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Note for U.S. users

This Instructions for Use is NOT intended for United States users. Please
discard. The Instructions for Use for United States users can be obtained
by visiting our website at www.aesculaplmplantsystems.com. If you wish
to obtain a paper copy of the Instructions for Use, you may request one by
contacting your local Aesculap representative or Aesculap's customer ser-
vice at 1-866-229-3002. A paper copy will be provided to you upon
request at no additional cost.
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Aesculap® Ennovate® Cervical

Navigated instruments

Legend

Ennovate Cervical - Navigation supplement

1 Ennovate Cervical cortical punch for universal drill guide & 3.5 mm /

3.6 mm screws (SZ059R)

2 Ennovate Cervical cortical punch for universal drill guide & 4.0 mm

screws (SZO60R)

3 Ennovate Cervical cortical punch for universal drill guide & 4.5 mm

screws (SZ061R)
5 Aesculap navigation adapter with 4 marker spheres (SZ091R)
Aesculap universal navigation adapter L-shape (SZ093R)
7 Aesculap universal navigation clamp (SZ096R) consisting of:

7a Brainlab instrument adapter softgrip clamp size L (55113)

7b Brainlab instrument adapter extension 50 mm (55016)

7c¢ Brainlab instrument adapter array size ML (41799)

8 Brainlab instrument adapter array size L (41801)

9 Ennovate Cervical navigation handle straight (SZ007R)

10 Ennovate Cervical assembly tool for navigation handle (SZ095R)

The relative size of the instruments does not necessarily reflect their size

in reality.

The depictions in this document are schematic representations only and

may deviate from the actual product.
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1.  About this document

Note

General risk factors associated with surgical procedures are not described
in these instructions for use.

1.1 Scope

These instructions for use apply to the Ennovate Cervical navigated instru-
ments listed in the legend and may only be used with the Brainlab navi-
gation system.

Note

The applicable CE mark for the product can be seen on the label or packag-
ing of the product.

» For article-specific instructions for use as well as information on mate-
rial compatibility and lifetime see B. Braun elFU at eifu.bbraun.com

1.2  Safety messages

Safety messages make clear the dangers to patient, user and/or product
that could arise during the use of the product. Safety messages are labeled
as follows:

/\ DANGER

Indicates a possible threat of danger. If not avoided, death or serious
injury may result.

/\ WARNING

Indicates a possible threat of danger. If not avoided, minor or moder-
ate injury may result.

/\ CAUTION

Indicates a possible threat of material damage. If not avoided, the
product may be damaged.

2. Clinical use

2.1 Components required for use

All instruments listed in the legend are required for use. Additionally,
instruments from the Ennovate Cervical Basic set, the Ennovate Cervical
C1/C2 set or the Ennovate Cervical MIS set are required for use.

2.2  Areas of use and limitations of use

2.2.1 Intended use

Ennovate Cervical navigated instruments are used for the navigated
implantation of Ennovate Cervical system implants. The indications and
contraindications are described in the instruction for use of the Ennovate
Cervical implants (TAO15777).

2.2.2 Indications
Note

The manufacturer is not responsible for any use of the product against the
specified indications and/or the described applications.

For indications, see Chapter 2.2.1.

2.2.3 Contraindications
For contraindications, see Chapter 2.2.1.

2.3 Safety information
2.3.1  Clinical user

General safety information

To prevent damage caused by improper setup or operation, and to not

compromise the manufacturer warranty and liability:

» Use the product only according to these instructions for use.

» Follow the safety and maintenance instructions.

» Ensure that the product and its accessories are operated and used only
by persons with the requisite training, knowledge and experience.

» Store any new or unused products in a dry, clean, and safe place.

» Prior to use, check that the product is in good working order.

» Keep the instructions for use accessible for the user.

Note
The user is obligated to report all severe events in connection with the prod-

uct to the manufacturer and the responsible authorities of the state in
which the user is located.

Notes on surgical procedures

It is the user's responsibility to ensure that the surgical procedure is per-
formed correctly.

Appropriate clinical training as well as a theoretical and practical profi-
ciency of all the required operating techniques, including the use of this
product, are prerequisites for the successful use of this product.

The user is required to obtain information from the manufacturer if there
is an unclear preoperative situation regarding the use of the product.

2.3.2 Product

Product-specific safety information

All the risks related to the implantation/handling of the instruments are

described in detail in the respective instructions for use.

» Thoroughly read the instructions for use before performing navigated
surgery.

These instructions for use apply to the Ennovate Cervical navigated instru-

ments listed in the legend and may only be used with the Brainlab navi-

gation system. The surgical technique and its related risks are described in

detail in following documents:

Art. no. Designation

TA015777 IFU ENNOVATE CERVICAL IMPLANT SYSTEM FOR POS-
TERIOR, OCCIPITAL, CERVICAL AND THORACIC STABILI-
ZATION

TA015763 IFU ENNOVATE CERVICAL BASIC INSTRUMENTS

TA015761 IFU ENNOVATE CERVICAL C1/C2 INSTRUMENTS

TA015766 IFU ENNOVATE CERVICAL MIS INSTRUMENTS

TA015755 IFU ENNOVATE CERVICAL TRAYS

003202 ENNOVATE CERVICAL NAVIGATION - SURGICAL TECH-
NIQUE

003302 ENNOVATE CERVICAL MIS - SURGICAL TECHNIQUE

For navigated Aesculap instruments included in other sets please refer to
the corresponding instructions for use.

For more information on the safe handling of Brainlab instruments as well
as on the Navigation Software Spine & Trauma 3D, refer to the relevant
Brainlab instrument  and software user  gquides.  Visit
https://www.brainlab.com to access online user guides or to contact the
Brainlab customer support.



Aesculap and Brainlab accept absolutely no responsibility if instruments
other than those named below are used. Follow the combinations
described in this document.

» Only combine Aesculap products (and Brainlab instruments listed in
this document) with each other.

» Only use Aesculap Ennovate instruments and accessories.
» Observe the graphic/packing template when storing the instruments.

» Use the product only in applications according to its intended use, see
Chapter 2.2.1.

Instruments can fall in situ or on the floor!
Handles can loosen during use!

» Check the seating of the coupling handles on the instruments for tight-
ness.

Injury of spinal cord, nerve roots and blood vessels due to piercing of the
cortex in case of incorrect application!

» Only carry out alignment and insertion of the instruments and polyaxial
screws under radiographic control or with the aid of a navigation sys-
tem.

2.3.3 Sterility

Non-sterile, reusable products

Art. no. Designation

SZ059R Ennovate Cervical cortical punch for universal drill
guide @ 3.5 mm [ 3.6 mm screws

SZ060R Ennovate Cervical cortical punch for universal drill
guide & 4.0 mm screws

SZ061R Ennovate Cervical cortical punch for universal drill
guide @ 4.5 mm screws

SZ091R Aesculap navigation adapter with 4 marker spheres

SZ093R Aesculap universal navigation adapter L-shape

SZ007R Ennovate Cervical navigation handle straight

SZ095R Ennovate Cervical assembly tool for navigation handle

SZ096R Aesculap universal navigation clamp

» Inspect the new product after removing its transport packaging and
prior to first use to ensure it is in good working order.

The product is delivered in a non-sterile condition.

» Clean the new product after removing its transport packaging and prior
to its initial sterilization.

3. Application
3.1  Safe application

/\ WARNING
Risk of injury and/or malfunction!

» Prior to each use, inspect the product for loose, bent, broken,
cracked, worn, or missing components.

» Always carry out a function test prior to each use of the product.

» Do not use the product if it is damaged or defective. Set aside the
product if it is damaged.

/\ WARNING
Risk of injury to the patient due to interruption of the navigation!

» Prior to the operation, plan the configuration of the operating
room, the assembly of the instruments and the alignment of the
navigation adapter.

» Make sure that the navigation camera has an unrestricted view of
the reflective marker spheres of the instruments.

/\ WARNING

Risk of injury to the patient due to damaged instruments!

Ennovate Cervical instruments are precise and can be easily damaged.
» Handle Ennovate Cervical instruments with the greatest of care.

» Make sure that the instruments used are not bent or damaged.
Specifically check that navigation adapters, including pins, are not
bent.

» Before use, check the precision of the instruments, particularly
that of fine instruments. For this, hold the instrument tip in the
pivot point of the Brainlab instrument calibration matrix rev. 4.

» Do not repair or modify the instruments (e.g. sharpening of the
tips). In case of malfunction send them to Aesculap Technical Ser-
vice.

/\ WARNING
Risk of injury to the patient due to incorrect navigation!

» Use navigated Ennovate Cervical instruments only with Brainlab
disposable reflective marker spheres.

