FUBUKI® XF-R

Neurovascular Long Sheath

INSTRUCTIONS FOR USE

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

Read these instructions carefully before use and observe the Indications for Use,
Contraindications, Warnings, Precautions, Malfunctions and Adverse Effects 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.

These Instructions for Use apply to the FUBUKI XF-R Neurovascular Long Sheath
(hereafter called “this product™). For specifications of this product, refer to the product
label.

Description
This product is composed of a long sheath, rotating hemostasis valve (RHV), and a dilator
packed in a sterile pack. This sterile pack is packed in an outer box.
The outer surface of the distal 200 mm segment of the long sheath is coated with a
hydrophilic coating to provide lubricity when the surface is wet. The inner lumen of the
shaft (excluding the connector portion) is lined with a fluoropolymer layer to facilitate the
manipulation of the guide wire and other devices. The shaft is entirely radiopaque.

Long sheath Dilator
Usable Inner Outer Usable Inner Outer
Length Diameter Diameter Length (L) Diameter Diameter
(L) (D) (OD) (D) (OD)
80 cm 6.8 Fr 8 Fr 102 cm 2.7 Fr 6.7 Fr
90 cm 2.28 mm 2.70 mm 112 cm 0.91 mm 2.24 mm
95 cm 0.090 inch 0.106 inch 117 cm 0.036 inch 0.088 inch
100 cm 122 cm

AMK-DT936 Ver.1.00




Shape and Structure
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Indications for Use
The FUBUKI XF-R Neurovascular Long Sheath is intended to be used to guide
interventional devices for neurovascular therapy to a lesion or a procedural site for a
percutaneous intravascular procedure in the neurovasculature. The FUBUKI XF-R
Neurovascular Long Sheath is also intended to be used for injection of contrast media.

The FUBUKI XF-R Neurovascular Long Sheath 1is intended for use only in the
neurovasculature.

Contraindications

None

Warnings

e This long sheath is sterilized with ethylene oxide (EO) gas. Therefore, be sure not to open
the package until just prior to use and use aseptic technique in handling this long sheath.

e Do not resterilize this long sheath. If resterilized, the performance or quality of this long
sheath may be compromised and there is a risk of complications including infection.

e This long sheath is intended for single use only. Do not reuse it. Reusing this long sheath
may cause damage to this long sheath and cause blood vessel damage.

e Check that this long sheath and/or its package is not damaged before use. Do not use if
this long sheath and/or its package is suspected to be damaged.

e Do not use this long sheath after the expiration date indicated on the label. Discard any
long sheath that exceeds the expiration date.

e This long sheath must be used only by a physician who is fully trained in neuroradiology
treatment.

e This long sheath must be used in an institution where emergency surgical operation can be
performed immediately.

e Do not modify this long sheath for any reason. Never make new/additional side holes on
this long sheath shaft. Modifying the long sheath may damage the device and cause blood
vessel damage. Making a side hole on the shaft of this long sheath by any tool
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available in the hospital may cause blood clot formation and/or result in performance
deterioration or damage of this long sheath shaft.

Do not use this long sheath or the supplied dilator alone when inserting into a blood vessel.
Doing so may damage this long sheath and cause damage to the vessel wall by the tip of
the supplied dilator or this long sheath.

Manipulate this long sheath carefully, and if any resistance is felt, stop the manipulation
and identify the cause of the resistance under X-ray fluoroscopy. Otherwise, this long
sheath may be damaged, causing blood vessel damage. Note that when using this long
sheath in combination with other devices, especially when the clearance between the
lumen of this long sheath and the combined device is small, the combined device may get
stuck in this long sheath. Therefore, follow the compatibility information in the labeling.
Do not insert the guide wire forcefully or advance it rapidly when this long sheath is bent
or twisted. Otherwise, the guide wire may cause perforation or damage of this long sheath,
and result in blood vessel damage.

Avoid applying excessive torque to the long sheath while inserted in a vessel, because
excessive torque may cause kinking and damage of this long sheath and result in damage
of the blood vessel.

During procedures, use appropriate anticoagulant therapy by taking the patient's condition
into consideration.

Always refer to the insert and/or Instructions for Use attached to the medical devices to be
used together with this long sheath.

Do not use ethiodol and/or lipiodol agents, or any liquids containing these agents. These
agents may cause the erosion of the connector resin and result in device damage.

Do not use this long sheath for a patient with blood coagulation disorder or severe change
in coagulation ability due to any cause. Doing so may worsen the symptoms.

Do not use this long sheath for a patient who cannot adapt to surgical operations.

