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Instructions for use
Mono-J Ureteral Stents and Websinger Catheters

Please note: This medical product may be obtained and used only by trained
medical personnel.

1. Description
Mono-J ureteral stents and stent sets and Websinger catheters for urinary
diversion.

2. Contents and packaging
a. MonoJ ureteral stents:
- Mono-J ureteral stent
- Guide wire, Teflon™-coated
Adapter
b. Magnusson Mono-J ureteral stents:
- Mono-J ureteral stent with closure system
- Guide wire, Teflon™-coated
- Luer lock adapter with funnel
c. Websinger catheter:
Websinger NEO:
- 2catheters
- 2cannula adapters
Websinger:
- Catheter
- Plastic stylet
- Adapter

Double packaging and instructions for use

3. Intended use
Short-term post-op urinary drainage following extensive reconstructive surgical
procedures.

4. Indications

Mono-J and Websinger catheter

- Radical cystectomy

- External urinary drainage in the case of manifest ureteral stenoses (pyuria,
hematuria)

- Postoperatively after transureterostomy

- lleal conduit with hydronephrosis

- Urostomy

Websinger ureteral stent set (NEO)

- Stent placement for supravesical drainage after neobladder surgeries.

5. Contraindications
Severe infections, urosepsis

6. Possible side effects

- Ascending infection

- Dysuria

- Flank pain

- Hematuria

- Foreign body irritation in the bladder and kidneys
Erosions and ulcerations to the ureter

7. Instructions

a.  Mono-J ureteral stents

Open tip:

1. Pass the guide wire, flexible tip first, into the renal pelvis.

2. Under fluoroscopic guidance, push the Mono-J into the renal pelvis via the
guide wire.

3.  After correct positioning in the renal pelvis, remove the guide wire.

Closed tip:

1. Insert the guide wire, rigid end first, into the Mono-J ureteral stent.

2. Secure the Mono-J ureteral stent under tension onto the guide wire using
the clamp.

3. Insert the Mono-J ureteral stent into cystoscope via the working channel.
When the clamp reaches the opening of the working channel, it must be
removed.

4. Push the Mono-J ureteral stent up to the renal pelvis under fluoroscopic

guidance.

After correct positioning in the renal pelvis, withdraw the guide wire.

Magnusson Mono-J ureteral stents

The product is used in accordance with the procedure described under 7a.
After positioning the catheter, slomly withdraw the wire, and at the same
time pull the movable connector of the locking system in the direction of the
fixed connector, and twist to lock these together. In this way, the pigtail is
fixed securely in the kidney.

3. Note: To securely attach the free end of the suture to the catheter, it is
recommended to turn the movable connector by 360°.

NoT 9

4. To release the pigtail, turn the connection further to the right and push the

movable connector towards the body again.
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Websinger catheter:

After spatulation of the ureter, insert the catheter into the ureter until
resistance is felt.

Withdraw approximately 1 cm and then rinse and aspirate using the cannula
adapter.

The correct position of the catheter is ensured when both of the above steps
are easily possible.

Secure the catheter to the ureter using rapid resorbable sufure material.
The urine can be drained using the cannula adapter and a universal adapter
into a urine bag. Postoperative rinsing remains possible.

Possible complications and/or risks

Dislocation of the ureter stent or of the catheter.

Fragmentation of the product with subsequent surgical or endoscopic removal
of the product.

Incrustation and blockage of the product, rendering it non-functional and
possible formation of urinary calculi in the kidney.

Advancing the ureteral stent forward with the guide wire may result in injury to
the ureter.

Retracting the guide wire and advancing it forward again can cause the tip of
the guide wire to exit through the holes in the ureteral stent, resulting in injury
in the region of the ureter.

Due to obstructions in the ureter, the guide wire cannot be advanced into the
kidney.

Strictures can develop due to damage to the ureter.

Manipulations of the guide wire can trigger ureteral spasms.

Warnings / Precautions

This product is only sterile if the packaging is undamaged and unopened.

For single use only! Do not re-use, recycle, or re-sterilize. Re-using, recycling,
or re-sterilizing can impair the structural integrity of the instrument and/or lead
to malfunctioning of the instrument, which can in turn lead to illness, injury, or
death of the patient.

Do not use products after the date of expiry has passed.

Do not wipe the product and set components with alcohol/disinfectant agents.
This may damage the surface.

All components must be carefully checked for compatibility and integrity before
use.

When inserting the Mono-J ureteral stent via the working channel of the
cystoscope, the size of the ureteral stent must be adjusted to the working
channel.

Avoid damaging the product with sharp surgical instruments - this increases
the risk of breakage. Avoid overstretching the product before use. Excessive
stretching increases the risk of breakage.

Correct positioning and complete forming of the pigtail is required in order to
minimize the risk of dislocation. This should be confirmed by x-ray.

In the presence of urinary tract infection, the product can become incrusted
and blocked.

The product is intended for an indwelling time of < 30 days.

Do not use a wire with a diameter larger than the stated internal diameter of
the stent.

Advance the guide wire carefully and in a controlled manner to avoid ureteral
or parenchymal damage.

Inspect the ureteral stent or the catheter regularly for drainage patency and
positioning.

10. Cross-reactions
The product may discolor due to the concomitant administration of medicines or as
a result of contact with urine.

11. Transport and storage conditions

The products may be transported and stored only in the packaging intended for this
purpose. There are no further specific requirements for transport. Products must
be stored dry and protected from direct sunlight, in the temperature range of

5 - 30 degrees Celsius.

12. Disposal

After use, this product may pose a biological hazard. Handling and disposal of the
product must be done in accordance with recognized medical procedures, and in
compliance with the legal regulations and guidelines in force in the respective state
or province.
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