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Instructions for use for SUPRA FIX

Puncture and exchange set for suprapubic bladder drainage

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

1. Description
SUPRA-FIX puncture and exchange set for suprapubic bladder drainage with/without
balloon.

2. Set contents and packaging

- Suprapubic catheter

- Split cannula (only for puncture sets!)

- Dilator with split sheath (only for dilation exchange sets)

- Mandrin made of medical-grade stainless steel (for catheters with hollow mandrin)
- Guide wire, Teflon-coated or steel (exchange set)

- Clamp (not for balloon catheters)

- Catheter plug

- Instructions for use

3. Intended use
Suprapubic bladder drainage.

4. Indication

- Balancing of urine excretion

- Intra-operative and post-operative urine drainage

- Bladder emptying disorders

- For acute prostatitis or epididymitis with urinary tract emptying disorder
- Initial treatment for urethral injuries

5. Contraindications

- Contracted bladder

- Prevesical or suprasymphyseal scarring or burns
- lleus (intestinal obstruction)

- Meteorism (e.g. intestinal hyperinflation)

- Pregnancy

- Obesity

- Renal insufficiency

- Tumor in the lower abdomen or urinary bladder
- Greater macrohematuria and tendency to hemorrhage
- Skin diseases in the puncture region

Further contraindications result from restrictions for the corresponding basic
applications.

6. Side effects
Urge to urinate, foreign body irritation in the bladder, puncture-related macrohematuria,
skin irritation in the puncture region, infections

7. Instructions

The puncture should be performed under the guidance of ultrasound.

Requirements for puncturing:

- Ensuring a sufficiently filled bladder. If the bladder is not sufficiently full, the bladder
should be filled using a transurethral catheter.

- Determining the puncture site - on the median line of the lower abdomen, approx.
2 cm above the symphysis. Avoid lateral puncture deviation!

- Surgical skin disinfection

- Local anesthetic

Technical execution of the puncture:

- Connect the catheter to a urine collection bag. Insert the catheter_into the split

cannula up to the 1st mark and remove the protective of the cannula.

Before the puncture is performed, an incision must be made in the skin with a

scalpel.

- Using a prepared split cannula, the bladder is pierced approx. 2 cm above the
symphysis perpendicular to the abdominal wall.

- Insert the catheter through the cannula into the bladder up to the 2nd mark:

IMPORTANT: The catheter must no longer be pulled back into the sleeve from now on

otherwise it may be cut on the sharp cannula,-and do not move the it anymore once

the catheter has been placed.

- For catheter with balloon: Fill the balloon with the prescribed fluid quantity (see
label).

- For catheter without balloon: Attach the catheter to the skin with a fixation plaster.

- Retract the cannula from the puncture channel up to the catheter attachment.

- Break apart the cannula by pulling the grips apart sideways and downwards at the
same time.

Technical execution of the puncture (balloon catheter with hollow mandrin):

- Puncture and insertion of a guide wire with a flexible tip.

- Please note:
Prior to use, a suitable lubricant must be applied to the hollow mandrin. Then the
hollow mandrin is inserted into the shaft of the balloon catheter.

- Positioning of the balloon catheter using the indwelling guide wire.

- Pulling of the hollow mandrin out of the balloon catheter.

- Removing the guide wire once exact positioning has been achieved.

- Fill the balloon with prescribed fluid quantity (see label).

IFU Nr. 02-D Suprafix_EN_03/07.07.2017

Catheter exchange:

- Unblock the balloon (for balloon catheter) or detach (for catheter without balloon).

- With the flexible tip, insert the exchange wire into the bladder through the
indwelling catheter, whilst at the same time stretching the catheter as straight as
possible.

- Remove the catheter from the bladder via the indwelling exchange wire.

- Insert the catheter into the bladder using the indwelling exchange wire.

- For catheter with balloon: Fill the balloon with the prescribed fluid quantity (see
label).

- For catheter without balloon: Attach the catheter to the skin with a fixation plaster.

Special application instructions for dilation exchange sets with pigtail:

To insert the balloon catheter through the split sheath of the dilator, the catheter

must be stretched using the guide wire!

8. Possible complications and/or risks

- Puncturing blood vessels in the wall of the bladder can lead to hematuria.

- Draining overextended bladders too quickly can lead to hemorrhaging of the
bladder wall. (Please drain the bladder in a fractionated manner.)

- Long-term drainage can lead to reduced bladder capacity.

- Infections

- Incrustation

- Catheter dislocation

9. 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 with alcohol/disinfectant agents/lubricants. This may

damage the surface.

All components must be carefully checked for compatibility and integrity before

use.

- The smallest possible puncture cannula should be selected for puncturing!

- Do not damage the catheter with sharp surgical instruments - this increases the

risk of breaking the catheter and/or the balloon.

Do not over-block the balloon! Only block to the maximum volume specified! (Details

can be found on the catheter attachment and/or on the label)

- To reduce the risk of loss of volume in the balloon, distilled water. + 10 % glycerin
should be used.

- Regularly check the patency and position of the catheter. The fill volume of the
balloon should be checked at intervals of 1-2 weeks. To refill the balloon, first
completely empty it and then block it until it reaches the nominal volume at
maximum. Fill the balloon with slight pressure.

- To reduce the risk of urinary tract infections, the connection between the catheter
and the urine bag should ideally not be released. Closed drainage systems are
recommended.

- In exceptional cases, it may be impossible to unblock the balloon. In this case, the

balloon can be emptied through special measures (e.g. by cutting off the valve,

piercing the balloon by suprapubic incision, etc.). The user must decide on the
most appropriate measure based on the individual situation. Following one of
these measures, the balloon must be checked for completeness.

The patency and position of the catheter should be checked regularly, but no later

than every 3-4 weeks.

- Silicone balloon catheters or pigtail catheters must be changed after no more than
30 days.

- Check that the patient does not have an allergy to latex before using catheters that
contain latex. The duration of use is limited to 4 days, and repeated use to 30 days.
If long-term urinary catheterization is required, silicone balloon catheters should be
used.

- For catheters with hollow mandrin, the hollow mandrin must not be inserted into the
balloon catheter with too much pressure as the tip may be damaged.

10. Interaction with other drugs
The catheter could potentially discolor due to the concomitant administration of
medication or even 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.
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 must be
carried out in accordance with recognized medical procedures and be completed
pursuant to applicable legal regulations and guidelines.
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