ASAHI® Veloute® Microcatheter
ASAHI Tellus® Microcatheter

Instructions for Use

Caution: Federal (USA) Law restricts this device to sale by or on the order of a physician

Read this Instructions for Use before using this microcatheter and observe “Indications for
Use”, “Contraindications”, “Warnings”, “Precautions”, “Malfunctions and Adverse events”
and “How to Use” sections in the Instructions for Use. Failure to do so may result in
complications, including serious injury to the patient or death.

This Instructions for Use apply to ASAHI Veloute Microcatheter, ASAHI Veloute C3 Microcatheter,
ASAHI Tellus Microcatheter and ASAHI Tellus C3 Microcatheter. For specifications of the
respective product, refer to the product label.

Descriptions
The outer surface of this microcatheter is coated with hydrophilic polymer in order to exert the
lubricity when the surface is wet. Its lumen excluding the connector section is coated with PTFE to
facilitate the movement of the guide wire and other devices. The entire shaft has a radiopaque
structure, and the tip of the distal end has a radiopaque marker for clear identification.

A stylet is included in the same package.

Shape and structure
Ti
Shaft

\_Marker

Indications for Use
This microcatheter is a medical device intended for angiography and/or infusion of various
substances including diagnosis, embolization and treatment in the peripheral vasculature using an
appropriate guide catheter and guide wire. The microcatheter is not intended for use in
neurovasculature, coronary arteries and carotid arteries.

Contraindications
None

AMK-DT603 Ver.2.01



Warnings
Failure to observe the following may result in life-threatening adverse eftects.
Do not use this microcatheter for a patient in pregnancy or a patient who may be
pregnant (X-ray may affect the unborn child).
Do not use this microcatheter for a patient who is not eligible for surgical operation
or who has exhibited obvious and serious allergic reactions to contrast media or other
types of drugs which are necessary for the procedure.
This microcatheter is sterilized with ethylene oxide gas (EOG) and is intended for single use
only. Do not reuse or resterilize. If reused or resterilized, the performance or quality of the
microcatheter may be compromised and there is a risk of complications, including infection.
If the package is opened or damaged, do not use this microcatheter. Do not open the package
until just prior to use. Use aseptic technique in handling and using the microcatheter.
Do not use this microcatheter after the expiration date indicated on the product label.
Do not modify this microcatheter for any reason.
Do not use this microcatheter in advanced calcified lesions.
Do not use this microcatheter in lesions through strut of stent.
Do not rotate this microcatheter in any situation.
If any resistance or anything abnormal is felt during use this microcatheter, do not continue the
manipulation. While paying full attention to possible complications, carefully withdraw the
entire system.
This microcatheter must be used under circumstances where emergency surgical operation can
be performed.
Always check the position of the distal end of this microcatheter under fluoroscopy. When
removing the microcatheter, insert the guide wire in advance.
Read the Instructions for Use of the medical devices and the therapeutic agents used with this
microcatheter.
This microcatheter must be used only by a physician who is trained in peripheral intervention.
Do not use this microcatheter for the purpose other than the purpose described in this
Instructions for Use.
Refer to Table 1 when using contrast medium or therapeutic agents with this microcatheter.
Table 1

Oil-based Water-soluble )
. . Other organic
Ethanol contrast medium | contrast medium solution
(Lipiodol etc.) (Iopamidol etc.)
Injection into the
J. Usable Usable Usable Do not use
microcatheter
Immersion or wipe
on the outer surface | Do not use Do not use Do not use Do not use
of the microcatheter

Excessive repeat of insertion and/or withdrawal of this microcatheter may damage to the
hydrophilic coating.

If a power injector is used to inject a contrast medium or therapeutic agents, the injection
pressure must not exceed the maximum injection pressure. Exceeding the maximum injection
pressure may cause damage to this microcatheter.
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The recommended maximum injection pressures are:

When the distal end is open:6895kPa(1000psi)

When the distal end is closed:2068kPa(300psi)
If this microcatheter is bent or occluded, do not inject a contrast medium or therapeutic agent.
Prior to use, confirm that this microcatheter is compatible with the medical devices to be used
and the embolic material to be inserted.
When inserting the guide wire while keeping this microcatheter inserted in a blood vessel, take
particular care in inserting the guide wire. If any resistance or anything abnormal is felt when
inserting or withdrawing the guide wire, stop the manipulation, and withdraw the entire
system.
Operate this microcatheter carefully to avoid damage, especially when inserting the
microcatheter into the guide catheter.
If this microcatheter is bent or kinked, do not insert the guide wire and avoid abrupt handling.
If this microcatheter is inserted into a guide catheter equipped with a stopcock, do not turn the
stopcock to closed position.
If using a RHV or a hemostasis valve with the guide catheter, do not excessively tighten the
hemostasis valve to this microcatheter, or do not manipulate the microcatheter while keeping
the valve tightened.
When injecting a contrast medium, inject by checking the flow of the contrast medium from
the distal end of this microcatheter under fluoroscopy. If there is no flow from the distal end of
the microcatheter, stop injecting the contrast medium.

