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EXt ra Cto r Aspiration Catheter

(A] cauTioN

The Extractor Aspiration catheter procedure should be performed by
physicians with adequate training in the use of the device.

(8] DEVICEDESCRIPTION

The Extractor Aspiration catheter is a dual lumen rapid exchange
catheter with related accessories. The smaller wire lumen of the
catheter is able to accommodate guidewires that are < 0.014" /
0.36mm in diameter. The larger aspiration lumen comes preloaded
with a core wire that resists kinking during placement but is removed
to allow for the removal of thrombus by aspiration. The catheter have
maximum outer diameter of 1.70, 1.90 and 2.10 mm by size and two

bends or kinks. Do not use a damaged catheter because vessel damage
and/or inability to advance or withdraw the catheter may occur. Check
that all fittings are secure so that air is not introduced into the
extension line or syringe during extraction. Exercise care in handling of
the catheter during a procedure to reduce the possibility of accidental
breakage, bending or kinking. When the catheter is in the body, it
should be manipulated only under fluoroscopy. Do not attempt to
move the catheter without observing the resultant tip response.
Excessive tightening of a hemostatic valve onto the catheter shaft may
result in damage to the catheter. The Extractor Aspiration catheter has
not been evaluated for use in the venous vessels.

3. Open the RHY thumbscrew and introduce the catheter, being careful
to keep the guidewire in the guidewire lumen slot of the catheter.
Tighten the Oring valve around the catheter just enough to catheter
movement.

4. Continue to advance the catheter over the guidewire to the selected
vascular site, using fluoroscopic guidance. Stop advancement of the
catheter if any resistance is encountered.

Warning: Never advance or withdraw an intravascular device
against resistance until the cause of the resistance is determined
by fluoroscopy. Movement of the catheter or guidewire against
resistance may result in separation of the catheter or guidewire
tip, damage to the catheter, or vessel perforation.

. After fluoroscopically confirming catheter position (proximal to the
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(N PRODUCT SPECIFICATION

Manufacturer

Do not resterilize

When using the products, please refer to the sizes which are followed in

the table 1. And please confirm firstly the maximum diameter of

(G ADVERSEEFFECTS

thrombus), remove the core wire. Open the stopcock to begin

working length of 140 and 150 cm. The catheter has a radiopaque
marker band (Imm) located 3.35mm from the distal tip. The catheter
has three (3) non-radiopaque positioning marks located approximately

90cm, 100cm, and 110cm proximal of the distal tip. Catheter has a t‘oggfgfg;;eesmailﬁnr?:é;?ur when using the Extractor: guiding catheter. Blood will enter the syringe until all of the vacuum [table-1]
distal hydrophilic coated section of 40cm. B is gone. Should aspiration not begin filling the syringe within 5 o . .
The proximal end of the catheter incorporates a standard luer adapter %ﬁ;ilqgleé?;fprgzz seconds remove the catheter without releasing the vacuum. Outside Catheter Model g;ﬁg;ﬂ?ew're A @il Caidieiar
ot fe et e oo bt oen e detion T B TE PR
180 micron filter baskets are included for assistance in filtering the B gftregigal‘ t‘li)llir?bo\g?ssse rupture NOTE: During performance testing, the catheter demonstrated the . ‘ : .
blood removed during the procedure for laboratory analysis of any % o ability to evacuate fluid at a minimum rate of 0.20ml/s. AC-T-1 14¢ (.
thrombus. . glriéarilael?gac;lrﬁamn oflood clots and plaue Warning: If flow into the syringe stops or is restricted, DO NOT GAC-7-130 0.014(0.36mm) 0.080%(2.03mm)
) B ) ) attempt to flush the extraction lumen while the catheter is still GAC-8-150 0.014(0.36mm 0.0894(2.26mm
~arteriovenous fistula formation inside the patient's vasculature. Intravascular thrombus delivery, ( ) ( )

(] moicaTions

The following adverse effects are generally associated with catheteriza

- catheter fracture with tip separation and distal embolization

extraction when the hub of catheter is connected to male luer of
extension line. Slowly advance the catheter distally away from the

thromboembolic event and/or serious injury or death may result.
Remove the catheter and, outside of the patient, either flush the

catheter, compatible guide catheter and the diameter of the guidewire.

