Directions for Use

1. Prior to inserting the Lotus No Balloon Catheter, activate the bellows by
grasping both ends of the bellows and pull until fully open. Ensure proper
deployment and all components are functioning properly. Close the bellows
by grasping both ends and push together until fully closed.

2. Using an aseptic technique for insertion, generously lubricate the tip and
shaft of the Lotus No Balloon Catheter. Do not use ointment and lubricants
with a petroleum base.

3. Carefully insert the Lotus No Balloon Catheter tip, once in the bladder
normally indicated by fluid flow, then further the catheter 2-3 inches to
ensure proper deployment of the retaining wings.

4. Activate the bellows by grasping both ends and gently pull until fully open.

5. Pull gently outwards until you feel resistance, the Flower Wing
Configuration is at the bladder neck. DO NOT STABILIZE THE LOTUS TO THE
PATIENT’S THIGH YET.

6. Advance the Lotus No Balloon Catheter 2.5-5.0 Centimeter towards the
patient. This is to ensure us the Two or Three wing Flower Configuration is
not resting on the Trigone sensitive area of the bladder. Now secure the
catheter bellows firmly to the patient’s thigh. For best results, use in
conjunction with the Lotus No Balloon Catheter Stabilizer instead of cross
adhesive tapes.

7.IF THE PATIENT FEELS DISCOMFORT WHILE THE LOTUS CATHETER IS
INDWELLING. THEN THE FLOWER CONFIGURATION WING OF THE LOTUS
CATHETER IS LIKELY SITTING ON THE MOST SENSITIIVE AREA OF THE
BLADER i.e. THE TRIGONE AND BLADDER NECK AREA. ONCE CONFIRMED.
THEN CLOSE THE WINGS AND ADVANCE THE LOTUS CATHETER 2.5-5.0
Centimeter TOWARDS THE PATIENT. OPEN THE WINGS AGAIN AND
STABILIZE THE LOTUS CATHETER FIRMLY TO THE THIGH OF THE PATIENT.

8. To remove the Lotus Catheter, release the Lotus Catheter from the Stabilizer
or from the cross adhesive tapes. Gently push the bellows together until
fully compressed and slowly remove the Lotus Catheter from the patient.

9. Discard in accordance with medical facility safety procedures.

Warnings



- Do not attempt to open the bellows by pulling on ends of the catheter as it
may damage the device.

- Sterile if package is unopened or undamaged.

- Single use only.

- Do not use after expiration date.

- Do not re-sterilize.

- Not intended for reprocessing.

Correct method of grasping the two latex
covered rings

Correct method of opening bellows

Incorrect method of opening bellows

Incorrect method of opening bellows

Warning: Do not attempt to open the bellows by pulling on silicone ends of catheter as it will damage the device.

Storage Conditions

Store in a dark, cool and dry place. Avoid freezing and excessive heat.
For Pediatric use with children from 5 years old.

CAUTION: Federal (USA) Law restricts this device to sale by or on the order of a physician.

Please read all instructions before using this device.

Intended Use

The Lotus No Balloon Catheter is used for continuous drainage of fluid, including
continuous bladder irrigation and intermittent catheterization. Drainage is
generally accomplished by inserting the catheter through the urethra,

suprapubically into the bladder or through a nephrostomy tract.

The Lotus No Balloon Catheter is to be used in patients 5 years of age or older.

Contraindications

- This device is contraindicated in the presence of conditions which create
unacceptable risk during catheterization. - Allergy to the Polymer.

ad

verse Events




-Potential adverse events include infection and hematuria due to local urethral
bleeding.

Precautions

- Do not use if package has been opened or damaged.

- Read all warnings and instructions before use, improper use can result in

illness or injury.

- This is a disposable product for single use, any re-sterilization or reuse of the
product can result in hazard to the patient.

- Precautions shall be taken when discarding device and disposal of the device
shall be made in accordance with applicable national regulations.

-Alert your healthcare provider if you are experiencing any pain, cloudy urine,

bladder irritation or any sign or symptom of having difficulty with urination.

Indwelling up to 30 days.

In the unlikely event a mechanical failure or resistance is encountered during
removal, cut catheter shaft and activation rod to collapse wings, then free
from the patient.



