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1. Objective

These processing instructions represent a recommenda-
tion according to the requirements of SN EN ISO 17664
and apply to all balanSys BICONDYLAR leggera instru-
ments in order to achieve cleanliness and sterility for these
instruments. Mathys Ltd Bettlach (hereafter referred to as
«Mathys») has validated the methods recommended in
these instructions based on the normative specifications
for reusable surgical instruments and their instrument
trays.

The processor is responsible for effective and safe pro-
cessing with its individual equipment, cleaning chemicals
and trained staff. Alternative processing steps may be
performed, but must be validated by the processor.

If these processing instructions are in conflict with coun-
try-specific applicable cleaning, disinfection and sterilisa-

3. Symbols

Non-sterile

Do not resterilize

CE marking medical devices of Risk
Class Il and Il

C€o0123

Date of manufacture

Bep

REF

Catalogue number
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tion requirements, laws or regulations, these require-
ments, laws or regulations have priority over the
recommendations from Mathys.

The hospital management and the central sterile services
department (CSSD) must be aware of these processing
instructions in order to ensure a safe and effective repro-
cessing. This is important to prevent damage affecting the
environment, persons and material, or abuse.

2. Scope

The contents of the processing instructions refer to the
transport after use to processing, disassembly, cleaning,
disinfection, assembly, maintenance/care, functional
check, sterilisation, packaging and storage of the instru-
ments from orthopaedic surgery.

Turn in the direction of the arrow

Move to the right

Compress

Move in the direction of the arrow

#]llll(l

Rinsing



4. Important information for processing/Recommendations for processing

Cleaning agent

A mildly alkaline-enzymatic cleaning solution is
recommended (pH 10-10.8).

Cleaning solutions that are too concentrated, too
acidic or alkaline, or that contain aldehydes, mercury,
active chlorine, chloride, bromine, bromide, iodine or
iodide, may damage the instruments. Such cleaning
solutions are to be avoided.

Low-foam cleaning solutions should be used to
ensure visibility of the instruments.

Mathys advises against the use of drying or
neutralising agents.

Always follow the manufacturer’s instructions for
preparing and using the solutions.

Water

Attention must be paid to the quality of the water
used. The deionised water (hereafter DI water) used
for rinsing should microbiologically be at least of
drinking water quality.

Use of hard water (> 14°dH) is to be avoided. The
softer the water used, the better contamination can
be removed and visible mineral residues avoided.

If only water (without the addition of cleaning
solution) is used for cleaning, Mathys recommends a
water temperature of no more than 45°C (113°F),
since otherwise proteins will be fixed on the
instrument, making removal difficult.

The last rinse in mechanical cleaning is to be
performed with DI water.

Aids for manual cleaning

Mathys advises against the use of metal brushes or
metal sponges, since these could damage the
protective oxide layer. This can lead to corrosion.

Use of steamers is not recommended, since the high
temperature fixes proteins to the surface.

Any use of saline solutions is to be avoided, since this
leads to corrosion of the instruments.

Brushes must be decontaminated and sterilised or
disposed of after use.

Safety measures

Personnel who come into contact with potentially or
actually contaminated surgical instruments must

be trained with regard to generally accepted hygienic
protective measures (protective clothing, mouth

and nose protection, goggles, cut-resistant gloves,
work shoes, etc.) and be able to use them.

High-risk patients with prion diseases such as

Transmissible Spongiform Encephalopathy (TSE),
Creutzfeldt-Jakob disease (CJD) and its variants
(vCJD) must be operated on with disposable instru-
ments whenever possible.

e |t must be clarified in advance that the patients, as
well as the staff (operating theatre and CSSD
personnel), do not react with allergic reactions due
to material intolerance (various steels and plastic
materials) upon direct contact with instruments.

e Particular care must be taken when handling cutting
instruments (reamers, drill bits, rasp, chisels),
as they pose a risk of injury to the patients on the
one hand and to the staff (operating theatre
and CSSD personnel) on the other.

e Furthermore, the instruments may be exposed
to body fluids that contain the hepatitis or HI virus
(«AIDS virus») or other pathogens.

¢ Before returning any instruments to Mathys,
these instruments must undergo a full processing
cycle in order to exclude a risk of infection.

e |f contaminated instruments are sent to external
treatment facilities for processing, they must be
manually pre-cleaned, visually clean and dry in their
specific instrument tray, and additionally stored in a
sterilisation container. The sterile container must be
closed, sealed and marked with a Biohazard label.

¢ Before being returned to Mathys, contaminated
leased instrument trays must undergo a complete
processing cycle in order to avoid danger to third
parties. This also applies to the return of contaminat-
ed individual instruments, and to repairs.

e Brush and clean the instruments below the surface of
the cleaning solution to avoid formation of aerosols
and thus a risk of infection.

Restrictions

e Instruments for single use may be used only once and
never reprocessed or resterilised, not even if they
are removed from the package but not contaminated
or used. The single-use instruments are to be
disposed of after use.

e This also includes single-use instruments that were
packaged and delivered sterile, removed from
the package and inserted into individual trays.

¢ In the case of aluminium, a protective oxide layer
(often also colour-anodized) is created through
electrochemical surface treatment, providing good
corrosion resistance. Nonetheless, alkaline cleaning
solutions (pH >11), use of DI water and thermal
disinfection represent influencing factors that lead to
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colour changes and degradation of the oxide layer.
These cleaning instructions also apply to titanium
alloys.

Notes

The plastics used by Mathys in the instruments are
not suitable for cleaning/disinfection machines that
work at temperatures > 141°C (>285°F). The plastic
surfaces of the instruments with plastic components
could be damaged thereby.

