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en - The following should be thoroughly read before use

IMPORTANT NOTES
This document is designed to provide instructions on how this product/s is used. It is not a reference to clinical techniques and doe
S

not replace local or national guidance or protocols.

INTENDED USER
This product should only be used by suitably trained healthcare professionals within a healthcare establishment.

INTENDED PURPOSE ) )
A sterile device designed specifically to cover the handle of a piece of medical equrﬂent (e.g. operating light) to provide a physica)
sterile barrier between the handle and the hand of a healthcare professional, e.g. during a surgical procedure and mitigate against

the risk of transfer of infection from the non-sterile equipment to patient.

INDICATIONS FOR USE
Use is governed by the clinical application of the operating light system

PRODUCT CHARACTERISTICS

The Light Handle Cover is of single use, flexible plastic, one-piece, friction fit design.

HOW SUPPLIED ) P o
This is a BULK NON-STERILE supply option intended for a Kit Packer for their inclusion and sterilisation of the device within a

procedure pack, before being provided to the end user.

SHELF LIFE
Use by date as denoted on labelling in format YYYY-MM

INDICATIONS FOR STERILISATION PROCESSING
The device performances have been qualified as suitable with consideration to the following methods and limitations, of

sterilisation:
—  Ethylene Oxide Sterilisation - Maximum Temperature of 59°C and Minimum Pressure of 50mBarA

— Gamma Irradiation Sterilisation - Maximum Dose of 40kGy

OTHER DEVICES REQUIRED FOR USE AND INTEROPERABILITY REQUIREMENTS
The Purple Surgical Light Handle Cover has been specifically designed to fit the Litex Manufacturing Inc. ‘Universal Light Handle

Adaptors’, available from Purple Surgical as required.

CONTRAINDICATIONS
No restrictions apply.

PRECAUTIONS / WARNINGS / RESIDUAL RISKS
Prior to use, the user shall confirm that the Light Handle Cover is of a compatible fit to the handle grip installed on the lighting

system. It shall be capable of being fitted fully over the handle grip without splitting or damage and shall be sufficiently tight so as
not to detach from the grip whilst being manipulated.

POSSIBLE ADVERSE REACTIONS
None apply.

SINGLE USE PRECAUTION

These device(s) are designed and sold for single patient use only.
Re-processing and/or re-sterilisation is not permitted. The effects of unauthorised reprocessing or re-sterilisation can result in the

following complications:
1. Infection due to cross contamination as a result of ineffective re-processing/re-sterilisation.

2. Mechanical fatigue and performance failure, due to the effects of the re-processing / re-sterilisation method.

DIRECTIONS FOR USE
1. Visually inspect the sterile barrier system pouch prior to its opening so as to ensure it is not already open or compromised. If a

sterile barrier failure is found, the contained product shall be considered non-sterile and it shall not be used.

2. Apply the singe-use Light Handle Cover to the universal light handle utilising a one handed technique & using a 360 degree
upward rotating / twisting motion until the circular flange of the Light Handle Cover reaches the circular flange of the universal light
handle. The clinician should avoid directly touching the universal light handle during the application of the Light Handle Cover

3. Discard after single patient use by gripping the flange of the Light Handle Cover & peeling it off the universal light handle.

DISPOSAL
This product is to be disposed of as controlled medical waste according to national guidelines.

SERIOUS INCIDENT REPORTING
Any serious incident that has occurred in relation to the device should be reported to the manufacturer and the competent

authority of the Member State in which the user and/or patient is established.
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