» For further information on the correct handling of the marker
spheres, see the corresponding Brainlab user manual.

3.2 Set up navigation

/\ WARNING

Inaccurate navigation due to bent instruments!

» Once the instrument (e.g. probe, drill) is inserted in the bone, do
not correct the axis anymore, as this may cause the instrument to
bend and the navigation display to be inaccurate. If a correction of
the axis is required, remove the instrument and insert it again.



3.2.1  Mount the navigation adapter on the instruments

/\ WARNING
Operation delay due to wrong adapter mounted on the instrument!
» Make sure to mount the correct adapter.

l

Fig. 1

» To ensure a safe mounting of the Brainlab reflective marker spheres
onto the Aesculap navigation adapter 5 (SZ091R) and the Brainlab
instrument adapter arrays 7¢/8, please refer to the Brainlab user
guides.

» Make sure to mount the correct adapter on each instrument. Refer to
the descriptions in the following sections or to 003202 to see which
adapter to use with each instrument.

» Proceed as follows to mount a navigation adapter 5/6 on any navi-
gated instrument, see Fig. 1.

- Retract and hold the locking sleeve ¢ of the Aesculap navigation
adapter 5/6 against the spring pressure in the direction of the
arrow.

- Push the Aesculap navigation adapter 5/6 onto the navigation pin a
(if available) of the instrument. When doing so, make sure that the
navigation pin a engages in the recess b on the navigation adapter.

- Release locking sleeve c.

3.2.2 Manual calibration of Ennovate Cervical instruments

/\ WARNING
Risk of injury to the patient due to incorrect navigation!

» Make sure that the navigation adapter is properly fixed on the
instruments.

» Make sure to perform a correct calibration of the instruments
before each use.

» Make sure that each instrument is correctly assembled.

Calibrate in Noich

Fig. 2

» Prior to each use, calibrate and verify the accuracy of the navigated
instruments with the Brainlab instrument calibration matrix rev. 4, see
Fig. 2.

» Select instruments from the first page of the Instrument Selection
Software on the navigation platform.

» Follow the instructions on the screen to calibrate and verify the instru-
ment with the Brainlab calibration matrix rev. 4. Once the instrument
is calibrated, it will appear in the tab "Calibrated instruments".

Further information regarding calibration and verification of instruments

with the Ennovate Cervical instruments and the Brainlab system can be

found in the Brainlab user guide.

3.3  Prepare hole with the navigated drill guide

For this step, the universal drill guide OPEN/NAV SZ055R (see the instruc-
tions for use for Ennovate Cervical Basic instruments (TAO15763)) or the
MIS universal drill guide SZ143R (see the instructions for use for Ennovate
Cervical MIS instruments (TAO15766)) can be used.

3.3.1  Prepare universal drill guide

=
Fig. 3

» Assemble the appropriate drill guide tube (pay attention to the color-
coding), set and control the desired drill depth, see TAO15763 and
TA015766.

» Mount the navigation adapter 5 (SZ091R) onto the universal drill
guide a (SZ055R/SZ143R), see Chapter 3.2.1, see Fig. 3.

» Make sure that the drill or cortical punch are removed prior to calibra-
tion.

» Calibrate the drill guide SZ055R/SZ143R, see Chapter 3.2.2.

» To ensure that the camera has an unrestricted view of the reflective
marker spheres, loosen knob b on the handle of the drill guide and
rotate the navigation adapter 5 to the desired position. Once the
desired position is reached, tighten the knob b again, see Fig. 3.



3.3.2  Open Cortex with navigation
The cortical punches 1/2/3 (SZ059R/SZ060R/SZ061R) are marked with a
color coded ring according to the screw head color.

/\ cAUTION
Delay of surgery due to incorrect hole size!

» Check the color coding and laser marking to ensure the correct cor-
tical punch is used.

» Place the reference array on the patient's spine as described in the
Brainlab user guide.

» Choose the appropriately sized cortical punch 1/2/3.

» Introduce the cortical punch 1/2/3 into the universal drill guide a
(SZ055R/SZ143R), see Fig. 4.

» To prevent soft tissue injury make sure that the tip of the cortical punch
is not coming out of the drill guide when approaching the bone.

» Position the punch together with the drill guide on the desired entry
point and advance the punch into the bone until the stop is reached.
Note

The cortical punch has a positive stop in the drill guide and protrudes 6 mm
(independently of the depth stop).

Fig. 5

The tip of the universal drill guide is navigated in real time. By default the

navigation shows the instrument with a virtual line to help define the cor-

rect trajectory.

» Activate the screw planning feature on the navigation system to dis-
play a virtual screw at the tip of the universal drill guide.

» Remove the cortical punch.

3.3.3  Drill hole with navigation

» Refer to TAO15763 for a detailed description of drilling and its related
risks.

Fig. 6

» Check that the depth stop of the guide is set at the intended drilling
depth, select the drill and attach it to the handle a (SZ002R/SZ003R)
or motor system, see TAO15763 and TAO15766.

» Leave the guide b (SZ055R/SZ143R) at the desired entry site and
advance the drill ¢ carefully to the predefined depth under trajectory
control with the Brainlab navigation system until the stop is reached.

3.4  Prepare hole with bone probes

Alternatively, navigated pedicle preparation can be performed with
straight bone probes.

3.4.1 Prepare bone probe

/\ WARNING
Risk of injury due to inaccurate navigation!

» Make sure to firmly tighten the Brainlab adapter soft grip clamp
size L 7a on the hexagonal shaped area of the Aesculap bone probe.

7b ——

l 7a l

Fig. 7

» Select the appropriate Ennovate Cervical straight bone probe
(SZ022R/FW674R[SZ026R[SZ024R).

» Mount the reflective Brainlab marker spheres onto the Brainlab instru-
ment adapter array size ML 7¢ (41799).

» Assemble the universal navigation clamp 7 (SZ096R) (consisting of
Brainlab components 7a (55113), 7b (55016) and 7¢ (41799)) accord-
ing to the Brainlab instrument user guide and as can be seen on the left
side of the image, see Fig. 7.



» Fix the universal navigation clamp 7 at the hexagonal shaped area of
the bone probe a, as can be seen on the right side of the image, see
Fig. 7. Make sure that the clamp is fully tightened.

» Calibrate the bone probe, see Chapter 3.2.2.

For more information about safe mounting of the Brainlab

components 7a/7b/7c¢ and the reflective marker spheres please refer to

the Brainlab user guides.

3.4.2  Prepare channel with bone probe

Fig. 8

» Prepare the channel with the chosen bone probe a (see TA015763)
under control of the Brainlab navigation system.

3.5 Confirm depth and use K-wire for guidance
» Refer to TAO15763 (the use of the K-wires is optional).

3.6  Cut thread with tap using navigation (optional)
3.6.1 Prepare taps

/\ cAuTION
Operation delay!
» Always tighten handle prior to calibration.

» Do not retighten the handle to the shaft after having performed
the calibration.

Fig. 9

» Mount the reflective marker spheres on the Aesculap navigation
adapter 5 (SZ091R). Mount the Aesculap navigation adapter 5 on the
navigation handle 9 (SZ007R), see Chapter 3.2.1.

» Choose the correct tap a (SZ051R/SZ052R/SZ053R).

» Attach the tap a to the navigation handle 9:

- Insert the hexagonally shaped portion of the tap shaft into the han-
dle.

- Tighten the handle to the shaft by inserting the assembly tool 10 to
the distal end of the navigation handle 9 and turn the assembly
tool 10 clockwise as shown on the left side of the image, see Fig. 9.

The navigation handle 9 can be moved to the following positions by rotat-
ing the collar of the handle, shown on the right side of the image, see
Fig. 9:

B Forward (IN): for tapping

W Locked (®): for blocking the ratchet

B Reverse (OUT): for removing tap from the bone

» Calibrate the navigated tap, see Chapter 3.2.2.

Fig. 10

Alternatively to calibrating the tap with the Aesculap navigation

adapter 5 (SZ091R), the tap can be calibrated by using the Aesculap uni-

versal navigation adapter L-shape 6 (SZ093R) together with the Brainlab

components 8 (41801) and 7a (55113).

» Mount the universal navigation adapter L-shape 6 onto the navigation
handle 9, see Fig. 10.

» Mount the Brainlab instrument adapter array size L 8 onto the Brainlab
instrument adapter softgrip clamp size L 7a (55113) as described in the
Brainlab user manual and as can be seen on the bottom of the image,
see Fig. 10.

» Mount the softgrip clamp 7a onto the navigation adapter 6.
» Perform the calibration, see Chapter 3.2.2.



