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Please note: This medical product may only be obtained and used by specialist 8. Possible complications and/or risks
physicians, physicians and trained personnel. - Dislocation of the ureteral stent
1. Description - Fragmentation of the stent with subsequent surgical or endoscopic removal of
- Ureteral stent (double-J / single-J) with magnet and accessories the product
@ Retrieval device (magnetic stent removal system) - Incrustation and blockage of the ureteral stent, rendering it non-functional and
. potentially causing urinary calculi to form in the kidney
MAGNETIC BLACK STAR/ 2. Contents and packaging - Arterial ureteral fistula in patients with vascular reconstruction and stents for
2.1 Ureteral stent set hronic vascular disease
MAGNETIC BLACK STAR-XT Busher and Urefe p . e
" —  Pusher and ureteral stent with bladder-side magnet - Strictures of the urethra and ureter
Instructions for use - Guide wire (in sets with guide wire) - Impaired x-ray visibility as a result of air in the lower abdomen of the patient
- Patient ID and instructions for use - Prevention of guide wire insertion due to obstructions in the ureter
2.2 Retrieval Device - Injury to the ureter as a result of improper manipulations of the guide wire
- Disposable catheter with magnetic Tiemann tip - Injury to the bladder wall as a result of the application of too much pressure
- Instructions for use when advancing the ureteral stent with the pusher
@ 3. Intended use - Injury to the urethra as a result of improper insertion of the magnet (magnet not
Ureteral stents ensure a urinary diversion from the kidney to the bladder, led using the guide wire)
prevent extravasation of urine, or splint the ureter. - Injury to the urinary tract as a result of the improper positioning of the magnet
MAGNETIC BLACK STAR/ 4. Indications during insertion (bladder-side end of the ureteral stent in front)
MAGNETIC BL{\CK STAR-XT - Stenting of the ureter pre- and postoperatively - Magnetic removal not possible. In this case standard cystoscopic removal must
AR - Prophylactic or postoperative urine drainage security after URS be performed.
- Counteracting of strictures, also scar slits after ureter slits or slits at the 9. Warnings / Precautions
ostium - This product is only sterile if the packaging is undamaged or unopened!
- Ureteral stenoses of various etiology - For single use only! Do not re-use, recycle, or sterilize multple times. Re-using,
- Ureteral strictures, stenoses, kinks, or adhesion recycling or re-sterilizing the instrument can impair its structural integrity and
Postoperative, e.g. after Ureteropelvic surgery or ureterotomy cause malfunctions that may lead to illness, injury or death of the patient.

- Do not use stents after the date of expiry has passed.

5. Contraindications - Do not wipe the product and set components with alcohol/disinfectant agents.

MAGNETIC BLACK STAR/ - Serious infections .
MAGNETIC BLACK STAR-XT - Prolonged obstruction - ;EIzon:nayoizrr:lzgr:t::f;;::ﬁ;ull checked for compatibility and integrity before
EHEAE - Contracted or spastic bladder use. i v P Y oy
- Urinary ‘?'adde' fistulas - Do not damage the stent, pusher, guide wire, and retrieval device with sharp
- Urosepsis surgical instruments or excessively extend the ureteral stent - this increases the
- Urge incontinence risk of breakage.
- Chronic urinary retention or extrinsic obstruction. - Carry out a percutaneous nephrostomy where there are extensive defects in the

- Cardiac pacemaker ureter. There is a risk of lesion enlargement from retrograde advancement of

