BritePro™ Solo

INTENDED USE

BritePro Solo and Single Use Fibre Optic Laryngoscope Blades are single use
devices used to manipulate the tongue and/or epiglottis and provide illumination
for direct vision of the hypopharynx and vocal cords in neonatal, paediatric, and
adult patients by trained healthcare professionals in hospital, out of hospital and
emergency settings.

INDICATIONS
- Endotracheal intubation
- Visualization of the hypopharyny, larynx and vocal cords

CONTRAINDICATIONS

- Penetrating trauma to the upper airway

- Grade Il trismus

- Blunttrauma to the larynx with laryngeal fracture or disruption of the laryngotracheal
junction.

CLINICAL BENEFITS
Clear visualization of the patient's airway.

RESIDUAL RISKS AND SIDE EFFECTS

- Reaction to anesthesia.

- Chipped or broken teeth.

- Tongue soreness or a temporary taste change.
- Hoarseness.

- Bleeding in throat.

PRECAUTIONS/CAUTIONS
- The device is indicated for transient use.
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- Visually inspect the product for any sharp edges, burrs, or other damage. Do not use
and discard any equipment that is damaged.

- Testfunctionality of the device prior to use, failure to do so could result in loss of
function of the device when in use.

- Regular functional checks should be carried out on the device in line with local
hospital policies.

WARNINGS

Do not reuse this device. Reuse may result in hazards such as, but not limited to; cross
contamination, damage to device and/or suboptimal performance.

- Do not reprocess.

- Do not useif productis damaged or defective.

- Do not use with Magnetic Resonance Imaging (MR/MRI)

- Onlytrained personnel should use this equipment.

Apply good medical judgement when using this product.

Do not modify this equipment.

Do not use after expiry date.

REQUIREMENTS FOR SPECIAL FACILITIES, SPECIAL TRAINING OR
PARTICULAR QUALIFICATION OF DEVICE USER AND/OR OTHER
PERSONS

Laryngoscopes should only be used by persons who have received training and
instructions from qualified medical personnel.

LIST OF COMPATIBLE DEVICES / ACCESSORIES
- BritePro Solo Handle can be used with any blade that conforms to BS EN1S0 7376
- BriteBlade Pro blade can be used with any handle that conforms to BS EN 150 7376

INSTRUCTIONS FOR USE

A. BEFORE USE/SETUP

Perform pre function check to ensure device is working as indicated in Fig.1.
Note: There is no need to remove it from the package, to do this.

B. DURING USE
Remove device from packaging. (Fig.2)

Attach the blade to the handle (Fig.3)

Engage the blade and handle as shown in Fig.4.

Lift the tip of the blade upwards, until it locks into position and light is seen
illuminating from the end of the blade. (Fig 5 & 6)

If light is seen the device is now ready to use. If no light is seen, please refer to the
troubleshooting section.

C. AFTER USE
Disengage the blade from the handle and dispose of each component via clinical
waste streams, according to local policies. (Fig.7)

Any serious incident that occurs in relation to the device should be reported to
the manufacturer and the competent authority of the Member State of the user
and/or patient.




DISPOSAL
After use, dispose of in accordance with local policies and / or as advised by your
local healthcare provider.

STORAGE
Store in a cool dry place out of direct sunlight.

TROUBLESHOOTING POSSIBLE EXPLANATION

Light does not appear - Lighting mechanism, has not been fully depressed.

- Blade and Handle have not been connected properly.

Blade does not connect to handle - Abnormalities on Block head.
- Abnormalities seen on Blade.

ACTION NEEDED

- Replace Handle.
- Connect blade and handle until click is heard. If no light is seen,
replace handle.

- Replace Handle.
- Replace Blade.
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