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Instructions for use
UROLIX Hydrophilic Guide Wires

This IFU can also be downloaded from our website: urotech.com

Please note: This medical product may be obtained and used only by
trained medical personnel. Non-intended use of the product can cause
serious and irreversible damage.

1. Description
Guide wires are used for all instruments and catheters that are inserted
in an endo-urological procedure.

2. Contents and packaging
Guide wire made of nitinol with hydrophilic coating

3. Intended use
A guide wire facilitates the placement of a catheter or instrument during
diagnostic or therapeutic applications in the urinary tract.

4. Indications
Endourological applications: (Ureteroscopy, ureteral stenting, insertion of
an Ureteral Access Sheath or Ureterorenoscope, etc.)

5. Contraindications

Contraindications arise from restrictions for an endo-urological

procedure:

- Urinary Tract Infection

- Urosepsis

- Uncorrect bleeding diasthesis

- Prolonged obstructions, chronic urinary obstruction, extrinsic
obstructions

6. Patient population

The patient population or target patient group is derived from the
indication determined by the responsible doctor who therapeutically
treats the patient as part of an endo-urological procedure (the leading
procedure per se) according to the intended use of the medical device.
There are no known restrictions to the patient population or the target
patient group.

Use of the product on minors:

The user can use the product on minors in the case that the
physiological and anatomical conditions of the patient permit the use of
the product.

Use of the product on women who are pregnant or breastfeeding:
The indication for the use of the product on women who are pregnant or
breastfeeding must be narrowed down by the user based on the
respective individual physiological and anatomical conditions of the
patient.

7. Possible side effects

- Hematuria

- Infection (ascendant)

- Hemorrhages

- Bacteremia

- Dysuria

- Flank pain

Additional side effects arise from individual specific applications.

8. Instructions

Remove the guide wire with the dispenser tube from the packaging,
then moisten the hydrophilic guide wire and remove it from the
dispenser tube.

Internal ureteral stenting:

Ureteral stenting one-sided closed

- Push the ureteral stent with the open end onto the rigid end of the
guide wire.

- Ureteral stent is attached to the guide wire by a clamp.

- Then insert via the working channel of the cystoscope and advance
up to the renal pelvis.

- After placing the stent, the wire is removed.

Ureteral stent open on both sides

- Guide the guide wire, flexible tip first, up to the renal pelvis.
- Place the ureteral stent using the guide wire.

- Removal of the guide wire.

Insertion of Access Sheath, Ureterorenoscope etc.

- Get access to the Orifice in the bladder by using a cystoscope.

- Insert the Guide Wire through the cystoscope into the Ureter and the
kidney, using X-ray for verification.

- Remove the cystoscope

- Insert the Access Sheath, Ureterorensocope etc. over the Guide
Wire into the upper urinary tract.
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9. Possible complications and/or risks
- Damage to the urethra or ureter resulting in a subsequent stricture.
- Damage to the bladder
- The guide wire cannot be pushed through the ureter into the kidney
due to a blockage.
- Damage to the kidney due to uncontrolled advancement into the
renal pelvis.
- Ureter spasms
- Urinary tract infection
- Sepsis

10. Warnings / Precautions

- This product is only sterile if the packaging is undamaged and
unopened. For single use only!

- Observe shelf life (see label).

- Do not clean product and set components with alcohol or treat with
disinfectant. This may damage the surface.

- 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.

- The Compatibility of UROLIX Guide wires with products from
external manufacturers can not be assured. We recommend to use
only our recommended Urotech products together with UROLIX
Guide wires.

- All components must be carefully checked before use. Products that
may be damaged must not be used.

- This guide wire should only be used by medical personnel who have
been trained to use guide wires.

- The guide wire must not be withdrawn or manipulated over sharp
edges, such as those found in cannulas, as this can lead to the
destruction and/or dissolution of the external hydrophilic coating.

- Do not use a wire diameter larger than the specified internal lumen
of the stent, catheter, Access Sheath etc.

- The guide wire may not be pushed rigid end first, to prevent
traumatization of the renal pelvis or bladder wall.

- Inthe case of a possible deadlock of the wire with the stent, the wire
must be corrected immediately under all circumstances.

- A sufficient guide wire end must remain hanging out to ensure good
access to the guide wire at all times.

- Only apply the guide wire under visual guidance, to monitor the
position of the guide wire.

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

- The hydrophilic wires must be moistened prior to use. A spraying
adaptor is installed on the dispenser tube for this purpose.

- Hydrophilic wires cannot be allowed to dry out during use, as this
may lead to sticking and thus damage to the instrument - please take
into account if application duration is prolonged.

- UROLIX hydrophilic Guide Wires are intended for temporary use
< 60 minutes.

11. Interaction with other drugs
The guide wire could potentially be discolored when applying urinary
examination methods that use dye.

12. 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.

13. Adverse incident

Urotech indicates for the use of this device, that all adverse incidents,
which involves this product, have to be reported from the user to their
national authority and to Urotech.

14. 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.
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