System ({f#z0#| III | intended for use by a qualified 2015.2.11 4l -
%
FiZW R0 physician.
&R T AR ST
o The device is a general-purpose
S9/S8 Exp Portable Digital o o
ultrasonic imaging instrument N
Color  Doppler  Ultrasound ) ] oA ROYIBRBR | e BN 2k
2 1, III | intended for use by a qualified 2015.2.11 N
System (fF % N FZ B AL . il £
) . physician.
WEIZ WAL ) . o
EHT AR A 2B .
o The device is a general-purpose
S2  Portable Digital Color| S
ultrasonic imaging instrument N
Doppler Ultrasound System ({f ) ) A FIARBR| e k&
3 s . III | intended for use by a qualified 2015.2.11 N
A E G AE ST R ) N il R
w0 physician.
EHT AR A 2B .
S9/S8 Exp/S9 Pro Portable The device is a general-purpose
4 1 2016.4.19 | LA BOHIEIR /
Digital Color Doppler ultrasonic imaging instrument
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Ultrasound System ({§ #5305
FHREZ L HIZEO

intended for use by a qualified
physician.

EHT ARG

DISPOSABLE SNARE

II

This device is intended to be used with a
flexible endoscope and electrosurgical
generator to aid physicians in
endoscopic cutting and cauterizing of
tissues and polyps with high-frequency

current in the digestive tract.

2014.07.29

i)

oA ROPIR R

DISPOSABLE ENDOSCOPE
VALVES SET A

II

A collection of sterile device
intended to be fitted to multiple
endoscope working channels/ports
to enable an endoscope operator
control the function of the working
channels/ports and prevent
retrograde flow of fluids, gases, and
other materials. It typically includes
a suction valve, an air/water valve,
and a biopsy valve. This is a

single-use device.

2018.12.17

il

A BYIR PR

4. CEi\IE

i)

PR AR

ZIES

PR g

eyl =l

RO

VEAHE B

Digital Electrocardiograph (4§
FLHEENLD

Ila

Acquire ECG signals from patients through
body surface ECG electrodes. The obtained
ECG records can help users to analyze and
diagnose heart disease.

I AR O RIS O S 5o B
FrRAF RO A A B T & A iz
7o IS

2019.06.06

2022.08.20

WA
G

Ultrasonic Diagnostic Systems|

(A ZE RS

Ila

The device is a general-purpose ultrasonic
imaging instrument intended for use by a
qualified physician.
EHTNEREAE SRR E.

Medical Endoscope Systems|
(ERANEBARS)

Endoscopies examination, diagnosis and
treatment of the disease of the upper and
lower gastrointestinal tract.

TN L TR ATERR I A BB
EWRNGETT .

Endoscopies examination, diagnosis and

treatment of the disease of the upper and

2019.06.06

2023.06.18

Wi
AR I A
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lower gastrointestinal tract, and the trachea
and bronchus.

AT N LS FEACTESR, U MO
MINBEA A SWRATT .

Endoscopies examination, diagnosis and
treatment of the disease of the upper and
lower gastrointestinal tract, the trachea and
bronchus and pharynx and larynx through
nasal cavity.

T N B RIEE R, B RSO,
ISR L MR A BB AT 2T AG
J7 .

Use in examination, diagnosis and treatment

of uterine cavity diseases.

HTFERERFRRAE. SHANGST .

Disposable Electrosurgical 2018-11-1
3 II'b 2022-08-05
Electrodes 5
This device is intended to be used with a
flexible endoscope and electrosurgical
Disposable Snare generator to aid physicians in endoscopic 2018-11-1
3.1 IIb ] o ) 2022-08-05
cutting and cauterizing of tissues and polyps 5
with high-frequency current in the digestive
tract.
This device is intended to be used with a
) ) flexible endoscope and electrosurgical
Disposable Hot Biopsy ) o ) 2018-11-1
3.2 IIb | generator to aid physicians in endoscopic 2022-08-05
Forceps o ) 5
collecting tissues and polyps with
high-frequency current in the digestive tract.
This device is intended to be used with a
) ) flexible endoscope and electrosurgical
Disposable Coagulation ) o ) 2018-11-1
33 IIb | generator to aid physicians in endoscopic 2022-08-05
Electrode ) ) ) ) 5
electrocoagulation on the bleeding point with
high-frequency current in the digestive tract.
This device is intended to be used with a
2018-11-1
3.4 | Disposable Papillotome IIb | flexible endoscope for the incision in the s 2022-08-05
digestive tract.
This device is intended to be used with a 2018111
3.5 | Disposable Needle Electrode IIb | flexible endoscope for the incision in the s 2022-08-05
digestive tract.
Reusable Electrosurgical 2018-11-1
4 IIb 2022-08-05
Electrodes 5
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4.1

Reusable Hot Biopsy Forceps

IIb

This deviceis intended to be used with a
flexible endoscopeand electrosurgical
generator to aid physicians in endoscopic
collecting tissues and polyps with

high-frequency current in the digestive tract.

2018-11-1
5

2022-08-05

4.2

Reusable Snare

ITb

This device is intended to be used with a
flexible endoscope and electrosurgical
generator to aid physicians in endoscopic
cutting and cauterizing of tissues and polyps
with high-frequency current in the digestive

tract.

