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Instructions for Use
Renodrain and Magnusson nephrostomy direct puncture set

Please note: This medical product may be obtained and used only by trained
medical personnel.
1. Description
Renodrain and Magnusson locking puncture sets with pigtail catheter for
percutaneous nephrostomy.
2. Contents and packaging
- Nephrostomy catheter
- Schiller guide wire
- Mandrin or obturator
- Universal adapter
- Catheter plug
- 2or 3 part puncture needles
- Double packaging and instructions for use
3. Intended use
Percutaneous urinary diversion from the kidney.
4. Indications
Note: Before determining the indication for percutaneous nephrostomy, it should
first be established whether the urinary obstruction can be adequately managed
using an internal ureteral stent.
Dlagnostlc Indications:
Antegrade pyelography and ureteroscopy
- Collection of material for investigation (histology, cytology, microbiology)
- Urodynamic measurements in the upper urinary tract
- Determination of renal function
Therapeutic Indications:
- Decompression in cases of obstructive uropathy of the upper urinary tract
- Urinary diversion in the case of a ureteral fistula
- Initial step towards antegrade manipulations in the upper urinary tract
(ureteral splinting, ureteral embolization, PNL, laser treatment, ureterotomy)
5. Contraindications
- Coagulation disorders
- Severe inflammation
- Dermatological conditions around the puncture site
- Malformed kidneys
- Severe spinal curvature
Contraindications result from restrictions for the corresponding basic applications.
6. Possible side effects
Bleeding, vascular lesions, loss of parenchyma, hematuria, infection (ascending),
pain at the puncture site, pain in connection with the lack of urine production,
perinephric extravasation and bacteremia.
7. Instructions
When using this product, the general hygiene rules applicable to catheterization
must be complied with.

Preparation, storage and patient anesthesia:

- Controlled conditions in the ward, sterile conditions with washing and sterile
covering as for open surgery or PNL

- Patient in abdominal position on the table

- Antegrade PNS, generally in local infiltration anesthesia or, in the case of a
retrograde PNS or extension of the intervention to a percutaneous operation,
regional anesthesia or intubation anesthesia, depending on the patient's
resilience and the surgeon's experience.

Technical execution:

Instructions (preparation for one-step technique)

Note: The sharpened tip of the cannula may not be used to stretch the pigtail as

this may damage or puncture the inside of the catheter.

1. Stretch the pigtail with the stretching sleeve located on the catheter

2. Replace the inner part of the cannula with the mandrin and insert it into the
catheter until it comes into contact with the Luer-lock connector

3. Screw the cannula connection together

4. Remove the stretching sleeve through the tip of the catheter

5. Remove the mandrin once again and replace it with the inner part of the
cannula.

6. The catheter is now ready for use

Technical execution of the one-step technique:

- Localization of the kidney / renal pelvis under ultrasound or X-ray guidance.

- Precise initial puncture at the posterior axillary line below the costal arch in
the direction of the lower lateral renal circumference.

- After the puncture, check if the renal pelvis has in fact been punctured by
removing the inner part of the cannula (indicator: urine runs out).

- If otherwise, insert the needle into the cannula once more and pierce again.

- After the renal pelvis has been successfully punctured, pull the cannula out
of the catheter and allow the catheter to drain. The catheter assumes its
predetermined pigtail shape when the cannula is removed.

- Attach the catheter to the skin with sutures.
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Instructions (two-step technique

1.
2.

3.
4.

Stretch the pigtail with the stretching sleeve located on the catheter
Insert the obturator, remove the mandrin, screw the Luer-lock connector
together

Remove the stretching sleeve through the tip of the catheter

The catheter is now ready for use

Technical execution of the two-step technique:

Localization of the kidney / renal pelvis under ultrasound or X-ray guidance.
Precise initial puncture at the posterior axllary line below the costal arch in the
direction of the lower lateral renal circumference.

Insert the guide wire, flexible tip first, up to the renal pelvis.

Positioning the drainage catheter using an indwelling wire.

Checking the position of the catheter by imaging with contrast medium.
Removing the guide wire and mandrin once exact positioning has been
achieved.

The distal catheter end assumes its predetermined pigtail shape. Securing the
catheter with skin suture.

Magnusson Locking Pigtail
Note: For puncturing, see the two-step technique

After placing the catheter, draw the wire back slowly and at the same time pull
the movable connector of the Magnusson locking pigtail 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.

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

To release the pigtail, turn the connection further to the right and push the
movable connector towards the body again.

8. Possible complications and/or risks

Puncturing blood vessels in the wall of the kidney can lead to hematuria.
Incorrect puncture

Incrustation, blood clotting, and kinks in the catheter can lead to partial or total
obstruction of the suprapubic catheter with the risk of infected hydronephrosis,
and in extreme cases urosepsis.

Dislocation of the catheter.

Leakage of urine via the nephrostomy channel after removal of the catheter.
With the one-step technique, correcting the position of the catheter means
performing a new puncture.

Risk of perforation of the kidney and the renal pelvis.

9. Instructions for use / 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 iliness, injury, or
death of the patient.

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

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

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

Do not damage the catheter with sharp surgical instruments - this increases
the risk of breakage.

The guide wire can be damaged by uncontrolled pushing or pulling over rigid,
sharp edges, thereby stripping away the plastic coating.

The sharpened tip of the cannula (one-step technique) may not be used to
stretch the pigtail as this may damage or puncture the inside of the catheter.
The needle can be bent due to excessive force while puncturing. The needle
can be stabilized by supporting or fixing it in the puncture area, thereby able to
prevent bending or kinking.

Check the catheter regularly for drainage effectiveness and position.

Only lubricate the catheter with water-soluble lubricants. Do not use petroleum-
based lubricants.

Catheters must be changed after no more than 30 days.

10. Interaction with other drugs

The catheter could potentially discolor due to the concomitant administration of
medication containing dye-based urine presentation media, 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 a temperature
range of 5 - 30 °C.

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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