Heavy objects should not be placed on sensitive
instruments, since this can impair the function of the
instruments.

The Mathys instrument trays may be loaded only with
instruments manufactured and/or marketed by
Mathys.

Instrument trays and lids must be cleaned separately
from the instruments.

Non-sterile leased instrument trays that are delivered
to the hospital must undergo a complete processing

. Processing cycle

¢ Purchase of new
instruments
 Leased trays

A

Transport to Disassembl Cleaning Disinfection
the CSSD y (man./mech.) (thermal)
\

\ETICE Functional . e .

* Scrapping
* Return to
manufacturer

cycle before they may be used. This also applies to the
return of leased instrument trays or non-functional
instruments, as well as to repairs.

New instruments must undergo mechanical cleaning
at least three times before use in order to build up the
protective oxide layer.

If necessary, after drying in the WD the instruments
must be dried with medical compressed air before
being serviced. For maintenance/care, the instru-
ments must be completely dry.

Only instruments by Mathys Ltd Bettlach may be

used for the placement of implants by Mathys Ltd
Bettlach (see the respective surgical technique);
instruments by other legal manufacturers may not.
No additional lettering of any kind may be applied

to the instruments.

The instruments are packaged separately and
delivered in non-sterile condition. The packaging
materials must be disposed of in accordance

with the local and country-specific regulations.
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5.1 Transport after use to processing (CSSD)

After the use of the instruments, they must be transported in a specific instrument tray by
Mathys in order to avoid defects due to transport. This instrument tray in turn must be trans-
ported in a closed container to the CSSD in order to protect the personnel and the environ-
ment from risks of contamination and infection.

Table 1: Overview of the reprocessing according to SN EN ISO 17664:

1
|

+ Validated method " Thermal disinfection according to DIN EN ISO 15883
— Non-validated method 2 Preferred sterilisation method according to SN EN ISO 17664

~N
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5.2 Assembly/Disassembly for optimal cleaning

Prior to manual processing in the CSSD, the instruments must be removed from their specific
instrument tray. Subsequently, for manual as well as for mechanical cleaning, the instruments
that consist of several components must be properly dismantled into their individual compo-
nents (see list below) in order to ensure sufficient and efficient treatment. It must be ensured
that no small parts are lost. If this should happen anyway, it is extremely important to report
this to your Mathys Partner.

5.2.1 Assembly and disassembly of
e balanSys TRS Proximal

balanSys TRS Distal

balanSys TRS Ankle Holder
balanSys TRS Cutting Block

Fig. 1a Fig. 1c

Fig. 1d Fig. 1e Fig. 1f Fig. 19
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5.2.2 Assembly and disassembly of
e balanSys Silicone Handle
e balanSys Intramedullary Rod

Fig. 2a Fig. 2b i

5.2.3 Assembly and disassembly of
e balanSys Spacer Block Femur

e balanSys Spacer Block Tibia 8/9 or balanSys Spacer Block Tibia 8/10.5
e balanSys Spacer Block Tibia 10.5/11.5
e balanSys Spacer Block Tibia 13/15.5

-

Fig. 3a Fig. 3b

\

5.2.4 Assembly and disassembly of
e balanSys Spacer Block Femur

e balanSys Spacer Block Tibia 13/15.5
e balanSys Spacer Shift Plate +5

’

Fig. 3c Fig. 3d
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5.2.5 Assembly and disassembly of balanSys

e Femur Sizing/Rotation Guide with/without AP
balanSys Handle Femoral Siz./Rotation Guide
balanSys Femur Rotation Bearing Large and Small
balanSys Femur Stylus

Fig. 4a Fig. 4b

Fig. 4c Fig. 4d

Fig. 4e
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5.2.6 Assembly and disassembly of

e balanSys Ligament Tensor

e balanSys Spacer 8G

e balanSys Femoral Feeler 8G

e balanSys Drill Guide 4in1 CuttBlock 8G
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5.2.7 Assembly and disassembly of
e balanSys Trial Inlay
e Adapter Trial Inlay

Fig. 6a Fig. 6b

5.2.8 Assembly and disassembly of
e balanSys TRS Eminentia Shackle
e balanSys TRS Intramedullary Shackle
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5.3 Cleaning and disinfection

For cleaning the instrumentation, Mathys recommends
using a combined manual and mechanical cleaning pro-
cess with a mildly alkaline-enzymatic cleaning solution
(pH from 10 to 10.8) using DI water (according to SN EN
285) to achieve optimum and thorough cleaning results.

In the case of manual pre-cleaning, all blind holes and
boreholes, slits and crevices as well as other visible design
features must be rinsed thoroughly with tap water and, if
necessary, pre-cleaned with a nylon brush.

With regard to manual pre-cleaning, the entire instrumen-

tation is divided into three cleaning categories (Tab. 2).

Table 2: Overview of the cleaning categories of the balanSys BICONDYLAR leggera instrumentation

These instruments These instruments do not No manual pre-cleaning
have no design need to be prepared necessary. The instruments
features that are manually and can be fed may be placed directly into
challenging for the directly into the mechanical ~ the WD.

cleaning process cleaning (WD).

(open design).

balanSys BICONDYLAR — leggera instruments — 13




Instruments that have a
cleaning position must

These instruments
have, in addition

to the characteristics
of category 2,
several components
interacting in a
complex manner.

manual pre-cleaning.

ultrasonic cleaning must
be performed.

be set to the same before

In addition to the manual
pre-cleaning of category 2,

In addition to the cleaning
steps of category 2, instru-
ments must be treated with
a mildly alkaline cleaning MediClean forte?
solution at room temperature (v/v) in DI water?
for 5 minutes? and a frequen- (£45°C (113°F))
cy of 35 to 47kHz in an e Ultrasonic bath
ultrasonic bath.