Precautions
Prior to use, check the sterile bag is not opened or damaged, this microcatheter is not
damaged. If any damage is suspected with the sterile bag or the microcatheter, do not use the
microcatheter.
Use appropriate anticoagulant therapy by taking the patient’s condition into consideration.
To secure lubricity of the outer surface and the lumen of this microcatheter, moisten the outer
surface with a heparinized and sterilized saline and flush the lumen of the microcatheter with a
heparinized and sterilized saline while using the microcatheter. In addition, after withdrawing
the microcatheter, immerse it in a heparinized and sterilized saline to keep it moistened. In
particular, after injecting a contrast medium or inserting embolic material, sufficiently flush
the lumen of the microcatheter with the heparinized and sterilized saline.
When shaping this microcatheter, use the stylet that is provided as the accessory and apply
steam. Do not heat the microcatheter by other means. Do not apply excessive force or make an
extremely small radius, or pinch it by forceps or fingers. Otherwise, the microcatheter may be
bent or kinked, and the hydrophilic coating may be damaged.
For removal of the stylet, slowly withdraw it from the microcatheter with one hand while
sliding it between two fingers of the other hand that prevent the microcatheter from moving
forward with the stylet. Be careful not to crush the tip of the microcatheter.

OK NG

If using a syringe, carefully handle the syringe since injecting embolic material or therapeutic
agent(s) into this microcatheter may tend to generate high pressure. If abnormal resistance is
felt at the syringe, stop the injection.



1)

Take sufficient preventive measures against infection after using this microcatheter, and

discard it as medical waste.

Malfunctions and Adverse events

When using this microcatheter, the following malfunctions and adverse events may occur. A serious
adverse event may lead to death or severe complication. However, such malfunctions and adverse
events are not limited to these.

Malfunctions
Damage
+Kink *Bend
Withdrawal difficulty

Insertion difficulty
Occlusion of catheter lumen

2) Adverse events

Death

Infection

Dissection of blood vessels
Perforation of blood vessels
Hemorrhagic complication

Emboli

Thrombus

Infarction

m Preparation

1) Remove this microcatheter together with the holder from the sterile bag.

2) Using a syringe, inject a heparinized and sterilized saline into the holder from the flush
connector. Check that the heparinized and sterilized saline has been injected to the extent
it spills from the other end of the holder.

3) Withdraw the microcatheter from the holder and check that the surface has lubricity. If any
resistance is felt when withdrawing the microcatheter from the holder, inject a heparinized
and sterilized saline into the holder again to provide lubricity to the microcatheter.

4) Connect a syringe to the microcatheter withdrawn from the holder, flush the lumen with a
heparinized and sterilized saline, and fill the lumen of the microcatheter with the
heparinized and sterilized saline.

m Insertion

1) Insert the appropriate guide wire into the microcatheter and advance carefully.

2) Connect a RHV or a hemostasis valve to the guide catheter placed in a blood vessel in
advance, and fill the lumen of the guide catheter with a heparinized and sterilized saline.
Insert the microcatheter and the guide wire as a unit into the RHV or the hemostasis valve.
And advance the microcatheter with the guide wire to the distal end of the guide catheter

under fluoroscopy.

*Separation ~ *Damage to the hydrophilic coating - Burst

Ischemia

*  Dysrhythmia

+  Spasm of blood vessels

+ Vascular occlusion
Aneurysma (false / dissecting)

*  Blood pressure reduction
Allergic reaction

How to Use

3) After checking the position of the distal end under fluoroscopy, advance the microcatheter
to the intended position, while always keeping the guide wire ahead of the microcatheter.
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4) Withdraw the guide wire. Fix the connector of the microcatheter to the extension tube
connected in advance to the power injector, and perform the injection. Refer to the flow
rate in the Table of Flow Rate. If manually injecting the contrast medium, therapeutic
agents or embolic material, connect a syringe to the connector of the microcatheter.

