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DESCRIPTION

decades world-wide and has demonstrated an excellent safety profile.

MODE OF ACTION

to increase urethral resistance to urine leakage.

INDICATIONS FOR USE

CONTRAINDICATIONS

« In patients with significant history of
urinary tract infections without resolution.

« In patients with current or acute conditions
of cystitis or urethritis.

« In patients with fragile urethral mucosal lini

« In patients with uncontrolled detrusor ove)

WARNINGS
«  Only the syringe content is sterile. Tt

« Overcorrection using Urolon™ maylead to obstructi
« Avoid injecting Urolon™ in blood vessels. Urolon™ in
« Avoid using Urolon™ in patiénts with non-

urgency, hypertonic bladder, urinary retel , urethfal disorder, back pain, bladder spasm, dysuria, injection site reaction,
mucosalferosion, nodule or granuloma formatigh, peripheral edema, urinary tract obstruction, hematuria, inflamed
introitus, anterior bladder neck swelling, urinary tract infection, urge incontinence and burning on urination.

« Adverselevents, other than mentioned above€ould occur as with any medical intervention.

« If correctiye surgery is required to remove the device this may lead to urethral obstruction.

« Women with peripheral vascular disease/and prior pelvic surgery may be at increased risk for tissue erosion following
injection of Yrolon™.

PRECAUTIONS
«  Aswith similar ugologic procedurgs, the treatment and instrumentation associated with the injection of Urolon™ carry a risk
of infection and/g
followed.

« Itis recommended

Safety and effectivenless 6f Urolon™ in patients with any form of previous SUI surgery has not been established.

Safety and effectiveness of periurethral injection of Urolon™ has not been established.

Safety and effectiveness of Urolon™ in men has not been established.

Safety and effectiveness of Urolon™ in patients with a previous bulking agent treatment has not been established.

Safety and effectiveness of Urolon™ in patients with a history of (pelvic) radiation treatment or currently undergoing

(pelvic) radiation treatment has not been established.

« The effect of Urolon™ on subsequent pregnancy and delivery, and the impact of subsequent pregnancy on the effect of
Urolon™, is unknown. Therefore, the risks and benefits of the device in women of childbearing potential should be carefully
assessed.

« Do not re-sterilize.

« Do not use if the foil pouch is compromised or the syringe has been damaged.
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« Do not use if the syringe end cap or syringe plunger are not in place or removed.

« Dysuria, hematuria, and frequency of micturition are to be expected post-treatment. If any of these conditions persist past
48 hours, the patient should be instructed to contact the treating physician immediately.

«  Post-treatment retention may occur which may necessitate intermittent catheterization. If the patient remains unable to
void freely, continued intermittent catheterization may be necessary.

PHYSICIAN TRAINING
To use Urolon™, physicians must have training in diagnostic and therapeutic cystoscopy. This devicg
practitioners trained in the field of urinary incontinence and bulking agents.

PATIENT COUNSELING
AQLANE Medical™ relies on the physician to advise the patient of all potential risks andsbenefits associated with a*Urolon™
implant procedure. Patients should be fully apprised of the indications, contraindicatfons, warnings, precautions, expected
clinical outcomes, adverse events, and methods of implantation. Patients should bg‘advised that bulking agent therapyywith
Urolon™ is positioned as a single treatment procedure, however, more than arfe injection procedure may be required to
achieve dryness or a desired level of improvement in incontinence. Patients shbuld be counseled to report adverse events to
the treating physician. Physicians are advised to report adverse events to AQLANE Medical™,

DIRECTIONS FOR USE

injection.
When Urolon™ 4t

~

ecured to the syringe. Primé
the same needle) ensure the's s primet before connecting it to the needle.

After the injections have been completed it is important not to pass the cystoscope through the coaptation site as this
may deform the tissue blebs that haveeen formed,

10. Prior to discharge patients must be/able to void freely. In case of urinary retention, intermittent catheterization (12 Fr or

smaller) may be required until ngrial voiding resumes.

11. Used syringes and used injection needles represent biohazardous waste and should be disposed of in accordance with
facility medical practices and applicable regulations.
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HOW SUPPLIED

SHELF LIFE AND STORAGE

Urolon™ should be stored at a controlled room temperature (15°C - 25°C: 59F - 77F). The expiration date, when stored in
these temperatures, is two years from date of manufacture. Do not use if the expiration date has been exceeded. Do not use
if package is opened or damaged.

WARRANTY

AQLANE Medical™ warrants that reasonable care has been exercised in the design and manufacture of this product.

THIS WARRANTY IS IN LIEU OF AND EXCLUDES ALL OTHER WARRANTIES NOT EXPRESSLY SET FORTH HEREIN, WHETHER
EXPRESSED OR IMPLIED BY OPERATION OF LAW OR OTHERWISE, INCLUDING BUT NOT LIMITED TO, ANY IMPLIED WARRANTIES
OF MERCHANTABILITY OR FITNESS FOR ITS PARTICULAR PURPOSE.

Handling and storage of this product, as well as factors relating to the patient, diagnosis, treatment, surgical procedures and
other matters beyond AQLANE Medical™'s control directly affect the product and the results obtained from its use. AQLANE
Medical™s obligation under this warranty is limited to the replacement of this product and AQLANE Medical™ shall not be
liable for any incidental or consequential loss, damage, or expense, directly or indirectly, arising from the use of this product.
AQLANE Medical™ neither assumes, nor authorizes any person to assume for AQLANE Medical™, any other or additional
liability or responsibility in connection with this product.




For more information please visit
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