3.6.2  Perform navigated tapping
» Follow all steps of tapping, see TAO15763.

Fig. 11

The navigation adapter can be rotated on the handle. During tapping, one
hand holds the handle while the other hand holds the navigation adapter
to enable continuous visual access of the camera to the navigation
adapter.

» To loosen the navigation handle 9 (SZ007R) from the tap: insert the
assembly tool 10 (SZ095R) into the distal end of the navigation
handle 9 and turn the assembly tool 10 counter-clockwise.

3.7  Perform navigated screw insertion

/\ DANGER
Risk of injury to the patient due to inaccurate navigation!

» Always repeat the calibration procedure when changing screws
(even if using screws of the same dimensions).

3.7.1  Prepare Ennovate Cervical screwdriver SZ063R

A\ cauTiON
Operation delay!
» Always tighten the handle prior to the calibration.

» Do not retighten the handle to the shaft after having performed
the calibration.

10

Fig. 12

» Mount the reflective marker spheres onto the Aesculap navigation
adapter with 4 marker spheres 5 (SZ091R).

» Attach the Aesculap navigation adapter 5 to the navigation handle 9
(SZ007R), see Chapter 3.2.1.

» Attach the screwdriver a (SZ063R) to the navigation handle 9. The
screwdriver attachment to the handle is exactly the same as for the
taps, see Fig. 12, see Chapter 3.6.1

» Attach the screw to the screwdriver (see TAO15763) and perform the
calibration, see Chapter 3.2.2.

3.7.2  Perform navigated screw insertion

» Insert the screw under control of the navigation system. Refer to
TA015763 for a detailed description of screw insertion and the risks
related to it.

The navigation adapter 5 can be rotated on the handle 9 to enable con-
tinuous visual access of the camera to the navigation adapter.

» During screw insertion, hold the handle 9 with one hand and the nav-
igation adapter 5 with the other hand.

» To loosen the navigation handle 9 (SZ007R) from the screwdriver a
(SZ063R) insert the assembly tool 10 into the distal end of the naviga-
tion handle and turn the assembly tool 10 counter-clockwise.

3.8 Perform C1/C2 transarticular screw placement
with navigation

3.8.1 Prepare the Ennovate Cervical all-in-one guide SZ131R

Fig. 14

» Mount the reflective marker spheres on the Aesculap navigation
adapter 5 (SZ091R). Attach the navigation adapter 5 to the all-in-one
guide ¢ (SZ131R), see Chapter 3.2.1.

» To ensure that the camera has an unrestricted view of the reflective
marker spheres, loosen knob b on the handle of the navigated all-in-
one guide c and rotate the Aesculap navigation adapter 5 to the
desired position. Once the desired position is reached, tighten knob b
again.

» Insert the inner drill guide d (SZ134R) into the all-in one guide c. The
inner drill guide locks automatically, see Fig. 14.



» Perform the calibration with the inserted inner drill guide d, see
Chapter 3.2.2.

» After calibration and verification of the all-in-one guide, remove the
inner drill guide. Push the golden button a, as shown on the right side
of the image (see Fig. 14) to release the locking and retract the inner
drill guide.

3.8.2  Fix clamp as described in Brainlab user guides

Due to difficulties of placing the clamp on C1 you may need to place it on
C2. However, please be aware that due to the mobility of the subaxial
spine this can lead to navigation inaccuracies.

3.8.3 Insert all-in-one guide, drill, tap and insert screw

Fig. 15
» Insert the all-in-one guide a (SZ131R), see TAO15761, see Fig. 15 (top).

With the navigated all-in-one guide a the following surgical steps can be

performed under navigation guidance: stab incision, opening of the cortex,

drilling, tapping and screw insertion, see Fig. 15 (bottom).

» Follow the steps described in TAO15761 while keeping the Aesculap
navigation adapter 5 (SZ091R) attached to the all-in-one guide a for
navigation of all operative steps.

Fig. 16

The tap b (SZ139R) and the screwdriver SZ140R can also be directly navi-
gated by using the navigated handle 9 (SZ007R) through the non-navi-
gated all-in-one guide a (SZ131R).
» Prepare the tap and the screwdriver, see Fig. 16, see Chapter 3.6.1, see
Chapter 3.7.1.
Follow the steps described in TAO15761 while keeping the Aesculap
navigation adapter 5 attached to the navigated handle 9.

4. Validated reprocessing procedure

Note

The validated reprocessing for the Brainlab instruments 7/8 is described in
the latest version of the "Cleaning, Disinfection and Sterilization Guide",
available on the Brainlab website (https://www.brainlab.com).

4.1  General safety instructions
Note

Adhere to national statutory regulations, national and international stan-
dards and directives, and local, clinical hygiene instructions for sterile pro-
cessing.

Note

For patients with Creutzfeldt-Jakob disease (CJD), suspected CJD or possi-
ble variants of CJD, observe the relevant national regulations concerning
the reprocessing of products.

Note

Mechanical reprocessing should be favored over manual cleaning as it gives
better and more reliable results.

Note

Successful processing of this medical device can only be ensured if the pro-
cessing method is first validated. The operator/sterile processing technician
is responsible for this.

Note
If there is no final sterilization, then a virucidal disinfectant must be used.

Note

For up-to-date information about reprocessing and material compatibility,
see B. Braun elFU at eifu.bbraun.com

The validated steam sterilization procedure was carried out in the Aesculap
sterile container system.

4.2  General information

Dried or affixed surgical residues can make cleaning more difficult or inef-
fective and lead to corrosion. Therefore the time interval between applica-
tion and processing should not exceed 6 h; also, neither fixating pre-
cleaning temperatures >45 °C nor fixating disinfecting agents (active
ingredient: aldehydes/alcohols) should be used.

Excessive measures of neutralizing agents or basic cleaners may result in
a chemical attack andfor to fading and the laser marking becoming
unreadable visually or by machine for stainless steel.

Residues containing chlorine or chlorides e.g. in surgical residues, medi-
cines, saline solutions and in the service water used for cleaning, disinfec-
tion and sterilization will cause corrosion damage (pitting, stress corro-
sion) and result in the destruction of stainless steel products. These must
be removed by rinsing thoroughly with demineralized water and then dry-
ing.

Additional drying, if necessary.

Only process chemicals that have been tested and approved (e.g. VAH or

FDA approval or CE mark) and which are compatible with the product's

materials according to the chemical manufacturers’ recommendations

may be used for processing the product. All the chemical manufacturer's
application specifications must be strictly observed. Failure to do so can
result in the following problems:

B Optical changes of materials, e.g. fading or discoloration of titanium or
aluminum. For aluminum, the application/process solution only needs
to be of pH >8 to cause visible surface changes.

B Material damage such as corrosion, cracks, fracturing, premature aging
or swelling.



» Do not use metal cleaning brushes or other abrasives that would dam-
age the product surfaces and could cause corrosion.

» Further detailed advice on hygienically safe and material-/value-pre-
serving reprocessing can be found at www.a-k-i.org, link to "AKI-
Brochures”, "Red brochure”.

4.3  Reusable products

For the list of instruments that can be reused and must be sterilized prior
to each use, see Chapter 2.3.3.

There is no set maximum number of uses and reprocessing cycles for the
product..

The life of the product is limited by damage, normal wear and tear, type
and duration of use, as well as handling, storage and transport of the prod-
uct.

A careful visual and functional inspection before the next use is the best
opportunity to recognize a product that is no longer functional.

4.4  Preparations at the place of use

» If applicable, rinse non-visible surfaces preferably with deionized
water, with a disposable syringe for example.

» Remove any visible surgical residues to the extent possible with a
damp, lint-free cloth.

» Transport the dry product in a sealed waste container for cleaning and
disinfection within 6 hours.

4.5 Preparing for cleaning

» Do not disassemble fixation screws which permanently connect the
various components.

» Disassemble the product prior to cleaning, see Chapter 4.6.

4.6 Disassembly
4.6.1  Aesculap universal navigation clamp SZ096R

)
|

#s ¢

} 7c
7b —
= |
3E
Fig. 17

» Disassemble the universal navigation clamp 7 (SZ096R) (consisting of
Brainlab components 7a (55113), 7b (55016) and 7¢ (41799)) accord-
ing to the Brainlab instrument user guide, see Fig. 17.
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4.6.2  Aesculap navigation adapter SZ091R

» Remove the reflective marker spheres before cleaning.
Note

Marker spheres are single use.

4.7  Cleaning/Disinfection

4.7.1  Product-specific safety information on the reprocessing
method

Danger to the patient! Navigation handle SZ007R must not be manually

reprocessed.

» Reprocess navigation handle SZ0O07R only by manually pre-cleaning
followed by cleaning in a mechanical washer/disinfector.

