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7-2019(Version 2)

Product Name: Biopsiblade

® Do not reuse

SEIEE

Read instructions before use

[Contraindications and Prohibitions]

<Applications (Applicable Patients)>

Do not use the product on any patients who are sensitive or allergic
to metal.

< Prohibitions>

Re-use prohibited

Re-sterilize prohibited

Do not use the product when the aseptic condition of the products is
considered to be lost due to damage/breakage of package.

[Shape and Structure]

This product is a disposable surgical blade which consists of
blade and handle.

1. Physical Appearance

Handle

2. Material
Blade: Stainless Steel (Chromium contained)

[Purpose]
This product is a blade for surgery. This product is single use.

[Handling and Use]

Push the blade against the subject tissue, curettage with the

appropriate strength and cut the tissue off.

(DBefore Use

Confirm there is no damage on the sterilized pack, open the package

and remove the product.

Confirm there is no damage/breakage of the product and use it

without intermission.

@Handling

1. Hold the both ends of the handle by thumb and index finger and
put force from both sides to the center, make the blade curved.
Keep this form of the blade, cut off the subject tissue.

2. To cut off narrower subject, put additional force from both sides of
the blade and make the blade more curved.
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[Precautions for Use]

Important Precautions

(1) Do not use the product if the package is damaged/broken (The
aseptic condition cannot be assured even though the product is
within their expiry date).

(2) Do not put force to the blade when the product is still inside the
sterilized pouch (Pouch would be torn and the sterilized status
cannot be assured).

(3) When removing the product from the package, do this procedure
with care of the blade. If the blade gets contact with anything
else, do not use the product and replace it with a new one.

(4) Do not use the product if any abnormality such as damage/breakage
is recognized.

(5) Handle the products with care in order to avoid being injured by
the blades (The blade is so sharp that it would injure).

(6) When handling the product, do not bend it too much (The handle
would crack).

(7) After the usage of the products, be aware of the risk of infections
and dispose them properly as medical waste with the
perspective of preventing infection.

[Storage and Expiration Date]

1. Storage

(1) Avoid exposing the product to high temperature, high humidity,
direct sunlight and water. Store the product at the ambient
temperature.

(2) Store the product in a clean and dry place without loading
anything on the products.

(3) Do not store the product together with chemical products or in an
area where gas occurs.

(4) Avoid damaging or making pinholes to package materials.

2. Expiration Date
Check the expiry date which is indicated on the individual and
external package.

[Manufacturer]

Kai Industries Co., Ltd.

1110, Oyana, Seki City, Gifu Prefecture,
501-3992, Japan

[EU Authorized Representative]
Kai Europe GmbH

Kottendorfer StraBe 5

42697 Solingen, Germany



