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TSI-533 /TSI-545

(A)REE I E (Stainless steel tube)
(B)#fl & & (Steel tube seat)
(C)¥E3162 (SUCTION key)
(D)ib45#2 (IRRIGATION key)
(BEBRZB®E (PVCsoft tube)
(F)IZE (Handle)

(G)UE 5155 & 58 (Suction tube connector)
(H)%3& (Sandwiching)

()Z#IEt (Needle forinsert)
BEZHEE (PVCtube)

(K)2t 2 (Needle cap)
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TSI-533A/TSI-545A
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(A)REEIBE (Stainless steel tube)
(B)#f & & (Steel tube seat)
(C)#HEH (LOCK key)
(D)#%5!#2 (SUCTION key)
(E)ip it (IRRIGATION key)
(ABEZHEI|E (PVCsoft tube)
(G)iB#E (Handle)
(H)IR 5| & #88 (Suction tube connector)
(=3 (Sandwiching)

()ZERIEH (Needle forinsert)
(H)‘ N (OBEZHE (PVC tube)

(U] —» () (L)#t% (Needle cap)
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TSI-290

(A) TR 5 8 A 0
(Suction tube connector- with the Device)
(B) Mt E - B R G
(IRRIGATION tube connector- with the Device)|
(C) REZIHHE (PVC soft tube)
(D) 15| & 484 (Suction tube connector)
(E) 3& (Sandwiching)
(F) 2RIzt (Needle for insert)
(G) BAEZMHE (PVC tube)
(H) &% (Needle cap)

DS501-4S/DSX01-3S/DSX01-4S

g CEES . ®
SEE N 400mmHg(53kPa) 740mmHg(98kPa) *) * (A)R$EIE (Stainless steel tube)
-] 400mmHg(53kPa) 650mmHg(86kPa) , & (B)IE (Steel tube seat)
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TSI-545A =1 5mm 450mm 2900mm
TSI-290 -- -- -- 2900mm
DS501-4S -- 5mm 450mm --
DS %351 DSX01-3S -- 10mm 330mm -- ‘ ‘
DSX01-4S -- 10mm 450mm -- Fa HTIRS|58
2453 B3l e
~EE
TSI %51 DS %31 J J
3303 7T : TR
B B e patdi ] EHEARER
HERBIESHA - HEBEEHOH -
RmEes - REEas -
= {
- _ | mmsukE ' R ER
S, S, ARERERE | e _# DURE B SR _%
HED S E R IR B AEARRE ;
£ WRRETEE B - RPAE
i - BREIE - R
EFRBELN -
SHs.
FIOO AP IR - HEBR - WS TRIS
BAREAZ®E - TR EHRAAFHEZR
Sl miTIEE -
LS4
SRR IR - BT - AR ENERE f ; :
e e alis ey Al it o Taiwan Surgical Corporation
. HE/RERETE B EEFIBREBMROHBRAT
/RS R TR R EE R AR T R129%312
Tel: +886 36588129 Fax: +886 3 6588355

TWSC-UMO06 Ver.2.0 4



"Taiwan Surgical” Disposable Suction Irrigation
User Manual

A PLEASE READ THE FOLLOWING INFORMATION THOROUGHLY BEFORE USING THE PRODUCT.

IMPORTANT!

These instructions for use are to assist in using this product, but not a reference to surgical techniques. All surgical procedures using
the single use suction and irrigation system must be handled only by doctors who have been professionally trained and have sufficient
experience to use laparoscopic and surgical technique.

Any surgeon who undertakes a procedure must understand well the risks and possible complications involved with this surgical
technique. Please make sure that the patient has been noticed about the manner the operation will take place, as required by local
recommendations.

These instructions for use are not a reference document for surgical techniques. Please refer to existing works for all information
regarding surgical operations and techniques utilizing suction and irrigation devices and the relevant complications and risks.
These instructions for use contain only information concerning the suction and irrigation system with and how to use it.

It could not be regarded as general instructions concerning the techniques for using suction and irrigation system made by

other manufactures.

INTENDED USE

Suction irrigation is indicated for general purpose use as suction irrigation device to facilitate lavage during laparoscopic surgery and
general surgery. The device functions to aid flushing blood and tissue debris from the surgical site.

CONTRAINDICATIONS

1. Contraindications of endoscopic techniques which apply to this product and other devices and methods. See operator's manual of
your laparoscope for absolute and relative contraindications.

2. Contraindications of using of this device for hysteroscopy or for cavity distention.

3. Do not press irrigation key during coagulation.

4. Sufficient care and distance must be maintained during use to prevent arcing to other instruments.

WARNINGS AND PRECAUTIONS

1. The device is sterilized and single use. Do not reuse and re-sterilize.

2. Do not use if the package has been damaged or opened.

3. All surgical procedures using the single-use suction and irrigation system must be handled only by doctors who have been
professionally trained and have sufficient experience to use laparoscopic and surgical technique.

4. This device is obtainable only on a physician's prescription.

5. Store at room temperature, 25°C. Avoid prolonged exposure to elevated temperature.

6.1f it is necessary to use endoscopy devices from different manufacturers in the same surgical procedure, please verify its
compatibility before surgery.

7. By finishing the operation, close the irrigation tube clamp, disconnect the universal flexible connector on the aspiration, and
discard the whole cannula handle-tubing assembly.