2018-11-1
5

2022-08-05

4.3

Reusable Coagulation
Electrode

ITb

This device is intended to be used with a
flexible endoscope and electrosurgical
generator to aid physicians in endoscopic
electrocoagulation on the bleeding point with

high-frequency current in the digestive tract.

2018-11-1
5

2022-08-05

Repositionable Clipping

Devices

IIb

Repositionable Clipping Device is indicated
for clip placement within the Gastro-intestinal

(GI) tract for the purpose of:

1. Endoscopic marking,

2. Hemostasis for:
Mucosal/sub-mucosal defects <3cm,
Bleeding ulcers,

Arteries < 2mm,
Polyps < 1.5cm in diameter,
Diverticula in the colon,

3. Anchoring to affix jejunal feeding
tubes to the wall of the small bowel,
4. As a supplementary method, closure of
GI tract luminal perforations < 20mm that can

be treated conservatively.

2018-11-1
5

2022-08-05

Disposable Biopsy Forceps

1a

This device is intended to be used with a
flexible endoscope to aid physicians in
collecting tissues from a patient for histologic

examination.

2018-11-1
5

2022-08-05

Disposable Injection Needles

1Ia

This device is intended to be used with a
flexible endoscope to aid physicians in
performing an endoscopic injection for the
treatment of esophageal and gastric varices
and for submucosal injection in the digestive

tract.

2018-11-1
5

2022-08-05
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This device is intended to be used with a

) ) flexible endoscope to aid physicians in 2018-11-1
8 | Disposable Retrieval Baskets ITa ) ) } 2022-08-05
endoscopic retrieval of foreign and 5
endogenous matter within the human body.
This instrument is designed to be used with a
) ) flexible endoscope to aid physicians in 2018-11-1
9 | Disposable Grasping Forceps ITa o ) ) ] ) 2022-08-05
retrieving foreign bodies or tissue specimens 5
from a patient for the digestive tract.
This device is through the endoscope channel
) enter the human body orifice under the 2018-11-1
10 | Disposable Cold Snares ITa 2022-08-05
monitor of the endoscope cutting polyps and 5
retrieval of foreign matters.
This sterile lubricating jelly is intended to
besmeared on medical devices for general 2018111
11 | Sterile Lubricating Jelly ITa | lubricating needs, to increase the lubricity and s 2022-08-05
reduce the irritation. For example: before
checking the intestinal tract, intubation.
This device is intended to be used with a
) flexible endoscope to aid physicians in 2018-11-1
12 | Disposable Cytology Brushes Is o . i . 2022-08-05
collecting tissues from a patient for histologic 5
examination.
This device is intended to be fitted to an
endoscope biopsy port to enable access
) ) for/exchange of endoscopic devices while 2018-11-1
13 | Disposable Biopsy Valves Is 2022-08-05
maintaining insufflation and minimizing 5
leakage of bio-material during an endoscope
procedure.
The bite block is used when the GI
endoscopic procedure is performed. It is
) ) placed into the patient’ s mouth and an 2018-11-1
14 | Disposable Bite Blocks Is ) ) ) 2022-08-05
endoscope will be inserted through the bite 5
block into the tract. It is used to protect both
the patient and the endoscope insertion tube.
This device intended to be fitted to an
) ) endoscope air/water channel to enable the 2018-11-1
15 | Disposable Air Water Valves s ] ] 2022-08-05
operator to control inflow of medical gases 5
and water, whilst preventing backflow.
This device intended to be fitted to an
) ) endoscope suction channel to enable the 2018-11-1
16 | Disposable Suction Valves Is 2022-08-05
operator to control suction, whilst preventing 5

inflow of air.
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17 | Disposable Polyp Traps Is

This product is one kind of gastroscopy
removal of polyps collector, mainly for
gastrointestinal endoscopic polypectomy. The
resection of the polyp samples, through the
role of endoscopic suction device, attracted by
the endoscopic suction passage out of the
body. Add this product between the
endoscopic and suction, to filter liquid, stored

polyp samples role.

2018-11-1
5

2022-08-05

18 | Disposable Spray Catheters Is

This device is intended to be used with a
flexible endoscope to aid physicians in
endoscopic spraying and injection of fluids

into patient.

2018-11-1
5

2022-08-05

Disposable
19 Is
NasoBiliaryCatheters

To perform temporary endoscopic
nasobiliarydrainage by inserting a drainage

tube through meatus

2018-11-1
5

2022-08-05

20 | Disposable Guide Wires Is

This product is one kind of gastrointestinal
endoscopy accessories. It mainly used to
guide therapeutic devices require into right

place.

2018-11-1
5

2022-08-05

21 | Disposable Retrieval Nets I's

These instruments have been designed to be
used with an endoscope to retrieve excised
polyps tissue samples foreign bodies and

calculi within the body’s natural orifices.
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22 | Disposable Endoscopy Tubing I's

The Disposable Tubing

is intended to be used with

an air or CO2 and/or pump along with a sterie
water source to supply air or CO2 and sterile
water to an endoscope during

GI endoscopic procedues.
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