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CLEANING AND STERILIZATION INSTRUCTIONS FOR
REUSABLE INSTRUMENTS

Purpose

This document provides recommendations for the cleaning, disinfection, inspection and sterilization of
reusable instruments from PB Swiss Tools. This document is intended to assist appropriately trained
medical personnel in the safe handling, effective reprocessing and inspection of instruments. These
instructions contain additional information to the instructions for use, in compliance with the standards
EN ISO 17664, and EN ISO 16061.

Area of application:

Reusable OPERACE instruments. A list of the applicable products can be found in the appendix to these
instructions.

Cautionary notes

All products must be thoroughly cleaned, disinfected and checked before sterilization. Only use the
procedures and aids described in these instructions. The parameters listed apply to compliant repro-
cessing equipment according to standards such as EN ISO 15883 and the sterilization parameters apply
to adequately cleaned devices and compliant equipment according to EN ISO 17665-1. Further national
regulations and guidelines, as well as internal guidelines and instructions in the clinics must also be
followed.

Pre-treatment at the
point of use
T
Transport to the
preparation area
T
Preparation before
cleaning
T

Pre-cleaning

Manual cleaning

Automatic cleaning
and disinfection

Inspection

I
Packaging and
labeling
I

Sterilization

REF 80290 en Print date: 2025-Sep-10
PB Swiss Tools page 1/6 Ver B /2025-09



EB SWISSTOOLS
en

Limitation during reprocessing

The end of life of the instruments is limited. We recommend not reprocessing the instruments for more
than 500 cycles. The end of life of the instruments is usually limited by wear and damage due to the
intended use in surgery and not by reprocessing. The instruments must be thoroughly inspected before
each use to ensure that they are fully functional. See also section “Function and cleanliness check” in
the appendix.

Pre-treatment at the point of use

Remove excessive soiling with a disposable cloth or paper towel. Drying blood should be avoided. To
do this, rinse the instruments with cold water.

Transport to the preparation area

Reusable instruments should be cleaned and disinfected as soon as possible after use. Surgically used
products are considered contaminated and must be transported safely to the designated area.
Preparation before cleaning

It is not possible to disassemble the individual instruments. The instruments must be removed from the
trays or cases during the cleaning process.

Automatic cleaning / disinfection

If soiled instruments are cleaned automatically, it is important that they first undergo a pre-cleaning, a
manual cleaning process with an ultrasonic bath.

Required equipment:

Ultrasonic cleaner, enzymatic or mild alkaline cleaning agent in the pH range of 7 ~ 11, suitable for
manual and automatic cleaning as well as ultrasonic treatment, suitable soft brushes. Washer-disinfec-
tors (WD) in accordance with EN ISO 15883, CE marked. See also section “Validation Information”.

Procedure:
Pre-cleaning:

1. Rinse the soiled instruments under running cold tap water for at least two minutes. A soft brush
can be used to remove soiling and residues more easily.

Manual Cleaning:

2. Soak the instruments and trays completely in a mild alkaline or enzymatic cleaning solution for
20 minutes. Follow the cleaning agent manufacturer's instructions for use with regard to contact
time, temperature, water quality and concentration.

3. Then rinse with cold tap water for at least two minutes. Rinse out the cavities.

4. Manuell clean the instruments in a freshly prepared mild alkaline or enzymatic cleaning solution.
Use a medium hard brush to remove dirt and residues until no more residue is visible on the
surface. Move the coupling sleeve to ensure access of the cleaning solution.

5. Then rinse with lukewarm tap water for at least two minutes. Rinse out the cavities.

6. Prepare an ultrasonic bath with fresh cleaning solution using a mildly alkaline or enzymatic
cleaning solution in accordance with the cleaning agent manufacturer's instructions regarding
concentration and temperature.

7. Clean the instruments with ultrasound at a recommended frequency of 25 to 50 kHz for at least
15 minutes.

8. Rinse the instruments with treated water referred to deionized (DI), purified (PURW) or equiva-
lent water? for at least 2 minutes. Move the coupling sleeve to ensure access of the treated
water.

' Total Hardness <1 mgCaCOs/L; Conductivity <10 uS/cm; Chlorides <1 ppm; Bacteria <10 CFU/ml;
Endotoxin <10 CFU/ml
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9. Visually inspect the instruments. Repeat steps 2 to 8 until no visible residue remains on the
instrument.
10. Dry the instruments with air or particle-free cloths.

Automatic cleaning:

The instructions for use of the washer-disinfector manufacturer must be observed. Detergents with a pH
value of 7 to 9.5 are recommended, whereby a pH value of 11 must not be exceeded. The instruments
must be placed with the openings facing downwards so that the cleaning agent can drain off completely.

Cleaning cycle minimum parameter:

Pre-rinse with cold tap water for 3 minutes

Pre-cleaning at <40 °C; addition of cleaning agent, duration 2 minutes

Cleaning at 45°C with cleaning agent, duration 5 minutes?