8. Static electricity and magnetic field influence should be noted when using the device.

9. The temperatures must under 130°F (54°C) when product in transportation condition.

10. The device has to be assembled on the main vacuum system of operating room, please verify its compatibility before using.

11. The verified minimum and maximum pressure tolerance of the main vacuum system are as follows:

Min
200 mmHg (53kPa)
400 mmHg (53kPa)

Max
740 mmHg (98kPa)
650 mmHg (86kPa)

Irrigation Pressure
Suction Pressure

PRODUCT DESCRIPTION
(TSI-533, TSI-545, TSI-533A , TSI-545A, DS501-4S, DSX01-35, DSX01-4S)

The disposable suction and irrigation system consists of 2.9 meters of double tubing, with fluid bag spike and a clamp fitted on the
irrigation tube, and a universal flexible connector on the suction tube. On the other side, the cannula (diameter 5 mm/10mm, length
330mm / 450mm) is connected to the tubing by the double piston hand-piece. The irrigation circuit corresponds to the blue piston,
and its tubing is fitted with a clamp and the pouch spike. The aspiration circuit corresponds to the white piston, and its tubing is fitted
with the universal flexible connector.

(TS1-290)

The disposable suction and irrigation system consists of 2.9 meters of double tubing, with fluid bag spike and a clamp fitted on the
irrigation tube, and a universal flexible connector on the suction tube. On the other side, the cannula is connected to the Device.

SCHEMATIC VIEW

TSI-533/TSI-545
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(A) Stainless steel tube
(B) Steel tube seat

(C) SUCTION key

(D) IRRIGATION key
(E) PVC soft tube

(F) Handle

(G) Suction tube connector
(H) Sandwiching
(1) Needle forinsert

(J) PVCtube

(K) Needle cap

TSI-533A/TSI-545A
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(A) Stainless steel tube
(B) Steel tube seat

(C) LOCK key

(D) SUCTION key

(E) IRRIGATION key
(F) PVC soft tube

(G) Handle

(H) Suction tube connector

(1) Sandwiching

(J) Needle forinsert
(K) PVC tube
(L) Needle cap

TSI1-290

(A) Suction tube connector- with the Device
(B) IRRIGATION tube connector- with the Device
(C) PVC soft tube

(D) Suction tube connector
(E) Sandwiching

(F) Needle for insert

(G) PVC tube

(H) Needle cap

DS501-4S/DSX01-3S/DSX01-4S

(A) ®)

(A) Stainless steel tube
(B) Steel tube seat
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SPECIFICATIONS OPERATION GUIDE
The functi f . - - - -
Product Product No. Iockin; t‘;n:olr?t?nzous Stainless steel tube Stainless steel PVC tube Mode TSI-533 /TSI-545 TSI-533A/TSI-545A
Series "| suction and irrigation diameters tube length length
TSI-533 -- S5mm 330mm 2900mm
TSI-545 - Smm 450mm 2900mm 1. Free mode Free mode Free mode g
TSl Series TSI-533A Yes Smm 330mm 2900mm
TSI-545A Yes 5mm 450mm 2900mm
TSI-290 -- -- - 2900mm
DS501-4S -- 5mm 450mm --
DS Series DSX01-3S -- 10mm 330mm -- ‘ ‘
Depress the
DSX01-4S - 10mm 450mm - . Depress the ) SUCTION key
2. Suction SUCTION key to be locked
by LOCK key
OPERATION NOTE
TSI Series DS Series ‘ ‘
| Depress the
L Depress the IRRIGATION key
3. Irrigation IRRIGATION key to be locked
Step 1. Step 1. by LOCK key
Please open the sterile Please open the sterile
packaging according to packaging according to
correct practice. correct practice.
Depress the ‘
- Release all the LOCK key to
Step 2. Step 2. 4. Free mode keys to back to back to g
plemse make sure the Please combine stainless Free mode Free mode
N steel probe and make sure
irrigation cannula, P
X the irrigation cannula,
hand-piece and about N "
" and-piece and about
one meter of tubing one meter of tubin;
. g
remain on the drape. remain on the drape.
o Taiwan Surgical Corporation
3F.,No. 12, Sec. 2, Sheng Yi Rd., Zhubei City, Hsinchu County 30261, Taiwan
Step 3. Tel: +886 3 6588129  Fax: +886 3 6588355
Please close the clamp on the irrigation tubing, http://www.twsc.com.tw
remove the protective cap from the spike and
pierce the pouch or bottle of solution in sterile — —
way. Aspiration of the body liquids and/or debris Catalogue number Batch code frreridR] | Sterilized using irradiation
resulting from cleansing is effected by suction using -
the main vacuum system of operating room. d Date of manufacture H Manufacturer A Caution
% | Usebydate ® Do not re-use Do not resterilize
L S
Step 4. jﬂl Temperature limit ? Keep dry /'T Keep away from sunlight
Open the irrigation tubing clamp to allow the 0
liquid passing through. Before using the cannula, @ Do not use if package . DEHP ) )

i Ce I f
please expel all the air from the tubing. By is damaged @ ree I::I*T—l onsult instruction for use
changing a fluid bag, please close the irrigation
tube clamp and replace the bag or bottle of c €

N ¥ MDSS GmbH
solution in sterile method. Schiffgraben 41,
0123 Gomany "
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