Damage to or destruction of the product due to inappropriate clean-
ing/disinfecting agents and/or excessive temperatures!
» Following the manufacturer's instructions, use cleaning and disinfect-
ing agents
- that are approved for plastics and high-grade steel,
- that do not attack softeners (e.g., in silicone).
» Observe specifications regarding concentration, temperature and
exposure time.

» Do not exceed the maximum allowable disinfection temperature of
95 °C.

» Use suitable cleaning/disinfecting agents if the product is disposed of
in a wet condition. To prevent foaming and degradation of the efficacy
of the process chemicals: prior to mechanical cleaning and disinfection,
rinse the product thoroughly with running water

» Manually pre-clean the product (with a cleansing brush) if there are
residues of bone, tissue or ancillary materials (such as plaster or bone
cement).

» If the products can be securely fixed in machines or storage devices in

such a way that they will be cleaned thoroughly, clean and disinfect
them mechanically.



4.7.2
Note

Validated cleaning and disinfection procedure

The validated reprocessing for the Brainlab instruments 7/8 is described in
the latest version of the "Cleaning, Disinfection and Sterilization Guide",
available on the Brainlab website (https://www.brainlab.com).

Manual cleaning with
immersion disinfection

W SZ059R to SZ061R
W SZ095R
Manual cleaning with ultra-

sound and immersion disin-
fection

B SZ091R

W SZ093R

Mechanical alkaline cleaning
and thermal disinfection

B SZ059R to SZ061R

W SZ095R

Manual pre-cleaning with
brush and subsequent
mechanical alkaline cleaning
and thermal disinfection

W SZ007R
W SZ091R
W SZ093R

Suitable cleaning brush
20 ml disposable syringe

Drying phase: Use a lint-free cloth or medical compressed air

Suitable cleaning brush

B 20 ml disposable syringe

Drying phase: Use a lint-free cloth or medical compressed air

Place the product in a tray that is suitable for cleaning (avoiding rins-
ing blind spots).

Place products in the tray with their hinges open.

SZ095R: Rinse the product under running water. Move the moving
parts while doing so.

SZ095R: Connect components with lumens and channels directly to
the rinsing port of the injector carriage.

Suitable cleaning brush

20 ml disposable syringe

Place the product in a tray that is suitable for cleaning (avoiding rins-
ing blind spots).

B Place products in the tray with their hinges open.

SZ007R: Connect components with lumens and channels directly to
the rinsing port of the injector carriage.

Chapter Manual cleaning/disinfection and
subsection:

B Chapter Manual cleaning with immersion
disinfection

Chapter Manual cleaning/disinfection and
subsection:

B Chapter Manual cleaning with ultrasound
and immersion disinfection

Chapter Mechanical cleaning/disinfection and
subsection:

B Chapter Mechanical alkaline cleaning and
thermal disinfecting

Chapter Mechanical cleaning/disinfection
with manual pre-cleaning and subsection:

B Chapter Manual pre-cleaning with a brush

B Chapter Mechanical alkaline cleaning and
thermal disinfecting




4.8 Manual cleaning/disinfection
» Prior to manual disinfecting, allow water to drip off for a sufficient
length of time to prevent dilution of the disinfecting solution.

» After manual cleaning/disinfection, check visible surfaces visually for
residues.

» Repeat the cleaning/disinfection process if necessary.

.8.1  Manual cleaning with immersion disinfection

Disinfecting cleaning RT (cold) Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Intermediate rinse RT (cold) 1 - D-W -
1 Disinfection RT (cold) 5 2 D-W Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
v Final rinse RT (cold) 1 - FD-W -
Vv Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable
syringes, see Chapter 4.7.2.

Phase |

» Fully immerse the product in the cleaning/disinfectant for at least 15
min. Ensure that all accessible surfaces are moistened.

» Clean the product with a suitable cleaning brush in the solution until
all discernible residues have been removed from the surface.

» If applicable, brush through non-visible surfaces with an appropriate
cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during
cleaning.

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.
Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Drain any remaining water fully.

Phase Il

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Rinse lumens at least 5 times at the beginning of the exposure time
using an appropriate disposable syringe. Ensure that all accessible sur-
faces are moistened.
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Phase IV
» Rinse/flush the product thoroughly (all accessible surfaces).

» Mobilize non-rigid components, such as set screws, joints, etc. during
final rinse.

» Rinse lumens with an appropriate disposable syringe at least five times.
» Drain any remaining water fully.

Phase V
» Dry the product in the drying phase with suitable equipment (e.g. cloth,
compressed air), see Chapter 4.7.2.



4.8.2 Manual cleaning with ultrasound and immersion disinfection

| Ultrasonic cleaning RT (cold) Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Intermediate rinse RT (cold) D-W -
1 Disinfection RT (cold) D-W Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
\Y Final rinse RT (cold) FD-W -
\ Drying RT - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable
syringes, see Chapter 4.7.2.

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for
at least 15 min. Ensure that all accessible surfaces are immersed and
acoustic shadows are avoided.

» Clean the product with a suitable cleaning brush in the solution until
all discernible residues have been removed from the surface.

» If applicable, brush through non-visible surfaces with an appropriate
cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during
cleaning.

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.
Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Drain any remaining water fully.

Phase Ill

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Rinse lumens at least five times at the beginning of the exposure time
with an appropriate disposable syringe. Ensure that all accessible sur-
faces are moistened.

Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
final rinse.

» Rinse lumens with an appropriate disposable syringe at least five times.
» Drain any remaining water fully.

Phase V
» Dry the product in the drying phase with suitable equipment (e.g. cloth,
compressed air), see Chapter 4.7.2.



4.9 Mechanical cleaning/disinfection
Note
The cleaning and disinfection device must be of tested and approved effec-

tiveness (e.g. FDA approval or CE mark according to DIN EN SO 15883).

Note

The cleaning and disinfection device used for processing must be serviced
and checked at regular intervals.

4.9.1 Mechanical alkaline cleaning and thermal disinfecting
Machine type: single-chamber cleaning/disinfection device without ultrasound

| D-W -

Pre-rinse <25[77 3

Il Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH=13
- <5 9% anionic surfactant

B 0.5 % working solution

- pH~ 11"
]| Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 90/194 5 FD-W -
\' Drying - - - According to the program for cleaning and disinfection device
DW: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)

*Recommended: BBraun Helimatic Cleaner alkaline

» Check visible surfaces for residues after mechanical cleaning/disinfect-
ing.
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4.10 Mechanical cleaning/disinfection with manual
pre-cleaning
Note

The cleaning and disinfection device must be of tested and approved effec-
tiveness (e.g. FDA approval or CE mark according to DIN EN SO 15883).

Note

The cleaning and disinfection device used for processing must be serviced
and checked at regular intervals.

4.10.1 Manual pre-cleaning with a brush

Disinfecting cleaning RT (cold) >15 2 Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Rinsing RT (cold) 1 - D-W -
D-W: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable
syringes, see Chapter 4.7.2.

Phase |

» Fully immerse the product in the cleaning/disinfectant for at least 15
min. Ensure that all accessible surfaces are moistened.

» Clean the product with a suitable cleaning brush in the solution until
all discernible residues have been removed from the surface.

» If applicable, brush through non-visible surfaces with an appropriate
cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during
cleaning.

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.

Phase I

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.



4.10.2 Mechanical alkaline cleaning and thermal disinfecting

Machine type: single-chamber cleaning/disinfecting machine without ultrasound

Phase Step T t Water Chemical
[°C/°F] [min] quality
| Prerinse <25[77 3 D-W -
I Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH~13
<5 % anionic surfactant
B 0.5 % working solution
- pH=11"
]} Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 90/194 5 FD-W -
Vv Drying - - - According to the program for cleaning and disinfection device
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)

*Recommended: BBraun Helimatic Cleaner alkaline

» Check visible surfaces for residues after mechanical cleaning/disinfect-
ing.

4.11 Inspection
» Allow the product to cool down to room temperature.
» Dry the product if it is wet or damp.

4.11.1 Visual inspection
» Make sure all dirt has been removed. Pay particular attention to e.g. fit-
ting surfaces, shanks, recesses, drilled grooves.

» For contaminated products: Repeat the cleaning and disinfection pro-
cedure.

» Check product for damage, e.g. insulation, corroded, loose, bent, bro-
ken, cracked, worn, heavily scratched or broken parts.

» Specifically check that navigation adapters, including their pins, are
not bent. Check that pins on all navigated instruments are not bent.

» Check product for missing or faded labels and/or paint marks (e.g. color
of handle, gold plating).

Check products having long, narrow geometries (in particular rotating
instruments) for deformations.