The temperature of 45°C

(113°F) must not be exceeded

in the ultrasonic bath.

e Mildly alkaline-en-
zymatic cleaner
0.5 % neodisher

After the ultrasonic bath, the e D| water?
instruments must be thor-

oughly rinsed. The final rinse

must be carried out with

deionised water.

" Nylon brushes must be decontaminated and sterilised or disposed of after use. Do not use steel brushes.
2 Recommendation of exposure time, concentration, temperature and pH according to the product data sheet of the detergent

manufacturer (Dr. Weigert GmbH).
3 Water quality according to SN EN 285.

Optimum cleaning is ensured if the instruments are prop-
erly reprocessed within one hour after transport to the
CSSD. To do this, the contaminated instruments must be
removed from the instrument tray and, after disassembly,
cleaned of any residues of body fluids as quickly as possi-
ble while being held beneath the water surface (tap water
or mildly alkaline-enzymatic cleaning solution) to prevent
drying and corrosion. If necessary, specific plastic and lu-
men brushes made of nylon, plastic syringes and water jet
guns (no steamers!) can be used for rinsing. Extensive
rinsing of the instruments with demineralised water after
manual pre-cleaning prevents detergent residues on
them.

The pre-cleaned instruments are then placed into a suita-
ble cleaning basket (e.g. mesh screen) for the mechanical
cleaning in the washer-disinfector (WD).

If it is not possible to clean the instruments within this
specified time, Mathys recommends immersing the in-
struments into deionised water at room temperature.
However, it is also possible to wrap the instruments for up
to 6 hours into cloths moistened with deionised water at
room temperature.
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5.3.1 Instructions for manual pre-cleaning of
cleaning category 1 instruments

The instruments in this category have no specific design
features and do not require manual pre-cleaning.

5.3.2 Instructions for manual pre-cleaning of
cleaning category 2 instruments

The instruments of this category must be manually pre-
cleaned with plastic and lumen brushes made of nylon,
plastic syringes and, if necessary, with a water jet gun
until no visible residues are left.



5.3.2.1 balanSys Chisel Centering Guide

Fig. 8a

Cleaning position: The rotary knob must be in the vertical position.

5.3.2.2 balanSys Positioner for Tibial Plateau

Cleaning position: By rotating the head of the threaded rod, the two bolt guides on the left and
right of the threaded rod must be exposed so that the part that can be screwed out folds backwards easily.
Thus, the two guide holes of the bolts can also be rinsed effectively.
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5.3.2.3 balanSys TRS Intramedullary Shackle

5.3.2.4 balanSys Pin Pliers

Fig. 11a

Cleaning position: The Pin Pliers must be
cleaned in open state.
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5.3.2.5 balanSys Femur Stylus, balanSys Tibial Stylus and balanSys Femoral Feeler 8G

Fig. 12 balanSys Femur Stylus

Cleaning position: Move the stylus to the position shown.

Fig. 13 balanSys Tibial Stylus

Cleaning position: Move the stylus to the position shown.

Fig. 14 balanSys Femoral Feeler 8G

Cleaning position: Move the stylus to the position shown.

balanSys BICONDYLAR - leggera instruments — 17



5.3.2.6 balanSys Holder Tibial Template

Compress the balanSys Holder Tibial Template several times during manual rinsing.

Fig. 15¢ Fig. 15d

5.3.2.7 balanSys Ligament Tensor

Fig. 16

Cleaning position: By pressing together the
two handles (by about 1/3), the claws expand
for better cleaning.
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5.3.2.8 balanSys Drill Guide 4in1 CuttBlock 8G

5.3.2.9 balanSys Spacer 8G

Fig. 18b

Fig. 18d
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5.3.2.10 balanSys Cutting Blocks

Fig. 19: balanSys TRS Cutting Guide

Fig. 20: balanSys Distal Cutting Guide

Fig. 21: balanSys Distal Cutting Block 4in1, size XS, S and A-F

Fig. 22: balanSys Corrective Cutting Guide

20 - balanSys BICONDYLAR - leggera instruments



5.3.3 Instructions for manual pre-cleaning of cleaning category 3 instruments

The instruments of this category must be manually pre-cleaned with plastic and lumen
brushes made of nylon, plastic syringes and, if necessary, with a water jet gun until no visible
residues are left. In addition, the instruments must be subjected to ultrasonic bath treatment
prior to mechanical cleaning.

5.3.3.1 balanSys TRS Proximal

Fig. 23b

Fig. 23a

Cleaning position:
1. Slope dial must be set to CLEAN.
2. Turning the height adjustment wheel to the left moves the Cutting Block Holder upwards, thus exposing it.

Fig. 23d, 23e Fig. 23f
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5.3.3.2 balanSys TRS Ankle Holder

Fig. 24a

p
Cleaning position: Turn the spindle to adjust the cleaning position.
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5.3.3.3 balanSys Angle Guide

Cleaning position: The angle adjustment drum must be brought into the cleaning position shown
(opening must face upwards).

balanSys BICONDYLAR - leggera instruments — 23



5.3.3.4 balanSys Femur Sizing/Rotation Guide without AP

right
Fig. 26a

Cleaning position: The pointer of the rotary knob must be set to the cleaning position.
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5.3.3.5 balanSys Femur Sizing/Rotation Guide with AP

rigiht
Fig. 27a

Cleaning position: The pointer of the rotary knob must be set to the cleaning position.

righi
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5.3.3.6 balanSys Femur Holder

Fig. 28a

Cleaning position: The thread must be exposed by turning until it stops.

Fig. 28b
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5.3.4 Instructions for mechanical cleaning and
disinfection (all cleaning categories)

After manual pre-cleaning, mechanical cleaning and dis-
infection is carried out in the WD.