5) To prevent the blood clots from adhering to the inner surface of the microcatheter during
the procedure, connect a syringe to the RHV connected to the microcatheter as
appropriate, and inject a heparinized and sterilized saline.

6) To prevent the blood clots from adhering to the surface of the microcatheter during the
procedure, connect a syringe to the RHV or the hemostasis valve connected to the guide
catheter, and flush the lumen of the guide catheter with a heparinized and sterilized saline
as appropriate.

m Withdrawal
1) While keeping the guide wire, which is inserted into the microcatheter, placed in the blood
vessel, withdraw this microcatheter.

Storage method
Do not keep this product in a bent and/or heavily-loaded condition. This product must be kept out of
water. Store in a cool, dark, and dry place.

Expiration date
The expiration date is indicated on the product label.

Contents
1 set per package

Symbols

Inner diameter € EE— Straight
Straight
Minimum guide catheter F Angle
LD. Angle

Y Maximum guide wire @\\5: Swan Neck
1 0.D.

Swan Neck



Liability Disclaimer
By no means shall "ASAHI INTECC CO., LTD. and its affiliated companies" (hereinafter
referred to as the '""Company") be liable for accidents, personal injuries, adverse events due to
any improper use of the product(s) or any other use inconsistent with these instructions. In no
event shall the Company be liable for any damages either (i) arising out of storage of the
product(s) after the shipment from the Company or (ii) due to selection of patients, surgery
techniques, or any other medical activities by the medical institution that uses the product(s).

"ASAHI", "Veloute" and "ASAHI Tellus" are trademarks or registered trademarks of ASAHI
INTECC CO., LTD. in Japan and other countries.



Table of Flow Rate

Example result on injection test with auto injector
ZMA700modelA(Sugan Co., Ltd.)
Temperature of contrast medium 37°C

INJECTION PRESSURE MONITOR/LIMIT 2068kPa (300psi), 6895kPa (1000psi)

FLOW SCALE ml/sec

LINEAR RISE SECONDS 0.3sec

3 * General name of contrast medium Iopamidol

1 - Equipment
2 * Conditions

Effective . Setting Parameter  |Obtained Flow Rate (ml/sec) |Dead
lodine  |yjgcosity
Product Name length of content FLOW Space
product (mPa . S) VOLUME [2068kPa 6895kPa Volume
(cm)  |mg/mD) RATE o (300psi)  |(1000psi) |(ml)
(ml/sec)
300 4.4 6.0 10 0.8 3.8
105 370 9.1 3.0 10 0.4 2.0 0.44
300 4.4 6.0 10 0.8 3.4
ASAHI Veloute 125 370 o1 3.0 10 0.4 13 0.49
300 4.4 6.0 10 0.6 3.2
150 370 9.1 3.0 10 0.3 1.5 0.56
300 4.4 6.0 10 1.0 3.8
105 370 9.1 3.0 10 0.5 2.0 0.44
ASAHI Veloute 300 4.4 6.0 10 0.8 3.4
C3 125 370 9.1 3.0 10 0.4 1.8 0.49
300 4.4 6.0 10 0.7 3.2
150 370 9.1 3.0 10 0.3 1.5 0.56
300 4.4 6.0 10 1.2 4.9
105 370 9.1 3.0 10 0.6 2.4 0.49
300 4.4 6.0 10 1.1 4.3
ASAHI Tellus |125 370 01 30 10 0.5 )1 0.56
300 4.4 6.0 10 0.9 3.5
150 370 9.1 3.0 10 0.5 1.7 0.64
300 4.4 6.0 10 1.1 4.4
105 370 9.1 3.0 10 0.5 2.3 0.44
300 4.4 6.0 10 0.8 3.8
ASAHI Tellus C3(125 370 o1 3.0 10 0.4 50 0.49
300 4.4 6.0 10 0.7 33
150 370 9.1 3.0 10 0.3 1.7 0.56

*The flow rate in actual operation can be lower than this example result because of the variety of the viscosity

of the contrast medium and/or other condition.

*The dead space volume represents a value measured when medical equipment to be used together is

connected.
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Ml Asan1 INTECC CO., LTD.
3-100 Akatsuki-cho, Seto, Aichi 489-0071 JAPAN

Distributor:
ASAHI INTECC USA, INC.
Tel : 855-286-9473 (Customer Support)

E-Mail : customersupport@asahi-intecc.com

Country of origin for this product is indicated on the product label.
© 2024 ASAHI INTECC CO., LTD.
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