6. Possible side effects the ureteral stent.

- Foreign body irritation in the bladder and renal regions - To ensure correct functioning, a ureteral stent must be selected that
MAGNETIC BLACK STAR/ - Erosions and ulcerations of the ureter corresponds with the length of the ureter.
MAGNETIC BLACK STAR-XT - Dysuria - To avoid injury to the bladder wall, ostium, ureter and parenchyma, advance the
Istruzioni - Hematuria guide wire, pusher and ureteral stent carefully and in a controlled manner using
. " . . . the magnet.
- Elev?ted micturition Afrequency, mghmme. urge to urinate - To prevent injury to the urethra, take care that the magnet is threaded onto the
- Feeling of pressure in the flank, flank pain quide wire.
- Vesicoureteral reflux When using single-J ureteral stents, also take care that the mounting sleeve is
- Incrustation removed after threading is complete!
- Ascending infections - If obstructions are detected while inserting the wire, do not increase pressure as
. i this may result in injury.
MAGNETIC BLACK STAR / ! Instructlon§ . . . . . - To prevent injuries in the ureteral area, the guide wire must not be led in or out
MAGNETIC BLAC_K STAR-XT 7.1 Pass the guide wire, flexible tip first, into the renal pebvis. through the pre-positioned ureteral stent (this can cause the wire tip to exit
&) geaad) A 7.2 Inserting the double-J ureteral stent with magnet through the drainage holes).
a) Thread the ureteral stent with the magnet and pusher onto the guide wire. - The correct placement and complete formation of the pigtails must be ensured
Make sure that the magnet (bladder-side end) is also led over the guide using radiological or contrast agent-based fluoroscopy techniques in order to
wire. . L . . X minimize the risk of ureteral stent migration.
b) Push the_ureteral ste_nt into the renal pelvis via the guide wire using the - This product is not a permanent implant.
pusher with x-ray guidance. - In order to prevent loss of function due to encrustation, the max. service life of a
7.3 Inserting the single-J ureteral stent with magnet magnetic ureteral stent is limited to 30 days.
a) Thread the ureteral stent and the pusher, in which the the magnet is pre- - To detect infections, dislocation or closures early, it is reommended to
MANYETIK SiYAH YILDIZ / mounted through a sleeve, onto the guide wire. regularly check urine status and the position and patency of the ureteral stent.
MANYETIK SiYAH YILDIZ-XT b) Remove the sleeve fron_'1 the pusher! o . . . In case of irregularities, it is necessary to exchange the ureteral stent.
Instrugdes de utilizagao c) Push the ureteral stent into the renal pelvis via the guide wire using the - Inthe event of magnet migration into the ureter, the ureteral stent must be
pusher with x-ray guidance. While doing so take care that the ostium is only removed cytoscopically.
:'r;‘r‘;;ar:?nb%‘ehgl;%eerred part of the shaft of the pusher and that the magnet - MRT examinations are not permitted for patients with ureteral stents.
) - Patients with cardiac pacemakers may not have the product implanted due to
7.4 Removing the guide wire / pusher the magnet.
d) As soon as the desired position of the ureteral stent has been achieved in 10. Interaction with other drugs
the renal pelvis, the guide wire can carefully be withdrawn (the pigtails of the : The ureteral stent could potentially discolor due 1o the concomitant
ureteral stent will hereby be formed). Hold the ureteral stent in position using S . " . N
the pusher while the guide wire is being withdrawn. administration of medlcatlon,. use pf dye-based urine presentation methods, or
e) After the successful removal of the guide wire, carefully withdraw the even as a result of contact with urine.
pusher. 11. Transport and storage conditions
7.5 Removing the ureteral stent with the retrieval device The products may be transpon_e_d and _slored only in the packaging intended for
a) Toremove the ureteral stent, carefully insert the retrieval device into the this. There are no further sDeC'f!c requlre_ment_s for transport. Products musE be
bladder retrogradely (a retrieval device of size “L” must be used to remove a stocred dry and protected from direct sunlight, in the temperature range of 5° -
FR6 or FR7 ureteral stent). 30°C.
b) Create the connection to the magnet on the ureteral stent by rotating the 12. Disposal
Tiemann tip (in front of the respective ostium). Successful conmnection After use, this product may pose a biological hazard. Handling and disposal
between the retrieval device and the stent magnet is indicated with an must be carried out in accordance with recognized medical procedures and be
audible click. completed pursuant to applicable legal regulations and guidelines.
IFU N r 32_D c) After both magnets are connected, remove the ureteral stent by careful,
- steady pulling.
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