For this purpose, the contaminated instruments are placed
in a suitable cleaning basket (e. g. mesh screen) of the WD
and cleaned. For this purpose, the instructions of the WD
manufacturer must be strictly adhered to.

To ensure efficient mechanical cleaning, the instruments

must not touch each other. Instruments with holes or per-
forations must, whenever possible, be connected in the
WD so that their internal lumen can be actively flushed.
The processing was validated at Mathys with a WD (Miele
Professional G 7836 CD) and a cleaning process using the
mildly alkaline-enzymatic cleaning solution neodisher
MediClean forte by Dr. Weigert GmbH.

Pre-rinse Duration: 2 minutes e Tap water (cold, <45°C (113°F))

Interim rinse Duration: 2 minutes e D| water (cold)3 4

Drying® Duration: 15 minutes e Hot air
Temperature: 115°C (239°F)

! Mechanical cleaning must be carried out in a WD in accordance with the ISO 15883 series of standards.
2 Recommendation for exposure time, concentration, temperature and pH according to the manufacturer’s product information sheet

(Dr. Weigert GmbH).
3 Water quality according to SN EN 285.

4 Limit value for chemical residues taking into account the information provided by the manufacturer of the cleaning solution

(Dr. Weigert GmbH).

> If necessary, after drying in the WD the instruments must be completely dried with medical compressed air.

5.4 Maintenance/Care and function check

After cleaning, the instruments must be completely dry
and free of visible and noticeable residues. Critical areas
such as handle structures, long and/or thin boreholes or
blind holes, joints and complex structures must be treated
with special care. To ensure that all contamination has
been removed, it is of crucial importance to inspect each
instrument carefully and check it for cleanliness as well as
water spots (for example, lime or silicate). If any contami-
nation should be discovered adhering to instruments, the
complete manual as well as mechanical cleaning and dis-
infection process must be repeated immediately.

Once the instrument is visually clean, it must undergo
maintenance (see yellow arrows in the figures below). To
this end, Mathys recommends use of a care product based
on paraffin/white oil that is biocompatible, suitable for
steam sterilisation, and vapour-permeable, e.g. Sterilit |
JG600 (Aesculap AG). Alternative products must be oil-

free, free of silicone oil-containing care products, suitable
for steam sterilisation and biocompatible (see the «Red
Brochure» by the AKI).

For maintenance, the instruments must be cooled to
room temperature since otherwise there would be a risk
of metal abrasion. The care product must be manually
applied specifically, carefully, and drop by drop to hinged
or ball bearings of a snap-fit, rotating or joint mechanism
and/or sliding surfaces and then distributed evenly by
moving the hinges, joints, snap-fit mechanisms, or sliding
surfaces. Excess care product must be removed with a
lint-free cloth (the manufacturer’s instructions must be
observed). «Overspraying» the instruments or immersion
baths is not recommended by Mathys. Plastic surfaces
must not be treated with care products. Observe the ex-
piry date indicated by the manufacturer of the care prod-
ucts.
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Instruments with plastic materials must be replaced if:

1. the surfaces look «chalky».

2. they show any signs of damage (e. g. (hairline)
cracks, flaking, deformation, blistering).

3. they have excessive shape changes and/or
are visibly warped.

4. the lettering, such as Item no. or LOT no., is no longer
legible. This likewise applies to surgical instruments
that do not comprise any plastic materials and are
made of steel only.

For replacement, contact your Mathys Partner.

If stains on the medical devices should be recognisable,
their cause must first be ascertained. Thus, coloured spots
indicate incompatibility with a process chemical or ex-
ceedance of an exposure time. White spots are often res-
idues of lime, process chemicals or salts. Corrosion marks
should not be underestimated, and affected instruments
should be immediately separated from unaffected ones
(«flash rust> or <rust bloom).

Da beschadigte Instrumente ihre Funktion nicht mehr ein-
wandfrei ausfuhren kénnen, missen nach der Wartung/
Pflege, aber vor der Sterilisation alle aufbereitbaren In-
strumente auf lhre Funktion Uberprift werden (siehe
«Rote Broschure» des AKI).

As damaged instruments can no longer function properly,
all reprocessible instruments must be checked for proper
functioning after maintenance/care but before sterilisa-
tion (see the «Red Brochure» by the AKI).

Please pay particular attention to the following:

1. The instrumentation must be checked for
completeness.

2. The instruments in the tray must be checked
for correct arrangement.

3. The instruments must be checked for damage (e.g.
(hairline) cracks, deformations, changing gaps
between metal and plastics, fractures, corrosion or
signs of wear) and damaged surfaces. Damage or
wear that might impair the function of the instrument
must be reported to your local Mathys Partner.

The same will decide on repair or exchange of the
instruments or entire instrument trays.

4. The functionality of mobile components (e.g. hinge
joints, sliding parts, moving parts, etc.) must be
checked in order to ensure that the intended move-
ment sequence can be performed and correctly.

5. Long and narrow instruments must be checked
for bending.

28 — balanSys BICONDYLAR - leggera instruments

6. Instruments that consist of several individual compo-
nents and have to be assembled for function must
be checked for correct assembly and functionality
after assembly.

7. Drill bits, reamers, rasps and other cutting instru-
ments must be carefully examined for their
cutting edges. It must be ensured that the cutting
edges are sharp for use, and that no visible or
palpable damage is present. This can be done easily
using a 10— 12 x magnifier.

8. Instruments that are no longer functional must

be returned to Mathys for repair or scarping. Before,
the instruments must undergo an entire processing
cycle in order to eliminate the risk of infection.



