Instruction For Use
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Description:
Endopyelotomy Stents

Configuration:
See brochure

Indication:
e Incision of Ureteropelvic junction
e Ureteral Stricture
e  Compression of ureter by tumor

Contraindications:
e Untreated infected urinary congestion of the kidneys (pynephrosis)
e Vascular abnormalities of the renal pelvis outlet
e  Acute urethral trauma.

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

Warning/ Precaution:
e  Only experienced surgeons should place this device.
Periodic evaluation is recommended. Not intended for permanent use.
Check compatibility of guidewires before use.
Do not use if package is opened or damaged.
Dispose in accordance with recognized medical practice and under observance of applicable law and regulation.
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.
e  Storage temperature between 5°C to 30°C.

Instruction for Use:
A guidewire is passed through the incised ureteropelvic junction across the bladder / kidney either retrograde or antegrade depending
on physician choice. The stent is threaded over the guidewire and the enlarged portion of the stent is positioned at the incised UPJ.

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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