Check cutting instruments for sharpness (example tips of punches).
Check surfaces for variations in roughness.

v

Check product for burrs that may damage tissue or surgical gloves.
Check product for loose or missing parts.
Check the cannulation of the instruments for continuity.

vVvyyvyvyYyy

Immediately put aside damaged or inoperative products and send them
to Aesculap Technical Service, see Chapter 5..
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4.11.2 Functional test

A\ cauTION

Damage (metal seizure / friction corrosion) to the product caused by
insufficient lubrication!

» 0il any moving parts (e. g. joints, pusher components and threaded
rods) prior to the functional test using oil suitable for the applied
sterilization process (e. g. STERILIT® | oil spray JG60O for steam
sterilization or STERILIT® | drip-feed lubricator JG598).

» Assemble disassembled products, see Chapter 4.12.

» Check instruments having interfaces to other instruments for ease of
movement and compatibility.

» Check that the navigation adapters can be clipped onto the navigation
pin of the instruments (example on the navigation handle 9).

» Check that the product functions correctly.

» Check all moving parts (e.g. locks/interlocks, sliding parts, etc.) for full
and smooth movement.

» Check for compatibility with associated products.

» Immediately put aside inoperative products and send them to Aesculap
Technical Service, see Chapter 5..



4.12 Assembly
4.12.1 Aesculap universal navigation clamp SZ096R

)
|
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Fig. 18

» Assemble the Aesculap universal navigation clamp 7 (SZ096R) (con-
sisting of Brainlab components 7a (55113), 7b (55016) and 7c
(41799)) according to the Brainlab instrument user guide, see Fig. 18.

4.13 Packaging

» Place the product in its holder or on a suitable tray. Ensure that sharp
edges are covered.

» Package trays appropriately for the sterilization process (e.g. in
Aesculap sterile containers).

» Ensure that the packaging provides sufficient protection against con-
tamination of the product during storage.

4.14 Steam sterilization
» Check to ensure that the sterilizing agent will come into contact with

all external and internal surfaces (e.g., by opening any valves and fau-
cets).

» Validated sterilization process
- Steam sterilization using fractional vacuum process
- Steam sterilizer according to DIN EN 285 and validated according
to DIN EN ISO 17665
- Sterilization using fractionated vacuum process at 134 °C [ holding
time 5 min
» If several devices are sterilized at the same time in the same steam
sterilizer: Ensure that the maximum permitted load according to the
manufacturers' specifications is not exceeded.

4.15 Storage

» Store sterile products in germ-proof packaging, protected from dust, in
a dry, dark, temperature-controlled area.

5. Technical service

/\ CAUTION

Modifications carried out on medical technical equipment may result
in loss of guarantee/warranty rights and forfeiture of applicable
licenses.

» Do not modify the product.

» For service and repairs, please contact your national
B. Braun/Aesculap agency.

Service addresses

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601
Fax: +49 7461 16-2887
E-Mail: ats@aesculap.de

Other service addresses can be obtained from the address indicated above.

6. Disposal

/\ WARNING
Risk of infection due to contaminated products!

» Adhere to national regulations when disposing of or recycling the
product, its components and its packaging.

/\ WARNING

Risk of injury due to sharp-edged and/or pointed products!

» When disposing of or recycling the product, ensure that the pack-
aging prevents injury by the product.

Note

The user institution is obliged to reprocess the product before its disposal,
see Chapter 4..



Aesculap® Ennovate® Cervical

Navigované nastroje

Legenda

Ennovate Cervical - doplnék k navigaci

1 Ennovate Cervical kortikalni priibojnik pro univerzalni pouzdro pro
vrtak, Srouby & 3,5 mm/3,6 mm (SZ0O59R)

2 Ennovate Cervical kortikalni priibojnik pro univerzalni pouzdro pro
vrtak, Srouby & 4,0 mm (SZO60R)

3 Ennovate Cervical kortikalni priibojnik pro univerzalni pouzdro pro
vrtak, Srouby & 4,5 mm (SZ061R)

5 Aesculap navigaéni adaptér se 4 kulovymi markery (SZ091R)
Aesculap univerzalni naviga¢ni adaptér tvaru L (SZ093R)

7 Aesculap

univerzalni navigatni svorka (SZO96R) sestavajici

z nasledujicich soucasti:
7a Brainlab svorka adaptéru nastroje s mékkou rukojeti, velikost L
(55113)

7b Brainlab prodlouzeni adaptéru nastroje 50 mm (55016)

7c¢ Brainlab pole adaptéru nastroje, velikost ML (41799)

8 Brainlab pole adaptéru nastroje, velikost L (41801)
9 Ennovate Cervical navigacni rukojet rovna (SZ007R)
10 Ennovate Cervical montazni nastroj pro navigaéni rukojet (SZ095R)

Relativni velikost nastroji nemusi nutné odrazet jejich velikost ve skutec-

nosti.

Vyobrazeni v tomto dokumentu jsou jen schematicka a mohou se od sku-
te¢ného produktu odlidovat.
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1. K tomuto dokumentu

Upozornéni

VSeobecnd rizika chirurgického zdkroku nejsou v tomto ndvodu k pouZiti
popsdna.

1.1 Oblast pouziti

Tento navod k pouZiti plati pro navigované nastroje Ennovate Cervical uve-
dené v legendé€ a smi se pouzivat pouze s navigacnim systémem Brainlab.

Upozornéni

Prislusné oznaceni CE pro vyrobek je uvedeno na etiketé nebo na obalu
vyrobku.

» Navody k pouZziti pro konkrétni vyrobky a informace o kompatibilité
materialll a Zivotnosti naleznete vsekci B.Braun elFU na webu
eifu.bbraun.com

1.2 Vystrazna upozornéni

Vystrazna upozornéni poukazuji na rizika pro pacienta, uZivatele a/nebo
vyrobek, kterd mohou vzniknout béhem pouzivani vyrobku. Vystrazna upo-
zornéni jsou oznacena nasledujicim zpdsobem:

/\ NEBEZPECI

Oznacuje mozné nebezpeci nebo ohroZeni. Pokud toto nebezpeci neod-
vratite, miZe mit za nasledek smrt nebo vazné zranéni.

/\ VAROVANI

Oznaéuje mozné hrozici nebezpeéi. Pokud mu neni zabranéno, muze
mit za nasledek lehka nebo stfedné zranéni.

A\ POZOR

Oznacuje mozné hrozici vécné Skody. Pokud tomu neni zabranéno,
nasledkem muze byt poskozeni vyrobku.

2. Klinické pouziti
2.1 Komponenty potiebné pro pouziti

K tomuto Ucelu jsou zapotfebi vSechny nastroje uvedené v legendé. K
tomuto Ucelu jsou navic zapotrebi nastroje ze sady Ennovate Cervical
Basic, sady Ennovate Cervical C1/C2 nebo sady Ennovate Cervical MIS.

2.2 Oblasti pouziti a omezeni pouziti

2.2.1  Urceni ucelu

Navigované nastroje Ennovate Cervical se pouzivaji k navigované implan-
taci implantatd systému Ennovate Cervical. Indikace a kontraindikace jsou
popsany v navodu k pouziti implantati Ennovate Cervical (TA015777).

2.2.2 Indikace
Upozornéni

Za pouZiti vyrobku v rozporu s uvedenymi indikacemi a/nebo popsanymi
zpusoby pouZziti vyrobce nenese odpovédnost.

Pro indikace, viz Kapitolu 2.2.1.

2.2.3 Kontraindikace
Kontraindikace, viz Kapitolu 2.2.1.

2.3  Bezpecnostni pokyny
2.3.1  Klinicky uzivatel

Vseobecné bezpecénostni pokyny

Aby se predeslo Skodam v dlsledku neodborné pripravy a aplikace a nebyl

ohroZen narok na zaruku:

» Pouzivejte vyrobek pouze podle pokynl uvedenych v tomto navodu
k pouziti.

» Respektujte bezpeénostni informace a pokyny k provozni tdrzbé.

» Vyrobek a prislusenstvi mohou pouzivat vyhradné osoby s patfi€nym
vzd€lanim, znalostmi a zkusenostmi.

» Novy vyrobek z vyroby &i nepouZity vyrobek skladujte na suchém, is-
tém a chranéném miste.

» Pred pouzitim vyrobek zkontrolujte na funkénost a bezchybny stav.

» Navod k pouZiti uchovavejte na misté pfistupném pro uZivatele.

Upozornéni

UZivatel je povinen vSechny zdvazné uddlosti, které vznikly v souvislosti
s vyrobkem nahldsit vyrobci a kompetentnimu dfadu stdtu, ve kterém md
uZivatel sidlo.

Pokyny k operaénim zakrokum

UzZivatel nese zodpové€dnost za odborné provedeni operacniho zakroku.
Predpokladem pro Uspé&3né pouzivani tohoto vyrobku je patfi¢né klinické
vzdélani i teoretické a praktické zvladnuti potfebnych operacnich technik,
v€etn€ pouzivani tohoto vyrobku.

