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MEDICAL

1, Description
The Optimos™ Injector consists of outer and inner catheters, a handle and a needle,
The inner catheter is located in the outer tube and is connected to the handle for retracting and extending
the needle. Users can choose the lengths and sizes appropriate for their purposes.
2. Indications for Use
This device is used for endoscopic injections of coagulating agents or saline.
3. Contraindications
— Any use other than those specifically outlined under Indications for Use
— Patient with bleeding disorder
— Patient with ascites
4, Potential Complications
— Perforation — Bleeding
5. Precautions
» Confirm the bleeding site endoscopically.,
» Check the state of packaging and sterilization and the expiration date of the product.
» Fully retract and extend the needle with the handle before the procedure to confirm the smooth
operation of the device,
6. Cautions
» Only doctors who have received proper training can use this device,
+ The Optimos™ Injector is intended for single use only.
» Do not re-sterilize and/or reuse the device. Use this device prior to the expiration date (use by date)
specified on the package.
» When the Optimos™ Injector is inserted endoscopically, refer to the package or label for the minimum
channel size required for the device.
+ The end part of the endoscope should be kept separate from the hemostasis injection location to
avoid being stained.
1. Warnings
» People who have allergies or a history of allergies to drugs may be allergic to this surgical procedure,
» This device is intended for single use only.
» Do not resterilize and/or reuse the device.
» Do not use if the patient has severe fever, bleeding, or difficulty in breathing,
+ Do not use if the packaging is opened or damaged,
» Do not use the device beyond the use by date on the label.
8. Instructions for Use
(1) Confirm the bleeding site endoscopically.
(2) Check the package of product. (If any abnormality is detected on the package, do not use)
(3) Introduce the device into the accessory channel of the endoscope and place it on the target site,
(4) Insert the needle into the site by using the handle,
(5) Inject the agent into the site by pushing the end part of the syringe.
(6) Retract the device from the endoscope after completing the procedure.

(Using Hemostasis)

(7) Advance the needle across the bleeding site by pushing the handle,

(8) Insert the needle into the proximal part of the bleeding site.

(9) To confirm the insertion position, inject saline. Note: Mucosa should not become swollen with

an injection of saline.

(10) If the mucosa becomes swollen, readjust the position of the needle and find an appropriate
site by injecting saline,

(11) If there is no swelling of the mucosa, perform the hemostasis injection. When the injection is
complete, withdraw the needle from the injection site and retract it into the outer sheath by
pulling back the handle,

(12) The end part of the endoscope should be kept separate from the hemostasis injection site to
avoid being stained.

(13) Upon completion of the procedure, dispose of the product in accordance with the prescribed
disposal procedure.

9, Handling / Storage

The expiration date of this product is three years. Do not use any piece of this product if it has expired.

Store this product in a dry, clean place at the temperature of 15C~30€; keep the product away from

direct sunlight.

AReuse Precaution Statement

This product has been sterilized using ethylene oxide (E.0.) gas.
Do not use if the sterile package is opened or damaged.
The company is not responsible for re-sterilized products.
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