Rinse with tap water at >40 °C for 2 minutes

Rinse with cold, treated water referred to equivalent water for 1 minute

Thermal disinfection at 93°C for 5 minutes?

Dry for at least 40 minutes at >90 °C; if necessary, dry holes and cavities further with sterile
filtered compressed air

Nogokrwh-=

When unloading, check that all visible dirt has been removed from the instruments. If contamination is
detected, repeat the cleaning/disinfection process.

Disinfection

Manual disinfection is not recommended. Thermal disinfection at 93°C for 5 minutes is recommended
to render devices safe for handling prior to steam sterilization.

Inspection

Cleanliness:

After each cleaning/disinfection process, the instruments must be free of visible residues and other con-
tamination. The instruments, especially the cavities on the couplings, must be carefully checked for
possible residues. If necessary, the cleaning process must be repeated until the instruments are visibly
clean.

Function:

Before each use, the surgical instrument must be checked for breaks, cracks, deformations, corrosion
and correct function. It must be possible to easily slide the sleeve back and forth on the couplings.

Please find attached pictures as examples of damaged and/or deformed products.

Packaging and labeling

Only sterilization barriers complies with the EN ISO 11607 standard (e.g. wraps, pouches or rigid con-
tainers) should be used.

Pack the cleaned and dry products individually in a sterilization pouch which is suitable for the steriliza-
tion parameters listed below. Alternatively, a reusable sterilization container system or medical steam
sterilization wrap can be used.

A standardized method should be used for packaging. Label the packaging or container accordingly.

2 In accordance with the cleaning agent manufacturer's instructions
3 Different local or regional requirements may apply.
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Sterilization

Sterilization must be carried out in tested, properly maintained steam sterilizers in accordance with the
EN ISO 17665-1 standard.

The following steam sterilization parameters are recommended* :
Vacuum autoclave with pre-vacuum / pulsating vacuum

— atleast 3 minutes holding time at 134 °C

— Drying time of at least 20 minutes*

*Drying times generally vary between 20 and 60 minutes due to differences in packaging material and
sterilization behavior. When using cases/trays in heavy sterilization wraps, the drying times may lie out-
side these parameters. The use of adequate drying times should be verified, e.g. by visual inspection.
Temperatures of 140°C must not be exceeded during drying.

Storage

The instruments must be stored in a clean, dry place that is protected from direct sunlight, vermin/in-
sects, extreme heat and humidity. The instructions of the manufacturers of the sterilization barrier sys-
tems regarding duration, temperature and humidity must be followed.

Validation Information

The following materials and equipment were used in the validation:

Cleaning agents: For manual and automated cleaning: Enzymatic cleaner-
neodisher® MediZym, mild alkaline cleaner neodisher®
MediClean forte

Washer-disinfector: According EN ISO 15883

Instrument Tray: Tray ffOPERACE 68.190.000

Sterilization container system: Volume: 14.7 dm?3 with two single-use filters
Sterilization wrap: Stericlin® Article no: 3FDOP372212

The cleaning procedures contained in these instructions are provided in accordance with EN ISO
17664 standard. The reusable devices are exposed to artificial test soil to simulate clinical use and be
dried for 2 hours prior to cleaning. It is critical that alkaline cleaning agents are thoroughly neutralized
and completely rinsed from devices. The sterilization parameters listed and validated in these instruc-
tions were met in accordance with the EN ISO 17665-1:2024 standard.

g PB Swiss Tools AG MDSS GmbH.

Bahnhofstrasse 24 Schiffgraben 41
3457 Wasen/Bern 30175 Hannover
Switzerland Germany

Cce

www.pbswisstools.com

4 The holding time can be extended to 18 minutes to meet the recommendation of the World Health
Organization (WHO) with regard to TSE/CJD contamination. PB Swiss Tools medical devices are de-
signed for such sterilization cycles.
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Appendix:

Applicable products:
REF Description REF Description
80001 Handle MINI 80006 Extension MINI, for screwdriver inserts
80002 Handle SMALL 80007 Extension SMALL, for screwdriver inserts
80003 Handle LARGE 80008 Extension LARGE, for screwdriver inserts
80004 Cross handle SMALL 80010 Coupling, SMALL, with AO Adapter
80005 Cross handle LARGE 80011 Coupling, LARGE, with AO Adapter

Function and cleanliness check

The purpose of these images is to provide the user with visual and functional criteria that can be used
to determine whether the product has reached the end of its life cycle. In the validation, up to 500 cycles
were simulated. We recommend not using the instruments for more than 500 cycles.

The illustrations in this document are only a representative example, the written description of the feature
always applies.

Mechanical damage Metal

Objektiv 220:X20

Objektiv Z20:X20

Widening of the hexagon insert holder, blocked

coupling sleeve
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Dismantling / breakage of the clutch unit.
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Damage to plastic

Damage and indentations in the plastic handle.

Excessive gaps between metal and plastic Sharp shoulder/edge between different plastic

connections joints due to a high number of reprocessing
cycles.
Corrosion lllegible marking

Corrosion on metal surfaces with patient contact Poorly or no longer legible direct marking
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