Q UNIMAX Instructions For Use

FIF series

m The following information should be read before using this device.

Description

The Disposable Insufflation Tubing Set is intended as a connection and filtration
device between an insufflators and Veress Needle or suitable laparoscopic port.
There are 6 connectors available for use with different insufflators.

15 mm connector 22 mm connector Click-in adaptor O-Ring adaptor Luer Lock 15/22 mm Connector
Linvatec/Storz/Wolf Linvatec/Storz/Wolf | Olympus/ Storz/Stryker | Smith Nephew/ Linvatec| Linvatec/Storz/Wolf Linvatec/Storz
Intended Use

The Insufflation Tubing Set is for use to insufflate the abdominal cavity in order to create working space for endoscopic procedure, and it
contains a filter for filtration of the insufflation gas. There are 6 connectors available for use with different insufflators.

Indications
The Unimax Insufflation Tubing Set is indicated for use in gynecological laparoscopy, laparoscopic cholecystectomy and other laparoscopic
procedures.

Contraindications
This device is not intended for use when endoscopic techniques are contraindicated.

Residual Risks
The risk analysis process for the products have determined that there are no residual risks which need to be disclosed.

Instructions for Use

1. Peel the pouch to access sterile product. Inspect for damage of device before use.

2. Place Disposable Insufflation Tubing Set on sterile field.

3. Connect the Luer lock connector to Veress Needle or suitable laparoscopic port and the distal end to the output port of insufflator.
Note: Confirm correct connection of gas supply, ensure connections secured and tubing not kinked before gas to be delivered to patient.
Inaccurate connection may cause patient injury. Please follow instructions provided by the manufacturer of insufflator. It is the user’s
responsibility to ensure that the surgical procedure is performed correctly.

Warnings and Precautions

* Federal (U.S.A) law restricts this device to sale, distribution, and use by, or on the order of a physician.

* This device is EO sterilized and for single use only. Please do not re-use or re-process to avoid irreversible injury such as cross-infection
or injury caused by device malfunction.

* Do not use when the package is opened or damaged. Do Not use the device after expiry date.

* Store this device in a dry, clean and safe place. Keep the device away from flammable and combustible chemicals or materials.

* Please follow universal guidelines upon medical waste disposal to avoid any potential cross-infection, environmental contamination or
injury caused by sharps waste.

* Any serious incident that has been occurred in relation to the device should be reported by the user to the manufacturer and to the
competent authority of the country in which the user is located.

* Procedures for laparoscopic surgery should be performed only by qualified and trained physicians familiar with laparoscopic surgical
techniques.
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