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Instructions for Use
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INTENDED USE and INDICATIONS FOR USE

HB- SleevelLUX Proctoscope is a class | self-illuminating disposable instrument used to

assist clinicians when treating and/or diagnose conditions in the anal canal and the lower

rectum such as 1 2" and 3" degree haemorrhoids.

HB-SleeveLUX Proctoscope is a clean device and non-sterile in a sealed package and is

meant for one-time use only. After the use the device should be disposed of in a suitable

manner in accordance with local regulations.

Preparation for use

1. Select the appropriate diameter of HB-SleeveLUX Proctoscope to adequately perform
the treatment or diagnosis.

2. Remove the HB-SleevelLUX Proctoscope from the packaging and inspect for any visual
damage prior to use.

3. Connect the main body tube to the handle, using the alignment grooves
(negative/positive) on both parts.

4. Ensure the sleeve is over the trocar and apply a suitable lubricant to the trocar.

Procedure

1. Slowly and gradually introduce the lubricated trocar and sleeve into the anus.

2. Remove the trocar leaving the sleeve in the anus.

3. Insert the main body by aligning the locking system on the main body and sleeve.
Then turn on the LED module.

4. The HB-SleevelLUX Proctoscope can then freely move within the sleeve with no
discomfort to the patient without the need for multiple introductions.

5. After the procedure has been performed removed the whole device from the anus.

6. Once removed from the anus, easily unclip the LED module from the handle and
dispose of it correctly.

7. The remaining device should be disposed of in the appropriate manner

WARNING & CAUTIONS

WARNING: Devices in transit or storage maybe subject to damage beyond the control of
the manufacture or supplier.

WARNING: Inspect each device before use.

WARNING: Treat used HB-SleeveLUX Proctoscopes as bio-hazardous, infectious material.
Dispose of in a suitable disposal unit and/or in accordance with local regulations.
CAUTION: To be used by trained personnel only.

CAUTION: Do not use this device for any purpose other than the intended use.

CAUTION: If the package is received open or damaged, do not use. Visually inspect the
device if an abnormal defect is detected that would prohibit proper working condition, do
not use. Contact the supplier or Haemoband Surgical Ltd for return.
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CAUTION: HB-SleeveLUX Proctoscope is a single-use device and must be disposed of after
use to prevent risk Infection.

CAUTION: Protect from UV light

CAUTION: Use with caution when treating patients on anticoagulants.

STORAGE: To be kept in original boxes in clean conditions and at room temperatures-
recommended between 5°C and 30°C.

Alerts the user to the possibility of a problem with the device associated Catalogue number -
with its use or misuse. Such problems include device malfunction, device 9 Batch code
failure, damage to the device or damage to other property.
_,H" Temperature limitation g Use by thed
se by the date

“WARNING" Alerts the user to the possibility of injury, death, or other
serious adverse reactions associated with the use or misuse of the device g .
T Keep away from rain

A Caution, consult accompanying documents Latex-Free
@ Do not use if package is damaged
&I Date of manufacture (yyyy-mm) Non-sterile

ez
AL\ Protect from sunlight
Recyclable Packaging Materials a ® Do not reuse

Haemoband Surgical Ltd.
f\ The Mount Business Centre
C'Igl/ 2 Woodstock Link
\ aemoband e sreson
SUme e At Northern Ireland (UK)
Tel: +44 (0)28 90 737 283

QSF0026-P REV A Revision date: 1°* May 2023