Do not use this long sheath for a patient who has had any severe and distinct adverse
reaction to contrast media or other agents necessary for the intended procedure. Doing so
may cause adverse effects such as allergic symptoms or shock symptoms.

Do not use this long sheath for a patient who is or could be pregnant. The fetus may be
affected by X-rays.

Do not use this long sheath for a patient with vascular disease which inhibits the insertion
of a sheath introducer of an appropriate size.

Do not use this long sheath for a patient who is judged unsuitable for the procedure by the
physician.

Precautions
Prior to use, confirm that all devices including this long sheath function normally.
Check that the specifications of this long sheath are suitable for the purpose of use and
procedures.
In case this long sheath is inserted over an angiographic guide wire with hydrophilic
polymer coating, advance this long sheath gently, paying careful attention not to abrade
the hydrophilic coating of the guide wire with the tip of the supplied dilator.
Before use, make sure that this long sheath is appropriate in size and shape and compatible



with the medical devices to be used in combination. Because the supplied dilator is
dedicated to this long sheath, do not use it with other Asahi Intecc long sheaths of
different Fr sizes or other manufacturers’ long sheaths.

Use this long sheath in combination with a guide wire with a diameter at or below the
maximum guide wire diameter listed below.

Maximum guide wire diameter

When the supplied dilator 1s used. When the supplied dilator is not used.

0.89 mm (0.035") 0.97 mm (0.038")

The device may occlude small vessels. Use care to avoid total blockage of blood flow.

In case the clearance between the interventional device to be used and the lumen of this
long sheath is small, fully open the hemostatic valve and insert the device slowly in order
not to cause air embolism. Follow interventional device instructions for use.

When taking this long sheath out of the package, keep this long sheath attached to the
protective thick paper and take out the protective paper together with this long sheath to
avoid damage to this long sheath.

When withdrawing this long sheath from the blood vessel, always insert the angiographic
guide wire into the lumen of the long sheath first then insert the supplied dilator into this
long sheath completely and lock the dilator to the long sheath prior to withdrawal of the
long sheath. Manipulating this long sheath alone may cause damage to the blood vessel or
long sheath.

If any resistance is felt during the manipulation of the long sheath, do not rotate it.
Rotating the long sheath in such a state may cause damage to the shaft of this long sheath
such as kink and distortion.

Before injection of contrast media, check the long sheath for any twist, crush or kink, and
reconfirm this long sheath is not occluded. Injection of contrast media into an occluded
long sheath may damage this long sheath.

Since this long sheath is coated with a hydrophilic coating and has a high level of lubricity,
always confirm the location of the tip of this long sheath under X-ray fluoroscopy and
manipulate this long sheath carefully.

Operate slowly when inserting the supplied dilator into this long sheath. Advancing it
rapidly may apply excessive load onto the tip of this long sheath and result in damage.

Do not wipe the surface of this long sheath with gauze, absorbent cotton, or such soaked
with alcohol, chlorhexidine gluconate solution, or similar solutions. It may damage this
long sheath or reduce the lubricity of the surface.

The long sheath has not been evaluated for safety and compatibility in the MR
environment. It has not been tested for heating, migration, or image artifact in the MR
environment. The safety of this long sheath in the MR environment is unknown. Scanning
a patient with this device inserted in the patient may result in patient injury.

Take preventive measures against infection after use. Discard this long sheath as medical
waste.



e Limit the exposure to X-ray radiation doses to patients and physicians by using sufficient
shielding, reducing fluoroscopy times, and improving operations, when possible. The
risk of X-ray radiation exposure complications may increase as the procedure time and the
number of procedures increase.

Malfunctions and Adverse Effects
When using this long sheath, malfunctions and adverse effects such as, but not limited to,

the following may occur. A serious adverse effect may lead to severe complication or
death.

1. Malfunctions

Damage
* Kink * Bend
* Separation » Damage to the hydrophilic coating
Withdrawal difficulty
Insertion difficulty
Obstruction
2. Adverse Effects
*Death «Ischemia
*Infection « Arrhythmia
*Vessel dissection *Vasospasm
*Damage to a vessel, including vessel *Vascular occlusion
perforation *Aneurysm (false/dissecting)
*Bleeding complications *Blood pressure reduction
*Embolism +Allergic reaction
*Thrombus
*Infarction

X-ray radiation exposure related adverse events (alopecia, burns ranging in severity
from skin reddening to ulcers, cataracts, and delayed neoplasia).

How to Use
Insert this long sheath into blood vessel percutaneously.

o Insertion via a short sheath
B Preparation of long sheath

1) Remove this long sheath with the protective thick paper from the package.

2) Remove this long sheath from the protective thick paper.

3) Check that this long sheath is not damaged.

4) Use a syringe and flush the long sheath having the RHV connected with
heparinized and sterilized saline.

B How to insert
1) Prepare the patient for the procedure as per standard procedure.



2)
3)

4)

5)

6)
7)

8)

9)

Insert a puncture needle with a plastic outer tube into the intended blood vessel.

Withdraw the inner needle while leaving the plastic tube in the vessel.

Insert the guide wire for short sheath into the plastic tube. Withdraw the plastic

tube.

Insert a dilator for short sheath into a short sheath completely. Lock the connectors.

Then insert the short sheath and the dilator for short sheath into the vessel along

the guide wire for short sheath. The compatibility of short sheath is as follows:
8 Fr short sheath (minimum inner diameter: 2.78 mm/0.109 inch)

Withdraw the dilator for short sheath and the guide wire for short sheath,

leaving the short sheath inserted in the vessel.

Insert an angiographic guide wire into the short sheath.

Insert this long sheath gently and carefully along the angiographic guide wire

into the short sheath. For smooth insertion of this long sheath, add drops of

heparinized and sterilized saline with a syringe to the surface of this long

sheath to enhance the lubricity of the hydrophilic coating.

Flush the long sheath by sucking air in the long sheath from the connected

RHYV using a syringe.

Advance this long sheath to the target site and secure it.

B Withdrawal/replacement of the long sheath

1)
2)

3)

Insert the angiographic guide wire until it protrudes approximately 5 cm from
the tip of this long sheath.

Pull out this long sheath gently and carefully along the angiographic guide
wire.

To replace this long sheath, insert a new long sheath by following steps 7) to 9)

in the “How to insert” section above.

o Insertion without using a short sheath
B Preparation of long sheath

)]
2)

3)
4

Remove this long sheath, with the protective thick paper, from the package.
Remove this long sheath and the supplied dilator from the protective thick

paper.

Check that the long sheath and the supplied dilator are not damaged.
Flush this long sheath and the supplied dilator with heparinized and sterilized
saline using a syringe.

Hl How to insert

1)
2)

3)

4)

Prepare the patient for the procedure as per standard procedure.

Insert a puncture needle with a plastic outer tube into the intended blood vessel.
Withdraw the inner needle while leaving the plastic tube in the vessel.

Insert an angiographic guide wire into the outer plastic tube and advance the
guide wire to near the intended site, then withdraw the plastic tube.

Insert the supplied dilator into this long sheath completely and lock the
connectors of this long sheath and the supplied dilator.



5)

6)

7)
8)

Insert the long sheath combined with the supplied dilator gently and carefully
along the angiographic guide wire. For smooth insertion of this long sheath,
add drops of heparinized and sterilized saline with a syringe to the surface of
this long sheath to enhance the lubricity of the hydrophilic coating. If any
resistance is felt upon insertion, make a small incision in the skin using a
surgical knife.

When this long sheath has almost reached the intended site, separate the
supplied dilator from the long sheath, then pull out the dilator.

Aspirate the air from the long sheath via the connected RHV using a syringe.
Advance this long sheath to the target site and secure it.

B Withdrawal/replacement of the long sheath

1)

2)

3)

4)

Insert the angiographic guide wire until it protrudes by approximately 5 cm
from the tip of this long sheath.

Withdraw the tip of this long sheath slightly away from the intended site along
the angiographic guide wire. Then, insert the supplied dilator into this long
sheath completely along the angiographic guide wire, and lock the connectors
of the supplied dilator and this long sheath.

While keeping this long sheath connected with the supplied dilator, pull out
this long sheath along the angiographic guide wire.

To replace this long sheath, insert a new long sheath by following steps 4) to 8)
in the “How to insert” section above.

Table of Flow Rate
Example result of injection test with auto injector.

The recommended maximum injection pressure is 1034 kPa (150 psi).

Effective length | General name of |Iodine content | Viscosity | Obtained flow
of sheath (cm) contrast medium (mg/ml) (mPa-s) rate (ml/sec)

80 Iopamidol 300 4.4 2.98

The flow rate in actual operation can be lower than this example result depending on
the viscosity of the contrast medium and/or other conditions.

Storage method

Do not keep the product in a bent 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 label of the product package.

Contents

One set/bag
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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 effects 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).

“FUBUKI” is a trademark or a registered trademark of ASAHI INTECC CO., LTD. in
Japan and other countries.



A ASNHI INTECC
ASAHI 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.
© 2025 ASAHI INTECC CO., LTD.
2025-07-08 (1st edition)
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