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Purpose built for Lipiodol® (Ethiodized Oil).
Performance under pressure.’

Qitexio® Luer Lock Syringes and e -
4-Way Stopcock:

Engineered for reliable delivery of Lipiodol® (Ethiodized Oil)
in interventional radiology procedures. g
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The Challenge: Standard delivery device failures

Standard plastic syringes and stopcocks can degrade with
Lipiodol®use. This may lead to leakage, device failure, or the need =
for mid-procedure replacement — disrupting workflow and

increasing the risk of unintended exposure in the angiography suite.

The Solution: Qitexio®

Qitexio®is a purpose-designed single-use delivery system verified
for use with Lipiodol®. The syringes and 4-way stopcock are
engineered to maintain structural integrity and performance

when in contact with Lipiodol®, supporting consistent

and controlled delivery.®#

Key Benefits

* Lipiodol® Compatibility — Verified for reliable * Ergonomic Handling — Designed for optimal grip to
performance with Lipiodol®in interventional procedures."*® support control and ease of injection.

* Reduced Risk of Leakage — Designed to resist * Closed System Efficiency — The 4-way stopcock helps
degradation and maintain integrity under typical minimize unnecessary connections and reduces the
procedural conditions.'? potential for air introduction during syringe exchanges.

Product Information

SKU Description Minimum Order Qty Notes

240088 1 mL Luer Lock Syringe (Box of 5) 6 Boxes Orders must be placed in multiples of 6
240087 3 mL Luer Lock Syringe (Box of 5) 6 Boxes Orders must be placed in multiples of 6
247137 20 mL Luer Lock Syringe (Box of 4) 6 Boxes Orders must be placed in multiples of 6
240090 4-way Stopcock (Box of 5) 6 Boxes Orders must be placed in multiples of 6

Qitexio Luer Lock Syringes and 4-way Stopcock are FDA-cleared Class || medical devices intended for use with Lipiodol®.

!Internal Test Report E17-41 (2017) 2Internal Test Report E20-13 (2020) ° Qitexio Luer Lock Syringes 510(k) letter “ Qitexio 4-Way

Stopcock 510(k) letter °Qitexio™ Luer Lock Syringe Instructions for Use (IFU) ¢ Qitexio™ 4-Way Stopcock Instructions for Use (IFU) www.llplodol.com
GU062600389



Lipiodol® (Ethiodized Oil) Injection

Important Safety Information

WARNING: FOR INTRALYMPHATIC, INTRAUTERINE AND SELECTIVE HEPATIC INTRA-ARTERIAL USE ONLY
See Full Prescribing Information for complete Boxed Warning.

Pulmonary and cerebral embolism can result from inadvertent intravascular injection or intravasation of Lipiodol.
Inject Lipiodol slowly with radiologic monitoring; do not exceed recommended dose.

INDICATION AND USAGE
LIPIODOL® (ethiodized oil) injection is a prescription oil-based radio-opaque contrast agent indicated for:

e hysterosalpingography in adults

e lymphography in adult and pediatric patients

¢ selective hepatic intra-arterial use for imaging tumors in adults with known hepatocellular carcinoma (HCC)

CONTRAINDICATIONS
LIPIODOL® is contraindicated in patients with hypersensitivity to oidism, traumatic injuries, recent hemorrhage or bleeding.

e LIPIODOL® Hysterosalpingography is contraindicated in pregnancy, acute pelvic inflammatory disease, marked cervical erosion, endocervicitis and
intrauterine bleeding, in the immediate pre-or postmenstrual phase, and within 30 days of curettage or conization or patients with known or suspected
reproductive fract neoplasia due to the risk of peritoneal spread of neoplasm.

¢ LIPIODOL® lymphography is contraindicated in patients with a right to left cardiac shunt, advanced pulmonary disease, tissue trauma or hemorrhage,
advanced neoplastic disease with expected lymphatic obstruction, previous surgery interrupting the lymphatic system, radiation therapy to the examined area.

e LIPIODOL® Selective Hepatic Intra-arterial Injection is contraindicated in the presence of dilated bile ducts unless external biliary drainage was performed
before injection.

WARNINGS AND PRECAUTIONS

e Pulmonary and cerebral embolism may occur immediately or after a few hours to days from inadvertent systemic vascular injection or intravasation of
LIPIODOL®. Avoid use in patients with severely impaired lung function, cardiorespiratory failure or right-sided cardiac overload.

e Anaphylactoid and anaphylactic reactions with cardiovascular, respiratory or cutaneous manifestations, ranging from mild to severe, including death, have
uncommonly occurred following LIPIODOL® administration. Avoid use in patients with a history of sensitivity to other iodinated contrast agents, bronchial
asthma or allergic disorders because of an increased risk of a hypersensitivity reaction to LIPIODOL®.

e LIPIODOL® hepatic intra-arterial administration can exacerbate chronic liver disease.

* lodinated contrast media can affect thyroid function because of the iodide content and can cause hyperthyroidism or hypothyroidism.

ADVERSE REACTIONS
¢ Hysterosalpingography — Abdominal pain, foreign body reactions, exacerbation of pelvic inflammatory disease, salpingitis or pelvic peritonitis have been
reported affer the examination in case of latent infection.
e Lymphography — Lymphangitis, thrombophlebitis, edema or exacerbation of preexisting lymphedema, dyspnea and cough, iodism, allergic dermatitis,
lipogranuloma, delayed healing at the site of incision.
e Selective Hepatic Intra-arterial Injection — Abdominal pain, nausea, and vomiting are the most common reactions; other reactions include hepatic vein
thrombosis, hepatic ischemia, liver enzymes abnormalities, transitory decrease in liver function, liver decompensation and renal insufficiency. Procedural risks
include vascular complications and infections.

USE IN SPECIFIC POPULATIONS

e Pregnancy: The use of LIPIODOL® before or during pregnancy may interfere with thyroid function in both the pregnant woman and her fetus and may affect
fetal development. Untreated hypothyroidism in pregnancy is associated with adverse perinatal outcomes, such as spontaneous abortion, preeclampsia,
preterm birth, abruptio placentae, and fetal death. The use of LIPIODOL® before or during pregnancy causes iodide transfer across the placenta which may
interfere with fetal thyroid function and may affect fetal development. Untreated hypothyroidism is also associated with increased fetal risk of low birth weight,
fetal distress, and impaired neuropsychological development. Consider thyroid function festing during pregnancy if a woman was exposed to LIPIODOL®
either before or during pregnancy, and also in infants whose mothers were exposed to LIPIODOL® before and during pregnancy or if clinically indicated.

e Pregnancy Testing: Confirm that the patient has a negative pregnancy fest within 24 hours before LIPIODOL® administration for hysterosalpingography.

¢ Lactation: The use of LIPIODOL® may increase the concentration of iodide in human milk and may interfere with the thyroid function of the breastfed infant.
Consider thyroid function testing in a breastfed infant whose mother was exposed to LIPIODOL® or if clinically indicated.

e Pediatric: For lymphography use a dose of minimum of 1 mL to a maximum of 6 mL according fo the anatomical area fo be visualized. Do not exceed 0.25
mL/kg. Administer the smallest possible amount of LIPIODOL® according to the anatomical area to be visualized.

e Geriatric: There are no studies conducted in geriatric patients.

e Renal Impairment: Prior to an intra-arterial administration of LIPIODOL® screen all patients for renal dysfunction by obtaining history and/or laboratory tests.
Consider follow-up renal function assessments for patients with a history of renal dysfunction.

You are encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatch or call 1-800-FDA-1088.
Lipiodol® is a registered trademark of Guerbet and is available by prescription only.
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