Instruction For Use

0
a"W allFlex Ureteral Catheter

Medical DeVIces

Description:

e  Ureteral Catheter (Open Tip)
Ureteral Catheter (Open Tapered Tip)
Ureteral Catheter (Closed Tip)
Ureteral Catheter (Cone Tip)
Ureteral Catheter (Angled Open Tip)
Ureteral Catheter (Angled Closed Tip)

Configuration:
See brochure

Intended use:
The Allwin Ureteral Catheters are used for drainage of urine from the ureter and they allow the delivery of contrast media.
The target population is for adults only (greater than 21 years of age)

Contraindications:
None known

Caution:
Federal (USA) law restricts this device to sale by or on the order of a physician.

Warning/ Precaution:
. Do not withdraw ureteral catheter while it is deflected in endoscope.
Avoid sharp bending.
This unit should not be used as ureteral splint.
For single use only.
Attempt to resterilize a single use device may compromise its structural integrity and/or lead to device failure which may result in patient injury
or illness.
Do not use if package is opened or damaged.
Dispose in accordance with recognized medical practice and under observance of applicable law and regulation.
Only experienced surgeon should place this device.
Storage temperature between 5°C to 30°C.

Instruction for Use:

Ureteral Catheters are designed in a variety of distal tip configurations. The ureteral catheter should be inserted into the ureteral through a urological
endoscope. Check the deflection on the endoscope for sharp and rough edges before using ureteral catheter. Ureteral catheter adapter with luer lock is
used for irrigation.

Removal of Catheter:
Catheter removal should be under fluoroscopic guidance, to ensure safe removal.

Do not reuse, reprocess & resterilize:
Reuse, Reprocessing & resterilization may compromise the structural integrity, can also create risk of contamination & may not give desired result or
create complications, infections which may result in injury, illness or death.

Limited Express Warranty:

The limited express warranty as set forth herein is exclusive and in lieu of all warranties of merchantability and fitness for use, remedies, obligations and
liabilities for consequential damages. The products are being sold only for the purpose described herein and such limited express warranty runs only to
the original user. In no event shall ALLWIN be liable for any breach of warranty in any amount exceeding the purchase price of the product. ALLWIN
reserves the right to make design changes to products without liability to incorporate said changes in ALLWIN products previously designed or sold.
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