The sizes of the catheter and core wire A and B please refer to the table 2.

The Extractor Aspiration catheter is indicated for the removal of fresh, extraction lumen or use a new catheter. [Catheter]
softercwboliand thrombi from vessels in the coronary and peripheral CLINCAL PROCEDURE NOTE: If air is noted in the syringe during extraction, a leak may be A
vasculature. The techniques and procedures described do not represent ALL present in the system. Turn the stopcock "Off", tighten all luer 900mm 100mmL00mm
medically acceptable protocols, nor are they intended as a substitute ::?rgifittl)ﬁnlsf,;iern?so;/t?lFrtloatggr??rrfg\?eszl::‘cgaet,;:tg:ec?staatir:haenew
for the physician's experience and judgment in treating any specific . g ’ I
@ CONTRAINDICATIONS patient.pEgch Extractgr Aspiration éathgeter includes th% fol{ovsmg catheter and repeat the procedure. \ '
The Extractor Aspirati theteri traindicated f in patient components: 6. After completing the extraction process, turn the stopcock to the Rapid Exchange Port
e Extractor Aspiration catheter is contraindicated for use in patients : YO posit] ;

with: ’ P - Single-use, disposable catheter with core wire rg;;ffeagoe?tt:(a)gti)nnd remove the catheter, or attach second syringe and

- Cardiogenic shock g%tf;r?éogneg?;O(pi?)c\,n\;i)tp,’v;glﬁ:giﬂﬁggi?pcow 7.Blood and thrombus extracted into the syringe may be filtered for [Corewire]

- No identifiable culprit lesion 5F p o " subsequent laboratory analysis using the 180 micron filter basket. To - B

- Coronary morphology ineligible for thrombectomy 2-filter basket (180 micron mesh) for fltering thrombus after extraction use the filter basket, wet the mesh to allow fluid flow, and filter the

(for example, very tortuous vessels or severe calcification) Other materials required but not provided are: extracted blood through the filter basket. it

- Co-morbidity with limited life expectancy of less than 6 months Guidi theter with th iate sized 1D, t late th | I

- Contraindications for treatment heparin, aspirin, or thienopyridines - oulding catheter with the appropriate sized L. to cannulate the vesse

- Pregnancy - Ro@atln_g her_nostatlc valve (RHV) table

- Guidewire with diameter < 0.014" / 0.36mm STORAGE [table-2]
- Sterile heparinized saline (for system flushing) Gatheter CoRWIiE

E A WARNINGS Store at room temperature (1°C~30°C) in dry and dark places. CathetenModel A B
Do not use after the “Use-by date” specified on the label. Do not use the | PREPARATIONS FOR USE GAC-6-110 1400mm 1460mm
Extractor Aspiration catheter for the delivery or infusion of diagnostic, .
embolic or therapeutic materials into blood vessels as it has not been 1. Using sterile technique, open the pouch and transfer the tray into LIMTED WARRANTY GAC-7-130 1400mm 1460mm
designed for these uses. The core wire shall be removed before the sterile field. d hat th - h ’
initiation of thrombus aspiration. Do not perform high pressure contrast 2. Flush the carrier tube completely with heparinized saline to activate GENOSS Co,, Ltd. warrants that the ExtractorTM Aspiration catheter is GAC-8-150 1500mm 1560mm

injections around the Extractor Aspiration catheter within the minimum
sized guide catheter. High pressure contrast injection may damage the
Extractor Aspiration catheter, making it difficult to remove from the
guide catheter. There will be insufficient room within the minimum
guide catheter sizes to deliver any contrast around the Extractor
Aspiration catheter. Do not use the syringes, extension line, stopcock or
filter basket inside the human body. If flow into the syringe stops or is
restricted, do NOT attempt to flush the extraction lumen while the
catheter is still inside the patient's vasculature. Intravascular thrombus
delivery, thromboembolic event and/or serious injury or death may
result. Remove the catheter and, outside of the patient, either flush the
extraction lumen or use a new catheter. Never advance or withdraw an
intravascular device against resistance until the cause of the resistance
is determined by fluoroscopy. Movement of the catheter or guidewire
against resistance may result in separation of the catheter or guidewire
tip,damage to the catheter, or vessel perforation. The device is provided
sterile for single use only. Reuse of single-use device creates a potential
risk of patient or user infections. Contamination of the device may lead
toillness or serious patient injury. Do not expose the catheter to organic

the hydrophilic coating.

