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INDICATIONS FOR USE

Qitexio Luer Lock Syringes are manual devices used to inject fluids into the body. They are also used for delivery of Lipiodol (Ethiodized Qil) Injection.

PRECAUTIONS FOR USE

* This device must be used by qualified healthcare professionals only.

* This device is not made with natural rubber latex.

» Single-use device: this device is to be used once on one patient only.

» Do not resterilize. This product cannot be adequately cleaned and/or
sterilized by the user in order to facilitate safe reuse, and is therefore
intended for single use. Attempts to clean or sterilize these devices may
result in bioincompatibility, infection or product failure risks to the patient.

» Before use, always check that the medical device and its packaging are
undamaged.

» Before and during use, ensure all facility safety, hygiene, and asepsis
protocol(s) are followed.

* For safe & proper use of the product, please carefully read & follow the full
Prescribing Information (PI) for any drug product(s) used with the device.
Ensure that the use of this device complies with the valid rules of good
practice & current approved labeling of all drugs and devices used with this
device.

* This device is intended for manual, hand-held use only. Do not connect to

active system(s).

» Connections are compatible with 6% (Luer) taper. The syringe barrel
contains an ISO 80369-7 compliant fixed male connector, which is compatible
with ISO 80369-7 compliant female luer hubs (ISO 80369-7: Small-bore
connectors for liquids and gases in healthcare applications — Part 7:
Connectors for intravascular or hypodermic applications).

« All Luer connections should be gently hand tightened without over tightening
to ensure their security and to prevent damage to the device.

* Apply controlled axial pressure on the syringe’s plunger to avoid
uncontrolled injection and/or damage to the device.

» After use, the device must be handled and disposed of as hazardous
biomedical waste in accordance with facility protocol(s) and any applicable
federal, state, and local regulation(s).

« If the used medical device is to be returned to the manufacturer, ensure it is
decontaminated first, according to the regulations in force for the device and
the administered fluids.
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