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CAT-1039-07 (C1017)   

This document gives general guidance on how Southern Implants devices (components and instrumentation) that are suitable for 
cleaning and sterilization should be processed. These instructions are based on validated processes used to render a product free from 
viable microorganisms.

Note:  The final responsibility for cleaning, disinfecting and sterilization techniques lies with the end-user (ISO17665).
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Limitations on Re-usable items

As soon as practically possible, remove all visible residue after use (bone, blood or tissue), by immersing the instrument in 
cold water. (Dried soil is difficult to remove).

Disassemble instruments from hand pieces and all connecting parts from instruments i.e. ratchets, in order to clean soil 
from obstructed areas. Remove the PEEK bits from placement tools.
Rinse with lukewarm water for 3 minutes, and remove hardened debris with a soft nylon brush. Avoid mechanical 
damage during cleaning.

Prepare an ultrasonic bath with suitable detergent (i.e Steritech instrument cleaner -5% dilution), sonicate for 20 minutes. 
(Alternative methods can be used if proven by the end user). Rinse with purified / sterile water.
Note: Always follow the instructions for use of the manufacturers of cleaning agents and disinfectants.
Load devices into a thermo-disinfector.  
Run the cleaning and disinfection cycle, followed by the drying cycle.  

Dry the instruments inside / outside with filtered compressed air or single use, lint free wipes. Pack the instruments as 
quickly as possible after removal into the storage container. If additional drying is necessary, dry in a clean location.

Do a visual inspection of the items to check for damages on instruments.

Use the correct packaging material as indicated for steam sterilization to ensure sterility is maintained. Double 
packaging is recommended. Where appropriate, the cleaned, disinfected and checked devices can be assembled 
and placed in instrument trays as applicable. Instrument trays can be double wrapped or placed in sterilization bags.

Maintain packaging integrity to ensure sterility in storage. Packaging should be completely dry before storage to avoid 
corrosion and degradation of cutting edges.

Southern Implants recommends the following procedure to sterilise the instruments prior to use/re-use:
Methods to sterilise the surgical instruments:
1.  Pre-vacuum Sterilisation method: Steam sterilise the instruments at 132°C (270°F) at 180-220kPa for 4 minutes. Dry for 

at least 20 minutes in the chamber. Only an approved wrap or pouch for steam sterilisation must be used.
2.  Pre-vacuum sterilisation method: Wrapped, steam sterilise at 135°C (275°F) for 3 minutes. Dry for 20 minutes in the 

chamber. Use a wrap or pouch that is cleared for the indicated steam sterilisation cycle.

Note: Users in the USA must ensure that the steriliser, wrap or pouch, and all steriliser accessories are cleared by the FDA, 
for the intended sterilisation cycle.

A direct value for reuseable instruments can not be given. Frequent processing may have minor effects on the instruments. The product life is 
normally determined by wear and damage during use, thus instruments if properly cared for and inspected after each use, can be reused many 
times.  Maintain a checklist for these instruments recording the number of uses.

Prior to re-processing the device it should be thoroughly inspected and tested to determine its suitability for re-use. 

NOTE: During use, handle drills and instruments with sterile tweezers to minimize contamination of the instrument tray and risk of damage to sterile 
surgical gloves. 

Non-sterile:
Indicates that the device is supplied clean but not sterile.

Sterile:

Do not use if package is opened or damaged:

Indicates a device supplied sterilized by using irradiation. 

Medical devices should not be used if packaging is 
damaged or opened.

Do not re-use:
Re-using single use devices may affect the integrity of 
the design, i.e. critical dimension may change - affecting 
fit or efficiency of the product.

Do not re-sterilize:
Changes in mechanical, physical or chemical 
characteristics may occur, affecting the design and 
performance of the item.
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