UzZivatel je povinen vyzvednout si informace u vyrobce, pokud existuje
nejasna predoperacni situace ohledné pouziti vyrobku.

2.3.2 Vyrobek

Bezpecnostni informace specifické pro vyrobek

V3echna rizika spojena s implantaci/manipulaci s nastroji jsou podrobné

popsana v pfislusnych navodech k pouziti.

» Pred provedenim navigované operace si peclivé prec¢téte navod k pou-
Ziti.

Tento navod k pouziti plati pro navigované nastroje Ennovate Cervical uve-

dené v legendé€ a smi se pouzivat pouze s naviga¢nim systémem Brainlab.

Operaéni technika a souvisejici rizika jsou podrobné popsany v nasleduji-

cich dokumentech:

Kat. ¢. Oznaéeni

TA015777 NAVOD K POUZITi PRO SYSTEM IMPLANTATU
ENNOVATECERVICAL PRO POSTERIORNI, OKCIPITALNI,
KRCNi A HRUDNI{ STABILIZACI

TA015763 NAVOD K POUZITI NASTROJU ENNOVATE CERVICAL
BASIC

TA015761 NAVOD K POUZITI NASTROJU ENNOVATE CERVICAL
c1/c2

TA0O15766 NAVOD K POUZITI NASTROJU ENNOVATE CERVICAL
MIS

TA015755 NAVOD K POUZIT| ZASOBNiKU ENNOVATE CERVICAL

003202 ENNOVATE CERVICAL NAVIGACE - OPERACN| TECH-
NIKA

003302 ENNOVATE CERVICAL MIS - OPERACN| TECHNIKA

Navigované nastroje Aesculap, které jsou soucasti jinych setl, najdete v
pfisludném navodu k pouZziti.
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Dalsi informace o bezpeéné manipulaci s nastroji Brainlab a softwarem pro
navigaci Spine & Trauma 3D naleznete v pfisluSnych uzivatelskych pFiru¢-
kach  k  nastrojm  asoftwaru  Brainlab.  Navstivte  web
https://www.brainlab.com, kde najdete uzivatelské pfirucky online, nebo
se obratte na zakaznickou podporu Brainlab.

Aesculap a Brainlab nepfebiraji Zddnou odpovédnost, pokud budou pouzity
jiné nastroje nez nastroje uvedené nize. Dodrzujte kombinace popsané v
tomto dokumentu.

» Vzajemné kombinujte pouze produkty Aesculap (a nastroje Brainlab
uvedené v tomto dokumentu).

» PouZivejte pouze nastroje a pfisluSenstvi Aesculap Ennovate.
» PFi ukladani instrumentd se fidte grafickou $ablonou/3ablonou v baleni.

» \/yrobek pouzivejte pouze vsouladu sjeho uréenym ucelem, viz
Kapitolu 2.2.1.

Nastroje mohou spadnout in situ nebo na zem!
Rukojeti se mohou béhem pouzivani uvolnit!
» Zkontrolujte pevnost spojovacich rukojeti na nastrojich.

Poranéni michy, nervovych kofen(l a cév v disledku prorazeni kortikalis pfi

chybné aplikaci!

» Nastroje a polyaxialni Srouby nastavujte a zavadéjte pouze pod rentge-
novou kontrolou nebo za pouziti naviga¢niho systému.

2.3.3 Sterilita

Nesterilni, opakované pouzitelné vyrobky

C. wyr. Oznaceni

SZ059R Ennovate Cervical kortikalni priibojnik pro univerzalni
pouzdro pro vrtak, Srouby & 3,5 mm [ 3,6 mm

SZ060R Ennovate Cervical kortikalni priibojnik pro univerzalni
pouzdro pro vrtak, Srouby & 4,0 mm

SZ061R Ennovate Cervical kortikalni priibojnik pro univerzalni
pouzdro pro vrtak, Srouby & 4,5 mm

SZ091R Aesculap navigaéni adaptér se 4 kulovymi markery

SZ093R Aesculap univerzalni naviga¢ni adaptér tvaru L

SZ007R Ennovate Cervical navigaéni rukojet rovna

SZ095R Ennovate Cervical montazni nastroj pro navigaéni ruko-
jet

SZ096R Aesculap univerzalni naviga¢ni svorka

» Novy vyrobek dodany od vyrobce po odstranéni transportniho obalu a
pred prvnim pouZitim zkontrolujte, zda spravné funguje a je v fadném
stavu.

Vyrobek se dodava v nesterilnim stavu.

» Novy vyrobek po odstranéni pfepravniho obalu a pred prvni sterilizaci
dikladné vycistéte.
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3. Pouziti
3.1  Bezpecna obsluha

/\ VAROVANI

Nebezpeéi urazu a/nebo nespravného fungovani!

» Vyrobek pfed kazdym pouzitim prohlédnéte, zda na ném nejsou
volné, deformované, rozlomené, popraskané nebo chybéjici dily.

» Pred kazdym pouzitim vzdy proved'te zkousku funkénosti daného
vyrobku.

» Je-li produkt poskozeny nebo vadny, nepouzivejte jej. Je-li vyrobek
poskozeny, vyrad'te jej.

/\ VAROVANI

Nebezpeéi poranéni pacienta v dasledku pferuseni navigace!

» Pred operaci naplanujte konfiguraci operacniho salu a slozeni
nastroju, resp. vyrovnani navigaéniho adaptéru.

» Zajistéte, aby méla navigacni kamera neomezeny vyhled na reflexni
kulové markery nastroju.

/\ VAROVANI

Nebezpedi poranéni pacienta poskozenymi nastroji!

Nastroje Ennovate Cervical jsou pfesné a snadno se poskodi.

» S nastroji Ennovate Cervical zachazejte s maximalni opatrnosti.

» Zajistéte, aby pouzité nastroje nebyly ohnuté nebo poskozené.
Zejména zkontrolujte, zda navigaéni adaptéry véetné koliku nejsou
ohnuté.

» Pred pouZitim si ovéfte pfesnost zejména tenkych nastroju. Pfitom
pfidrzte hrot nastroje v bodé otaceni kalibracni matice nastroje
Brainlab verze 4.

» Nastroje neopravujte ani neupravujte (napf. nepf¥ibrusujte jejich
hroty). V pfipadé poruchy je odeslete do technického servisu
Aesculap.

/\ VAROVANI
Nebezpeéi poranéni pacienta v disledku chybné navigace!

» Navigované nastroje Ennovate Cervical pouzivejte pouze
s jednorazovymi reflexnimi kulovymi markery Brainlab.

» Podrobnéjsi informace o spravné manipulaci s kulovymi markery
naleznete v pfislusné uzivatelské pfirucce Brainlab.

3.2  Nastaveni navigace

/\ VAROVANI

Nebezpeéi nepfesné navigace v dusledku ohnutych nastroju!

» Jakmile je nastroj (napf. sonda, vrtak) zaveden do kosti, nekorigujte
jiz osu, protozZe by mohlo dojit k ohnuti nastroje a nepfesnosti navi-
gacniho zobrazeni. Je-li nutna korekce osy, vyjméte nastroj a znovu
jej zasunte.



3.2.1 Montaz navigacniho adaptéru na nastroje

/\ VAROVANI

ProdlouZeni operace v disledku nespravného adaptéru nainstalova-
ného na nastroji!
» Ujistéte se, Ze montujete spravny adaptér.

l

Obr. 1

» Pro bezpecnou montaz reflexnich kulovych markerd Brainlab na navi-
gacni adaptér Aesculap 5 (SZ091R) a pole adaptéri nastrojl
Brainlab 7¢/8 viz uZivatelské pfirucky Brainlab.

» Ujistéte se, Ze mate na kazdy nastroj namontovan spravny adaptér.
Informace o tom, ktery adaptér mate pouZit skterym nastrojem,
najdete v popisu v nasledujicich éastech nebo v dokumentu 003202.

» Nasledujicim postupem namontujte naviga¢ni adaptér 5/6 na libovolny

navigovany nastroj, viz Obr. 1.

- Blokovaci objimku ¢ navigaéniho adaptéru Aesculap 5/6 potahnéte
dozadu proti tlaku pruZiny ve sméru Sipky a podrzte ji.

- Nasurite navigaéni adaptér Aesculap 5/6 na navigacni kolik a (je-li
dostupny) na nastroji. Pfitom zajistéte, aby naviga¢ni kolik a zapad|
do vybrani b na navigacnim adaptéru.

- Uvolnéte blokovaci objimku c.