5.4.1 balanSys TRS Proximal

Function test:

1. Slope dial must turn without jamming. Turn the slope dial 3x left and right.
2. Height adjustment wheel must be able to turn without jamming. After maintenance, turn the height adjustment wheel

3x to the right.

3. Clamping support must be movable. After maintenance, move the clamp support lever 3x up and down.

Fig. 29e
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5.4.2 balanSys TRS Ankle Holder

Fig. 30

Function test:
Spindle must turn without jamming. After maintenance, turn the spindle from left to right using the spindle wheel.

5.4.3 balanSys Femur Holder

Fig. 31

Function test:
1. Claws must be able to move without jamming. After maintenance, compress the claws on both sides 3x.
2. Thread must be able to turn without jamming. After maintenance, screw the thread into the nut.
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5.4.4 balanSys Tibial Stylus, balanSys Femur Stylus and balanSys Femoral Feeler 8G

Fig. 32a | Fig. 32b

Function test:
The slides must be able to move back and forth without jamming. After maintenance, the sliders must be moved back
and forth 3x.

39

P— -

Fig. 32c

Function test:
The slides must be able to move back and forth without jamming. After maintenance, the sliders must be moved back
and forth 3x.
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5.4.5 balanSys Silicone Handle

Fig. 33

Function test:
1. The coupling must be able to be compressed properly. After maintenance, compress 3x.
2. The intramedullary rod must engage neatly (see also Fig. 2a and 2b)

5.4.6 balanSys Pin Pliers

Fig. 34

Function test:
The Pin Pliers must open and close properly. After maintenance, open and close the pliers 3x.
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5.4.7 balanSys Holder Tibial Template

Function test:
1. The joint must be able to move without jamming. After maintenance, move the joint 3x by pressing the front section.
2. The balanSys Tibial Templates must be easy to plug in and remove.

5.4.8 balanSys Chisel Centering Guide

Fig. 36a Fig. 36b Fig. 36¢

Function test:
1. The rotary knob must turn without jamming. After maintenance, turn the rotary knob 3x.
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5.4.9 balanSys Angle Guide

Function test:

1. The clamp support on the height guide for the balanSys Distal Cutting Block must be able to move without jamming.
After maintenance, move it back and forth 3x.

2. The angle adjustment drum must rotate without jamming. After maintenance, the angle drum must be turned 3x.

Fig. 37c

Function test:
3. The balanSys Distal Cutting Block must be easy to install and remove with the clamp support on the height guide on
the balanSys Angle Guide.
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5.4.10 balanSys Femur Sizing/Rotation Guide with and without AP

Function test:
1. The angle selection knob must turn without jamming. After maintenance, turn the angle selection knob 3x.

Fig. 38c

Function test:
2. The two balanSys Femur Rotation Bearings large and small must be easy to plug in, snap in and remove again.
3. balanSys Femur Stylus must be easy to insert and remove.
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5.4.11 balanSys Positioner for Tibial Plateau

Function test:
The threaded rod must be able to turn without jamming, and the bolt guide on the right and left of the threaded rod
must follow without jamming. After maintenance, screw the bolt guide in and remove it again 1x.
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5.4.12 balanSys TRS Intramedullary Shackle

Fig. 40a

Function test:

1. The shackle must be able to move without jamming. After maintenance, move the shackle 3x.

2. The locking lever (2a) and the carriage (2b) must move without jamming. After maintenance, compress the locking
lever 3x and move the carriage back and forth 3x.

Fig. 40c

Function test:
3. The bracket of the balanSys TRS Intramedullary Shackle must clamp effortlessly but firmly into the indentation in the
height guide of the balanSys TRS Proximal.
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5.4.13 balanSys Ligament Tensor

Fig. 41

Function test:
Never move the balanSys Ligament Tensor when it is dry, but always maintain it first. The two handles of the balanSys
Ligament Tensor must be able to be pressed together without jamming. The claws must move apart (see also Fig. 16).
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5.4.14 balanSys Spacer 8G

Fig. 42

Function test:

The thread of the balanSys Spacer 8G must be able to be effortlessly screwed in and out using the balanSys Screwdriver

(see Fig. 18a and 18b).

After mechanical cleaning, maintenance/care and func
tion control, the instruments must be properly placed
back into the instrument trays for efficient sterilisation. To
allow finding the correct position of the instrument in the
instrument tray, the balanSys BICONDYLAR leggera in-
strument trays feature a systematic arrangement of the
instruments. This is printed onto the tray by means of a
screen printing process (silkscreen).

5.5 Packaging

Mathys recommends double packaging of the instrument
trays.

For sterilisation, the instruments by Mathys must be
placed in their specific instrument trays. Before the start
of sterilisation, ensure that the contents are sorted in
properly, and that the instrument tray is not tilted.
Instruments that cannot be placed into any specific instru-
ment tray may be neither stacked on top of each other
nor come into contact with each other; they must be ar-
ranged such that the steam can reach every part of the
instrument surface.

The packaging for the sterilisation must be suitable for the
sterilisation procedure with moist heat, i.e., the permea-
bility of the packaging for the steam must be ensured.
Moreover, the packaging must form a sterile barrier sys-
tem. In addition, the packaging provides protection dur-

ing transport and storage.

If sterilisation fleece is used, this must be free of any clean-
ing solution residues. Mathys discourages use of recycla-
ble fleece.

5.6 Sterilisation

For optimum sterilisation, the instrumentation must be
properly prepared and packaged into the instrument trays
provided for this purpose. Only in this way can the spread
and penetration of steam reach all surfaces. In case of
steam sterilisation, it must be ensured that the product is
completely dry after sterilisation.

The steam (DI water according to SN EN 285) used for
sterilisation must be free of impurities (according to SN EN
285) and may neither interfere with the sterilisation pro-
cess nor cause damage to the steriliser or the material to
be sterilised.

For the sterilisation of the packaged instrument trays, Ma-
thys recommends steam sterilisation with a fractionated
pre-vacuum cycle.

Ethylene oxide, formaldehyde, gas plasma, and dry heat
are not recommended as sterilisation methods for reusa-
ble instruments.

The plastic materials used in the instrument trays by Ma-
thys can be sterilised with steam.

Instructions by the manufacturer of the sterilisation device
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and national recommendations and guidelines must al-
ways be followed. If several instrument trays are sterilised
in one sterilisation cycle, the maximum loading of the de-
vice in accordance with the manufacturer’s instructions
must not be exceeded.

Steam sterilisation using saturated steam ' 2

Below are the minimum sterilisation parameters which
were conducted by Mathys with a sterilisation device (Eu-
ro-Selectomat, MMM GmbH) and validated through mi-
crobiological examinations to achieve a SAL (sterility as-
surance level) of 10-°.

Fractionated

pre vacuumB 134/273

> 3042

Fractionated
pre-vacuum > ¢

! Water quality according to SN EN 285.

134/273

> 3042

2 Sterilisation must be carried out in accordance with the ISO 17665 series of standards.

3 Ordinance on the prevention of Creutzfeldt-Jakob disease during surgical and medical interventions (CJKV), SR 818.101.21, 2002.

4 Hygiene requirements for the processing of medical devices, Federal Institute for Drugs and Medical Devices, 2012.

> Validated sterilisation process with a minimum sterilisation time of 3 minutes at 134°C (273°F) to achieve a Sterility Assurance Level (SAL) of

10-¢in accordance with EN ISO 17665-1.

6 Validation in the original instrument tray with double packaging system.

7 Maximum temperature 137°C (279°F) according to SN EN 285.

8 Pressure during the sterilisation phase at 134°C (274°F) according to ISO 17665-2.
9 Maximum pressure during the sterilisation phase at 137°C (279°F) must be >3318.5mbar according to ISO 17665-2.
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5.7 Storage

The sterile material must be stored dry at room tempera-
ture (18-25°C) (65—-77°F), protected from dust, pests
and direct sunlight, and may not be stored directly on the
floor or in the vicinity of chemicals which emit corrosive
vapours, such as active chlorine. The storage room may be
accessible only to authorised personnel.

The sterile material must be inspected meticulously prior
to opening to ensure that the packaging is intact.

Each user must determine how long the sterile-packed
sterile material may be stored prior to next use (ISO
58953-9/DIN EN 868).

If the packaging or a sterile fleece is visibly damaged or
has become damp, the instrument tray must be repack-
aged and resterilised. In case of signs of open or damaged
lid gaskets, seals, or filters on the sterilisation container,
the instrument tray must likewise be resterilised and the
sterile filter replaced. For reusable filters, a careful visual
inspection must be carried out.

6. Service life/Number of processing cycles

With proper use and reprocessing, including maintenance
and care, medical instruments generally have a long ser-
vice life. This service life of surgical instruments is regu-
larly defined by wear and tear and improper use and
maintenance/care. If the instruments should no longer
function perfectly, they are to be returned to Mathys for
replacement.

If the processing is performed according to the present
processing instructions, neither damage to the medical
device nor limitation of the service life of the same are to
be expected. For this reason, Mathys does not define any
maximum number of uses for reusable instruments.

By following these processing instructions for combined
manual and mechanical cleaning, all instruments by Ma-
thys can be safely and effectively reprocessed. All medical
instrument trays must be complete and in functional con-
dition so that proper use is ensured.

Thus, it is best to determine the service life of an instru-
ment following careful examination and testing with re-
gard to functionality before reusing it.

7. Customer service information

Instructions for use and brochures about surgical proce-
dures and/or methods can be obtained from Mathys as
further sources of information to illustrate certain com-
plex instruments.

Mathys Ltd Bettlach
Robert Mathys Strasse 5
P.O. Box

2544 Bettlach
Switzerland

Phone +41 32 644 1 644
Fax +41 32 644 1 161
info@mathysmedical.com

balanSys BICONDYLAR — leggera instruments — 41



8. Annex — Quick starter

8.1 Manual pre-cleaning

8.1.1 Cleaning category 1
No manual pre-cleaning necessary. Instruments may be placed directly into the WD.

8.1.3 Cleaning category 3
Instruments must be manually pre-cleaned with nylon brushes, plastic syringes and water jet guns and subsequently
wwbe treated for 5 minutes at 35-47 kHz in the ultrasonic bath with 0.5 % neodisher MediClean forte before they
may be placed into the WD.

8.2 Mechanical cleaning (in the WD)

Pre-rinse Duration: 2 minutes e Tap water (cold)

Rinse Duration: 2 minutes e Cold DI water

Drying Duration: 15 minutes e Hot air
Temperature: 115°C (239°F)

8.3 Steam sterilisation with fractionated pre-vacuum

Fractionated
pre-vacuum'

134/273 18 20 > 3042

Fractionated
pre-vacuum?

' Recommended sterilisation process
2 Validated sterilisation process

134/273 3 20 > 3042
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9. Overview of the balanSys BICONDYLAR leggera instruments
9.1 leggera Basic Set, 71.34.9193

9.1.1 Tray

Silicone Handle 10.935-
RAL5010
1 balanSys Alignment Rod Long 71.34.1009
1 balanSys Pin Pliers 71.34.0798 2
1 balanSys drill bit 8.5/11mm 71.34.0100 2
1 balanSys Screwdriver 71.34.1049 2
Caddy
4-6 balanSys pin 3.2/80 71.02.3054 1
4-6  balanSys Pin with Head 3.2/30 71.34.1047
2 balanSys Adapter Trial Inlay 71.34.1055

! Optional instruments

522
Fig. 2

5.2.7
Fig. 6

il m"“"
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’[ MTTEEELE —
) et
il ORTLLL
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5.4.5

Fig. 33

53.24 5.4.6
Fig. 11 Fig. 34
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9.1.2 Tray insert

1 balanSys TRS Intramedullary Shakle 71.34.1000 5.2.8 5.3.2.3 5.4.12
Fig. 7 Fig. 10 Fig. 40
1 balanSys TRS Ankle Holder 71.34.0835 B 53.3.2 542
Fig. 24 Fig. 30
5.3.3.1 5.4.1
|=5211 Fig. 23 Fig. 29
ig.
1 balanSys TRS Distal 71.34.1001 g - -
5.3.2.10 -
Fig. 19
balanSys bone retractor 71.02.3005 1 - - -
53.2.5 5.4.4.
Fig. 13 Fig. 32
balanSys reference plate 71.34.1050 1 - - -

1 balanSys Paddle Corrective Cutting Guide' 71.34.1054 - = =

- 5.3.2.10 -
Fig. 22

! Optional instruments
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9.2 leggera Femur Set Bone Oriented, 71.34.9195

1 balanSys Distal Cutting Guide 71.34.0804
1 balanSys Femur Holder 71.34.1014

2 balanSys Handle Femoral Siz./Rot. Guide ~ 71.34.0118

1 balanSys Femur Rotation Bearing Large 71.34.1006 1
__-
1- balanSys 4in1 Cutting Guide A 71.34.0811
__-
1- balanSys 4in1 Cutting Guide C 71.34.0813
__-
1- balanSys 4in1 Cutting Guide E 71.34.0815
__-
1- balanSys Femoral Impactor 71.34.0799

! Optional instruments

5.3.2.10
Fig. 20
5333
Fig. 25
53.3.6
Fig. 28
53.2.5
Fig. 12

5.3.3.4
Fig. 26

53.35
Fig. 27

5.3.2.10
Fig. 21

5.4.9
Fig. 37
5.4.3
Fig. 31
54.4
Fig. 32

5.4.10
Fig. 38
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9.3 leggera Femur Set Combination, 71.34.9200

TRl
/,,u

I T T e

balanSys Femur Extractor 71.34.0788 1
1 balanSys Femur Holder 71.34.1014 3 - 5.3.3.6 5.4.3
Fig. 28 Fig. 31
- 5333 5.4.9
Fig. 25 Fig. 37
1 balanSys Distal Cutting Guide 71.34.0804 - 5.3.2.10 -
Fig. 20
1 balanSys 4in1 Cutting Guide B 71.34.0812 2 - -
1 balanSys4ind Cutting GuideC  71.340813 2 - Pty -
Fig. 21
1 balanSys 4in1 Cutting Guide D 71.34.0814 2 - -
1 balanSys Spacer 8G 71.34.0168 2 5.3.2.9 5.4.14
Fig. 18 Fig. 42
53.2.8 -
5.2.6 Fig. 17
balanSys ligament tensor 71.02.3018 Fig. 5 5.3.2.7 54.13
Fig. 16 Fig. 41

53.2.5 5.4.4
Fig. 14 Fig. 32
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9.4 leggera Tibia Set, 71.34.9194

1 balanSys Spacer Block Tibia 13/15.5 71.34.0807
1 balanSys Spacer Block Tibia 8/9 71.34.0805 - -
5.2.3
or und 5.2.4
Fig. 3
1 balanSys Spacer Block Tibia 8/10.5' 71.34.1053 1 - -
1 balanSys Spacer Shift Plate +5 71.34.0795 - -
balanSys Reamer 71.34.0200 - - -
— 53.2.6 5.4.7
Fig. 15 Fig. 35
1 balanSys Tibial Template 64 71.34.0819 2 - - -
1 balanSys Tibial Template 70 71.34.0821 - - -
1 balanSys Tibial Template 80 71.34.0823 2 - - -
1 balanSys Fin Chisel 59-70 71.34.0827 2 - - -
1 balanSys Chisel Centering Guide 71.34.0825 - 5.3.2.1 5.4.8
Fig. 8 Fig. 36
1 balanSys Chisel Handle 71.34.0829 - - -

5.3.2.2 5.4.11
Fig. 9 Fig. 39

" Optional instruments
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9.5 leggera Trial Set CR/UC, 71.34.9196

9.5.1 Tray

ek

)
TLLLL
[TLLLL
TILL

1] "
pet w_

1 balanSys Trochlea Bushing 71.34.0840 2

1 balanSys Drill Bit with stop 6 71.34.0023 2 - - -

1 balanSys trial femur A right 71.02.4002 - - -

1 balanSys trial femur B right 71.02.4302 - - -

1 balanSys trial femur C right 71.02.4602 - - -

1 balanSys trial femur D right 71.02.4902 - - -

1 balanSys trial femur E right 71.02.5202 - - -
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9.5.2 Tray insert

balanSys CR/UC Trial Inlay 64—-67/8 71.34.0894

1 balanSys CR/UC Trial Inlay 64—67/10.5 71.34.0896 1 - -

1 balanSys CR/UC Trial Inlay 64-67/13 71.34.0898 1 - -

1 balanSys CR/UC Trial Inlay 64—-67/18" 71.34.0900 - -

1 balanSys CR/UC Trial Inlay 70-75/9 71.34.0902 1 - -

1 balanSys CR/UC Trial Inlay 70—-75/11.5 71.34.0904 F5|9276 - -

1 balanSys CR/UC Trial Inlay 70—75/15.5 71.34.0906 - -

1 balanSys CR/UC Trial Inlay 80-85/8 71.34.0908 - -

1 balanSys CR/UC Trial Inlay 80-85/10.5 71.34.0910 - -

1 balanSys CR/UC Trial Inlay 80-85/13 71.34.0912 - -
1 balanSys CR/UC Trial Inlay 80-85/18'" 71.34.0914 - -

! Optional instruments
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9.6 leggera Trial Set PS, 71.34.9197

9.6.1 Tray

1 balanSys PS trial femur A right 79.02.0040
__-
1- balanSys PS trial femur B right 79.02.0042
__-
1- balanSys PS trial femur C right 79.02.0044
__-
1- balanSys PS trial femur D right 79.02.0046

1 balanSys PS trial femur E right 79.02.0048

1 balanSys Femur Box Cutting Guide A/B/C  71.34.1011 2

1 balanSys Chisel 25mm A-F 71.34.0691

! Optional instruments
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9.6.2 Tray insert

1 balanSys PS Trial Inlay 64-67/8 71.34.0923 1

1 balanSys PS Trial Inlay 64—67/10.5 71.34.0925 1 - -

1 balanSys PS Trial Inlay 64-67/13 71.34.0927 = =

1 balanSys PS Trial Inlay 64-67/18 71.34.0929 1 - -

1 balanSys PS Trial Inlay 70-75/8 71.34.0931 - -

1 balanSys PS Trial Inlay 70-75/10.5 71.34.0933 - -

-——- 5.2.7 - -

1 balanSys PS Trial Inlay 70-75/13 71.34.0935 Fig. 6 — _

1 balanSys PS Trial Inlay 70-75/18 71.34.0937 - -

1 balanSys PS Trial Inlay 80—-85/8 71.34.0939 - -

1 balanSys PS Trial Inlay 80-85/10.5 71.34.0941 - -

1 balanSys PS Trial Inlay 80-85/13 71.34.0943 1 - -

1 balanSys PS Trial Inlay 80-85/18 71.34.0945 - -

! Optional instruments
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9.7 leggera Trial Set CR/UC Add. Sizes, 71.34.9198

1 balanSys 4in1 Cutting Guide XS 71.34.0809 1 5.3.2.10

1 belnysdint Cuing Guide s [Fisagsion A - Fen

1 balanSys 4in1 Cutting Guide F 71.34.0816 1 - - -

1 balanSys Tibial Template 62 71.34.0801 1 - - -

1 balanSys trial femur XS right 71.34.0356 1 - - -

1 balanSys trial femur S right 71.34.0505 1 - - -

1 balanSys trial femur F right 71.34.0372 1 - - -

1 balanSys CR/UC Trial Inlay 59-62/9 71.34.0888 1 - -

1 balanSys CR/UC Trial Inlay 59-62/11.5 71.34.0890 1 F5|9276 = =

1 balanSys CR/UC Trial Inlay 59-62/15.5 71.34.0892 1 - -
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9.8 leggera Trial Set PS Add. Sizes, 71.34.9199

1 balanSys Femur Box Cutting Guide XS/S  71.34.1010 1

1 balanSys Chisel 22 mm XS/S 71.34.0690 1

1 balanSys PS trial femur XS right 71.34.0383 1

1 balanSys PS trial femur S right 71.34.0248 1

1 balanSys PS trial femur F right 71.34.0400

1 balanSys PS Trial Inlay 59-62/9 71.34.0916

1 balanSys PS Trial Inlay 59-62/11.5 71.34.0918

1 balanSys PS Trial Inlay 59-62/15.5 71.34.0920

1 balanSys PS Trial Inlay 59-62/20.5 71.34.0922

1 balanSys 4in1 Cutting Guide S 71.34.0810 1

1 balanSys Tibial Template 59 71.34.0818 1

527
Fig. 6

5.3.2.10
Fig. 21
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9.9 balanSys Trial Set RP, 71.34.9060"'

9.9.1 Tray"

1 balanSys RP PE Trial Inlay C/8 71.34.0574

1 balanSys RP PE Trial Inlay C/13 71.34.0576 1

1 balanSys RP PE Trial Inlay D/8 71.34.0580 1

1 balanSys RP PE Trial Inlay D/ 13 71.34.0582 1

1 balanSys RP PE Trial Inlay E/8 71.34.0586

1 balanSys RP PE Trial Inlay E/13 71.34.0588 1

1 balanSys RP PE Trial Inlay F/8 71.34.0429 1

1 balanSys RP PE Trial Inlay F/13 71.34.0431 1

1 balanSys RP Trial Tibial Plateau 70 71.34.0297 1

1 balanSys RP Trial Tibial Plateau 80 71.34.0299 1

! Instrument tray is optional
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9.9.2 Instrument tray is optional’

1 balanSys RP PE Trial Inlay XS/8 71.34.0413

1 balanSys RP PE Trial Inlay XS/13 71.34.0415

1 balanSys RP PE Trial Inlay S/8 71.34.0301

1 balanSys RP PE Trial Inlay S/13 71.34.0303

1 balanSys RP PE Trial Inlay A/8 71.34.0562 1

1
1
1
1
1
1
1
1
1
1
1 balanSys RP PE Trial Inlay A/13 71.34.0564 1 - -
1
1
1
1
1
1
1
1
1

1 balanSys RP PE Trial Inlay B/8 71.34.0568

1 balanSys RP PE Trial Inlay B/13 71.34.0570

1 balanSys RP Trial Tibial Plateau 59 71.34.0418

1 balanSys RP Trial Tibial Plateau 64 71.34.0295

! Instrument tray is optional
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