Remove the catheter from the carrier tube and inspect for any bends
or kinks. Remove the packaging mandrel from the wire lumen.

. Thoroughly flush the catheter and wire lumen with heparinized
saline. 5. Draw 5ml of heparinized saline into the 30ml syringe.
Connect the syringe to the stopcock, and connect the attached
extension line to the catheter. Flush the entire connection to remove
all air from the catheter, extension line, stopcock and syringe. Turn
the stopcock to the "Off" position.

With the stopcock in the "Off" position, pull back the plunger on the
30ml syringe to the desired amount of extraction volume. Twist the
plunger to lock the syringe in the vacuum position.

Precaution: Check that all fittings are secure so that air is not
introduced into the extension line or syringe

w
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DEPLOYMENT PROCEDURE

solvents. e.g. alcohol Review the schematic drawing of the Extractor Aspiration catheter Syringe
€8 ’ below for terminology used in the following deployment procedure.
Deploy the ExtractorTM Aspiration catheter according to the following Catalogue number Batch code
F | /\ PRECAUTIONS steps: , _
1. Cannulate the vessel using the appropriate guidewire and guiding ® Do not re-use ViN Caution Syringe — Syringe -
Do not use the Extractor Aspiration catheter less than 2.0 mm in Ci't:gztsi;:\vét:rg%eaccﬁrf% R:V- Flush the guiding catheter and RHV R .
diameter of blood vessel. Do not use the Extractor Aspiration catheter for ust nique. T limi
the removal of fibrous, adherent or calcified materia\p(eg. chronic clot, NOTE: A correctly sized guide catheter must be selected to @ fpackage s damaged 'tjﬂ/ enpeeimt
atherosclerotic plaque). Do not use the Extractor Aspiration catheter in accommo- date free movement of the ExtractorTM Aspiration _ Sterilized using e « f ight [ figure-1]
the venous system. Do not use the Extractor Aspiration catheter in the catheter. o o ethylene oxide ZN eepanaylromsunte
cerebral vasculature. Do not use the Extractor Aspiration catheter if the 2. Back-load the Extractor Aspiration catheter onto the guidewire.
packaging has been damaged. Inspect the catheter prior to use for any Advance the catheter on the guidewire until the wire exits the g Use by date d‘ Date of manufacture

opening in the wire lumen.

free from defects in workmanship and materials prior to the stated
expiration date. Liability under this warranty is limited to refund or
replacement of any product which has been found by GENOSS Co., Ltd.
to be defective in workmanship or materials. GENOSS Co., Ltd. shall
not be liable for any incidental, special, or consequential damages
arising from the use of the ExtractorTM Aspiration catheter.

Damage to the product through misuse, alteration, improper storage,
orimproper handling shall void this limited warranty. No employee,
agent, or distributor of GENOSS Co., Ltd. has any authority to alter or
amend this limited warranty in any respect. Any purported alteration or
amendment shall not be enforceable against GENOSS Co., Ltd.

THIS WARRANTY IS EXPRESSLY IN LIEU OF ALL OTHER WARRANTIES,
EXPRESSED OR IMPLIED, INCLUDING ANY WARRANTY OF MERCHANT-
ABILITY OR FITNESS FOR A PARTICULAR PURPOSE OR ANY OTHER
OBLIGATION OF GENOSS CO., LTD.

(m] svMeoLs

Accessories, please refer to the following

1. Stopcock Valve: 1EA

2. Extension line: 1EA
3. Pressure Lock Syringe : 2EA

4. Filter basket : 2EA

5. 0ne set of extension line, stopcock valve, pressure lock syringe is

packaged with the concluded states. Pressure lock syringe are
packaged separately. As shown in the figure-1 below.

1-Way Stop Cock

iz

Extension Line

Filter Basket

LTI LT
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