3.2.2 Manualni kalibrace nastroji Ennovate Cervical

/\ VAROVANI

Nebezpeéi poranéni pacienta v disledku chybné navigace!

» Zajistéte, aby byl navigacni adaptér spravné upevnén na nastrojich.

» Pred kazdym pouzitim se ujistéte, Ze provadite spravnou kalibraci
nastroju.

» Ujistéte se, Ze jsou vSechny nastroje spravné sestaveny.

Obr. 2

» Pred kazdym pouZitim zkalibrujte a ovéfte presnost navigovanych
nastroji pomoci kalibraéni matice nastroji Brainlab verze 4, viz Obr. 2.

» \lyberte nastroje z prvni stranky softwaru pro vybér nastroje na navi-
gacni platformé.

» Postupujte podle pokynl na obrazovce a provedte kalibraci a ovéreni
nastroje pomoci kalibraéni matice Brainlab rev. 4. Po kalibraci se
nastroj objevi na karté ,Kalibrované nastroje".

Dalsi informace o kalibraci a ovéfovani nastroji s nastroji systému

Ennovate Cervical a Brainlab naleznete v uZivatelské pfiru¢ce Brainlab.

3.3  Priprava otvoru pomoci navigovaného pouzdra pro
vrtak

Pro tento krok Ize pouZit univerzalni pouzdro pro vrtak OPEN/NAV SZ055R

(viz navod k pouZiti pro nastroje Ennovate Cervical Basic (TAO15763)) nebo

univerzalni pouzdro pro vrtak MIS SZ143R (viz navod k pouZiti pro

nastroje Ennovate Cervical MIS (TA015766)).

3.3.1 Priprava univerzalniho pouzdra pro vrtak

2
Obr. 3

» Sestavte vhodné pouzdro pro vrtak (dbejte na barevné znaceni),
nastavte a zkontrolujte pozadovanou hloubku vrtani, viz TAO15763 a
TA015766.

» Namontujte navigac¢ni adaptér 5 (SZ091R) na univerzalni pouzdro pro
vrtak a (SZ055R/SZ143R), viz Kapitolu 3.2.1, viz Obr. 3.

» Pred kalibraci se ujistéte, ze je vrtak nebo kortikalni pribojnik odstra-
nén.

» Zkalibrujte pouzdro pro vrtak SZ055R/SZ143R, viz Kapitolu 3.2.2.

» Pro zajiSténi neomezeného pohledu kamery na reflexni kulové markery
otocte knoflikem b na rukojeti pouzdra pro vrtak a otacejte navigaénim

adaptérem 5 do pozadované polohy. Po dosazeni pozadované polohy
knoflik b znovu dotahnéte, viz Obr. 3.
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3.3.2 Otevieni kortikalis s navigaci
Kortikalni pribojniky 1/2/3 (SZ059R/SZ060R/SZ061R) jsou oznaceny
barevné odlisenym krouzkem podle barvy hlavy Sroubu.

/\ PozOR
ProdlouZeni operace v dusledku nespravné velikosti otvoru!

» Zkontrolujte barevné kodovani a laserové znaceni, aby byla jistota,
Ze pouzivate spravny kortikalni prubojnik.

» Umistéte referenéni pole na patef pacienta, jak je popsano
v uZivatelské pfiruéce Brainlab.
» Zvolte spravnou velikost kortikalniho priibojniku 1/2/3.

» Zavedte kortikalni pribojnik 1/2/3 do univerzalniho pouzdra pro
vrtak a (SZ055R/SZ143R), viz Obr. 4.

» Aby nedoslo k poranéni mekkych tkani, dbejte na to, aby hrot kortikal-
niho pribojniku pfi pfiblizovani ke kosti nevyénival z pouzdra pro vrtak.

» Nasadte priibojnik spole¢né s pouzdrem pro vrtak do poZadovaného
vstupniho mista a zavedte pribojnik do kosti aZ nadoraz.

Upozornéni

KortikdIni pribojnik md v pouzdru pro vrtik doraz a vyénivd 6 mm (nezd-
visle na hloubkovém dorazu).

Obr. 5

Spicka univerzalniho pouzdra pro vrtak je navigovana v realném case. Ve
vychozim nastaveni navigace zobrazuje nastroj s virtualni ¢arou, ktera
pomaha definovat spravnou trajektorii.

» Aktivujte funkci planovani Sroubu na naviga¢nim systému tak, aby se
zobrazil virtuaini Sroub na Spicce univerzalniho pouzdra pro vrtak.

» Odstrante kortikalni prdbojnik.
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3.3.3 Navrtani otvoru s pouzitim navigace

» Podrobny popis vrtani a souvisejicich rizik najdete v dokumentu
TA015763.

Obr. 6

» Zkontrolujte, zda je hloubkovy doraz pouzdra nastaven v pozadované
hloubce vrtani, zvolte wvrtdk a pfipevnéte jej k rukojeti a
(SZ002R/SZ003R) nebo k motorovému systému TAO15763 a TAO15766.

» Ponechte pouzdro b (SZ055R/SZ143R) v poZadovaném vstupnim bodé
a posouvejte vrtak ¢ opatrné do preddefinované hloubky pod kontrolou
trajektorie pomoci naviga¢niho systému Brainlab aZ na doraz.

3.4  Priprava otvoru s kostnimi sondami

Alternativn€ lze provést navigovanou pfipravu pediklu pomoci rovnych
kostnich sond.

3.4.1  Priprava kostni sondy

/\ VAROVANI
Nebezpeéi poranéni v dusledku nepfesné navigace!

» Zajistéte, aby byla svorka adaptéru Brainlab s mékkym uchopem
velikosti L 7a pevné utaZzena na Sestihranné plose kostni sondy
Aesculap.

7b ——

l 7a l

Obr. 7

» \lyberte vhodnou rovnou kostni sondu Ennovate Cervical

(SZ022R/FW674R/SZ026R/SZ024R).
» Namontujte reflexni kulové markery Brainlab na pole adaptéru nastroje
Brainlab velikosti ML 7¢ (41799).



» Namontujte univerzalni navigacni svorku 7 (SZ096R) (skladajici se z
komponent Brainlab 7a (55113), 7b (55016) a 7c¢ (41799)) podle uzi-
vatelské pFirucky pro nastroje Brainlab a podle obrazku vlevo, viz Obr. 7.

» Upevnéte univerzalni navigaéni svorku 7 do Sestihranné oblasti kostni
sondy a, jak je vidét na pravé strané obrazku, viz Obr. 7. Zkontrolujte,
zda je svorka pIn€ utazena.

» Zkalibrujte kostni sondu, viz Kapitolu 3.2.2.

Vice informaci o bezpe¢né montazi komponent Brainlab 7a/7b/7c a

reflexnich  kulovych markerd naleznete v uzivatelskych pfiruckach

Brainlab.

3.4.2 Pfiprava kanalu s kostni sondou

Obr. 8

» Pfipravte kanal pomoci zvolené kostni sondy a (viz TAO15763) pod kon-
trolou naviga¢niho systému Brainlab.

3.5 Potvrzeni hloubky a pouziti K-dratu k navadéni
» Viz TA015763 (pouziti K-drati je volitelné).

3.6  Vyfezani zavitu zavitnikem za pouziti navigace
(nepovinné)

3.6.1 PFiprava zavitniku

/\ PozOR

ProdlouZeni operace!

» Pred kalibraci rukojet vzdy dotahnéte.

» Po provedeni kalibrace rukojet k dfiku jiz znovu nedotahujte.

Obr. 9

» Namontujte reflexni kulové markery na naviga¢ni adaptér Aesculap 5
(SZ091R). Namontujte naviga¢ni adaptér Aesculap 5 na navigacni
rukojet 9 (SZ0O7R), viz Kapitolu 3.2.1.

» Zvolte spravny zavitnik a (SZ051R/SZ052R/SZ053R).
» Pfipojte zavitnik a k naviga¢ni rukojeti 9:
- Zasunte Sestihrannou ¢ast driku zavitniku do rukojeti.

- Utéhnéte zavitnik k dfiku tak, Ze zasunete montazni nastroj 10 do
distalniho konce naviga¢ni rukojeti 9 a budete otacet montaznim
nastrojem 10 po sméru hodinovych rucicek, jak je patrné z levé
¢asti obrazku, viz Obr. 9.

Navigacni rukojet 9 Ize presunout do nasledujicich poloh otacenim
objimky rukojeti, jak je znazornéno na pravé strané obrazku, viz Obr. 9:

B Doptedu (IN): pro Fezani zavitu

W Zablokovano (e): blokuje rac¢nu

B Zpét (OUT): k odstranéni zavitniku z kosti

» Zkalibrujte navigovany zavitnik, viz Kapitolu 3.2.2.

Obr. 10

Alternativné lze zavitnik zkalibrovat pomoci navigaéniho adaptéru

Aesculap 5 (SZ091R), zavitnik Ize zkalibrovat pomoci univerzalniho navi-

ga¢niho adaptéru Aesculap tvaru L 6 (SZ093R) spole¢né s komponentami

Brainlab 8 (41801) a 7a (55113).

» Univerzalni navigaéni adaptér tvaru L6 nainstalujte na naviga¢ni
rukojet 9, viz Obr. 10.

» Namontujte Brainlab pole adaptéru nastroju velikosti L 8 na Brainlab
svorku adaptéru nastroji s mékkou rukojeti velikosti L 7a (55113), jak
je popsano v uZivatelské pfirucce Brainlab a jak je patrné ze spodni
¢asti obrazku, viz Obr. 10.

» Namontujte svorku s mékkou rukojeti 7a na naviga¢ni adaptér 6.

» Provedte kalibraci, viz Kapitolu 3.2.2.
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3.6.2 Proved'te navigované vyfezani zavitu
» Postupujte podle krokl pro fezani zavitl, viz TAO15763.

Obr. 11

Naviga¢ni adaptér Ize otacet na rukojeti. Pfi fezani zavitG jednou rukou

drzte rukojet a druhou rukou drzte navigacni adaptér, abyste zajistili

nepretrzity vizualni pfistup kamery k navigaénimu adaptéru.

» Pro uvolnéni navigacni rukojeti 9 (SZ007R) ze zavitniku: Zasufite mon-
tazni nastroj 10 (SZ095R) do distalniho konce naviga¢ni rukojeti 9 a
otacejte montaznim nastrojem 10 proti sméru hodinovych rucicek.

3.7 Provedeni navigovaného zavedeni Sroubu

/\ NEBEZPECI

Nebezpeéi poranéni pacienta v dusledku nepfesné kalibrace!

» PFi vyméné Sroubu vidy opakujte postup kalibrace (i v pFipadé, ze
pouzivate Srouby stejnych rozméra).

3.7.1  Pripravte Sroubovak Ennovate Cervical SZ063R

/\ PozOR

Prodlouzeni operace!

» Pred kalibraci rukojet vidy dotahnéte.

» Po provedeni kalibrace rukojet k d¥iku jiz znovu nedotahujte.

10

Obr. 12

» Namontujte reflexni kulové markery na navigaéni adaptér se
4 kulovymi markery Aesculap 5 (SZ091R).

» PFipojte navigacni adaptér Aesculap 5 k navigaéni rukojeti 9 (SZ0O07R),
viz Kapitolu 3.2.1.

» Pfipojte Sroubovak a (SZ063R) k navigaéni rukojeti 9. Uchyceni Sroubo-
vaku k rukojeti je uplné stejné jako u zavitnikd, viz Obr. 12, viz
Kapitolu 3.6.1

» Pfipojte Sroub ke Sroubovaku (viz TAO15763) a provedte kalibraci, viz
Kapitolu 3.2.2.
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3.7.2  Provedeni navigovaného zavedeni Sroubu

» Sroub zavedte pod kontrolou navigaéniho systému. Podrobny popis
zavadéni Sroubu a souvisejicich rizik najdete v dokumentu TAO15763.

Navigacni adaptér 5 Ize otacet na rukojeti 9, takze je moZny nepfetrzity

vizudlni pfistup kamery k naviga¢nimu adaptéru.

» Pri zavadéni Sroubu drzte jednou rukou rukojet 9 a druhou rukou navi-
gacni adaptér 5.

» Pro uvolnéni navigacni rukojeti 9 (SZ007R) ze Sroubovaku a (SZ063R)
zasunte montazni nastroj 10 do distalniho konce navigaéni rukojeti
a otacejte montaznim nastrojem 10 proti sméru hodinovych rucicek.

3.8 Provedte umisténi transartikularniho Sroubu
C1/C2 pomoci navigace

3.8.1 Pripravte univerzalni pouzdro Ennovate Cervical SZ131R

Obr. 14

» Namontujte reflexni kulové markery na naviga¢ni adaptér Aesculap 5
(SZ091R). Pripojte navigatni adaptér 5 k univerzalnimu pouzdru ¢
(SZ131R), viz Kapitolu 3.2.1.

» Pro zajisténi neomezeného pohledu kamery na reflexni kulové markery
povolte knoflik b na rukojeti navigovaného univerzalniho pouzdra c a
otacejte navigacnim adaptérem Aesculap 5 do poZadované polohy. Po
dosazeni pozadované polohy knoflik b opé€t utahnéte.

» Zasunte vnitini pouzdro pro vrtakd (SZ134R) do univerzalniho
pouzdra c. Vnitini pouzdro pro vrtak se automaticky zablokuje, viz
Obr. 14.



» Provedte kalibraci se zavedenym vnitfnim pouzdrem pro vrtak d, viz
Kapitolu 3.2.2.

» Po kalibraci a ovéfeni univerzalniho pouzdra odstrafite vnitfni pouzdro
pro vrtak. Stisknéte zlaté tlacitko a, jak je zobrazeno na pravé strané
obrazku (viz Obr. 14). Blokovani se uvolni a vnitfni pouzdro pro vrtak je
mozné vytahnout.

3.8.2  Upevnéte svorku podle pokynu v uZivatelskych pFiru¢kach
Brainlab

Kvili obtizim s umisténim svorky na C1 ji mozna budete muset umistit na

C2. Upozornujeme vsak, ze vzhledem k pohyblivosti subaxialni patefe mize

dojit k nepfesnostem v navigaci.

3.8.3  Zasunuti univerzalniho pouzdra, vrtaku, zavitniku a zavedeni
Sroubu

Obr. 15

» Zasufte univerzalni pouzdro a (SZ131R), viz TA015761, viz Qbr. 15
(nahofe).

S navigovanym univerzalnim pouzdrem a Ize pod navigaci provadét nasle-

dujici chirurgické kroky: vpichovou incizi, otevieni kortikalis, vrtani, fezani

zavitl a zavadéni Sroubu, viz Obr. 15 (dole).

» Provedte kroky popsané v dokumentu TAO15761, pfic¢emz ponechte
naviga¢ni adaptér Aesculap 5 (SZ091R) pfipojeny k univerzalnimu
pouzdru a pro navigaci béhem vsech operacnich krokd.

Obr. 16

Zavitnik b (SZ139R) a Sroubovak SZ140R Ize také pfimo navigovat pomoci
navigované rukojeti 9 (SZ007R) za pouziti nenavigovaného univerzalniho
pouzdra a (SZ131R).
» Pripravte zavitnik a Sroubovak, viz Obr. 16, viz Kapitolu 3.6.1, viz
Kapitolu 3.7.1.
Postupujte podle krokd popsanych v dokumentu TAO15761, pficemz
ponechte navigaéni adaptér Aesculap 5 pfipojeny k navigované
rukojeti 9.

4. Validovana metoda upravy

Upozornéni

Validovand predsterilizaéni pFiprava pro ndstroje Brainlab 7/8 je popsdna
v nejnovéjsi verzi ,Privodce ¢isténim, dezinfekci a sterilizaci”, kterou
najdete na webu Brainlab (https://www.brainlab.com).

4.1  Vseobecné bezpeénostni pokyny
Upozornéni

Dodrzujte ndrodni zdkonné predpisy, ndrodni a mezindrodni normy a smér-
nice a také vlastni hygienické predpisy pro upravu.

Upozornéni

U pacientu s Creutzfeldt-Jakobovou nemoci (CIN), podezienim na CJN nebo
jeji mozné varianty dodrzujte v otdzkdch upravy vyrobki aktudiné platné
ndrodni predpisy.

Upozornéni

Strojni upravu je zapotrebi kvili lepsimu a spolehlivéjsimu vysledku &isténi
upfednostnit pfed ru¢nim ¢isténim.

Upozornéni

Méjte na paméti, Ze uspésnd uprava tohoto zdravotnického prostredku
muZe byt zajisténa pouze po predchozi validaci procesi upravy. Zodpovéd-
nost za to nese provozovatel/subjekt provddéjici upravu.

Upozornéni

Pokud se neuskuteéni zdvéreénd sterilizace, je nutno pouzit virucidni desin-
fekéni prostredek.

Upozornéni

AktudlIni informace o pfipravé a sndsenlivosti materidlu naleznete také na
B. Braun elFU na adrese eifu.bbraun.com

Validovany postup parni sterilizace byl proveden v systému sterilizaéniho
kontejneru Aesculap.

4.2  Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou ¢isténi zkomplikovat resp.
eliminovat jeho Uéinnost a mohou vést ke korozi. