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Introducer Sheath

[A] Product Name

[G] Preparations for use

[H] Storage

GENOSS Introducer Sheath

(8] Description

This product is a medical device mainly used to minimize
vascular damage that may occur in the process of percutane-
ously inserting a catheter into a vein or artery during diagnosis
and treatment of vascular diseases, and to reduce the inconve-
nience and complications of the procedure.

[c] Intended Use

Sheath

Dilator

Itis a device that maintains hemostasis while performing interv
entional procedures and facilitates percutaneous insertion of
various devices into veins or arteries.

It is a composite medical device, which consists of the follow
ing components.

1.Sheath : sheath used to insert the catheter through the skin.

2. Dilator : manual device that dilates or measures blood vessels.

3.Guide wire : coil-type device inserted into a catheter to guide
the catheter into the blood vessel.

4.1V Catheter : tube-shaped catheter that is inserted into a pat
ient's blood vessel for a short period of time (within 30 days)
and is used for blood collection and blood pressure monitor-
ing.

5.Introducer needle(Seldinger needle) : disposable needle use
d for the purpose of healing by inserting a fine needle into
the skin or tissue.

6.Blades : It is a manual medical knife used for cutting and inc
ision of human tissue and is disposable.

(D] warnings

1. Be familiar with the product manual before using it.

2.Do not use the product if the sterile packaging of the product
isdamaged.

3.This product is a disposable sterilization product, so do not
re-sterilize or reuse it.

4. Dispose of expired products without using them.

5.1t must be used for the using purpose of the product and
should not be used for any other purpose.

6.Use immediately after the package opened.

(€] cautions

1.Check if the product is bent or damaged by appearance
before use and do not use damaged products.

2.Do not use if the package is opened or the label is damaged
and cannot be identified.

3.This device is intended for use only by physicians skilled in
percutaneous and intravascular techniques and procedures.

4.Do not apply physical impact to the distal tip part of the
catheter to prevent deformation.

5.As thisis the disposable sterile medical device, so cannot be
reused or re-sterilized.

[F] Potential Complications

The following adverse events may include, but are not limited to:

-Vascular trauma (e.g. perforation, dissection)
- Vascular complications (e.g., puncture site complications)
- Blood clots

- Infection/Pain in puncture site

- Arterial spasm

- Embolism/Obstruction

- Bleeding

- Nausea/Vomiting

- Fever/Chills

- Arteriovenous fistula

- Behavioral disorder

- Kidney failure

- Arrhythmia

- Hematoma

- Allergies

IV catheter

Introducer Needle

Store at room temperature (1°C to 30°C) in a cool, dry and dark
place.

[1] Shelf life

3years from manufacturing date.

[J] Number of uses

This product is a disposable medical device, so it should be not
re-sterilized, not reused, and discarded according to the rules
after use.

(K] Packaging unit

| —rwee Blades 5ea / 1Box
w
Carefully check the GENOSS Introducer sheath to ensure that it m Symbols
is not damaged during handling.
Ensure that the size of the product to be used is suitable for the S )
| Keey fromsunl
access vessel and the interventional device used. d Manufacturer AN pawayflomsunlght
Remove Tyvek wrappers and check for all components(Sheath, Lo
Dilator, Guide wire, V. catheter, Introducer needle, Blade). d] Date of manufacture ‘T Keepdry
o Usebydate A7 | Temperaturdiimit
[H] Instructions for use re
1.Check and prepare the insertion area using an appropriate
LOT Batch code Donotre-use

aseptic method and local anesthesia if necessary. ®
2.Remove the GENOSS Introducer sheath and components ) ]

from the package using a suitable aseptic method. Catalogue number [li] | consuitinstructonsforuse
3.Flushing all components with saline water and wet the surfa —

ce of the sheath. zfggﬁd usingethylene | /\ | caution
4. After flushing using the three-way valve of the sheath, close

the valve to maintain the flushing state. @ Donotuse ) )

. L . - - Medical d

5.Adilatoris inserted through the hemostatic valve of the shea if packageis damaged el device

th to fix it so that it clicks. ] - Single Sterilebarrer system
6.Insert a suitable needle into the blood vessel. @ Unique device dentifier W$gmtecﬁvepackaging

outsiae

a) When using an introducer needle, insert the flexible tip of
the wire into the blood vessel through the hub of the intro
ducer needle while holding it.

b) When using an LV. catheter, remove the metal needle tube
after puncture and insert the flexible tip of the wire into the
vessel through a plastic catheter.

7.Position the guide wire in the vessel and remove the needle.
After removing the needle, apply pressure to the puncture
area to stop bleeding.

8.Insert the assembled sheath and dilator into the puncture
area along the guide wire and place it in the intravascular.

9.Bend the hub of the dilator, separate the assembled part, and
remove it from the sheath. (The sheath is located in the blood
vessel and carefully removes the guide wire at the same time
as the dilator is removed)

10. After removing the dilator, suction is performed from the
extension line of the sheath to remove remaining air. After
suction, flush through a three-way valve using an appropri-
ate solution. At this point, the valve is kept locked to maintain
cleaning on the extension line.

11. Removed
a) When clinically indicated, the sheath shall be removed. Int
ravascular compression on the perforated area begins with
the sheath slowly being removed. Dispose of sheath as app
ropriate.

% When removing the sheath, apply pressure to the punct
ure area and press it to block the flow of blood as much as
possible and remove it slowly.

b) When the sheath is left, it is inserted into the sheath using
an appropriate size occlusion device. After washing the she
ath, the occlusion device is placed in an appropriate position
through the sheath and snap. Clean with an appropriate solu
tion through an extension line.

% Sheath shall be removed within 24 hours of insertion.

12. Dispose of all components including used sheath without

reuse.
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