Uresil.

UreSil ® Origin ® Drainage Catheter

See the pouch label on this product for specific contents.

INTENDED USE: This product is intended for short-term use (less than 30 days).

+  General-purpose (GP/Mini-pigtail)/ NEPHRO-CATH Nephrostomy: Percutaneous drainage
of abscess, nephrostomy and other fluids.

«  CHOLE-CATH Biliary: Percutaneous transhepatic biliary drainage.

INTENDED USERS: This product is intended only for use by trained clinicians.

LOCKING CATHETER: GP, NEPHROSTOMY AND
BILIARY CATHETERS WITH LOCKING PIGTAIL

HARDWARE:
METAL STIFFENING CANNULA

SEPTUM CAP (IF PRESENT)

FLEXIBLE CANNULA (IF PRESENT)
L

TROCAR (IF PRESENT)

OBTURATOR (IF PRESENT)

O

NOTE: Depth marks (if present) not intended to measure — for reference only

INSTRUCTIONS FOR USE:
To maximize advantages of the surface, WET THE CATHETER beforeuse.

2. Straighten the catheter when inserting the cannula (and trocar if appropriate). For
locking catheters, pull the suture to remove slack before inserting the cannula.

3. Insertthe catheter using the over-the-guidewire technique. Tract over-dilation will ease
placement Catheters with a trocar included can also be inserted using direct puncture.

4. For locking catheters, rotate the catheter clockwise while removing the cannula to form
the pigtail.

5. When the catheter is properly positioned, remove the hardware.

6. Forlocking pigtail catheters, pull the suture to close the pigtail. Depending upon
whether or not suture storage is desired, lock the pigtail asfollows:

Option A: Locking the pigtail without storing suture: Move the locking siide proximally until an
audible “click” is heard. The suture is now locked. Trim away excess suture at the exit
point at the proximal end of the hub. Do not pull suture out of catheter until removing
catheter from patient, as this may cause a leak.

Option B: Locking the pigtail with suture storage: Wind approximately 15 cm of suture into the
suture channel for later use when removing or repositioning the catheter. To wrap the
suture, pul it straight and then hook it in the notchat the bottom of the suture channel.
After making the last wind, wrap the suture around the suture retention post. Move the
locking slide proximally until an audible “click” is heard. The suture is now locked.

7. Toremove the catheter, unlock the suture retention mechanism. To unlockthe
mechanism, depress the tab using an instrument and move the slide distally. If no suture
was stored, the suture will now be released. If suture was stored, unwindthe suture to
complete the release. Cut the suture at the exit point at the proximal end of the hub and
pull the catheter out of the patient. In order to maintain control ofthe suture, do not cut the
catheter to release the pigtail.

8. For biliary and nephrostomy catheters, internal drainage can be achieved by placing the
septum cap on the catheter hub. The septum cap contains a self-sealing needle puncture
port for flushing.

CAUTIO:
When engaging the catheter luer lock, do not overtighten. Do not use instruments to tighten
connections. Overtightening the luer can result in luer crack which may require catheter
replacement.

2. Dispose of sharps using approved sharps container in accordance with applicable
regulations and institutional policy.

'WARNING: The reuse of this single-use device can lead to patient infection and/or device
malfunction.

SAFE DISPOSAL: Dispose of used device in container marked for biohazard (i.e. contaminated
with potentially infectious substances of human origin).

REPORTING SERIOUS INCIDENTS: Any serious incident that has occurred in refation to the
device should be reported to UreSil as the manufacturer and the Competent Authority of the
Member State in which the user and/or patient is established.

URESIL, MINI-PIGTAIL, CHOLE-CATH, and Origin are registered trademarks of UreSil, LLC.
GP and NEPHRO-CATH are trademarks of UreSil, LLC. U.S. patent no's. 8,177,773;
9,079,006B1.
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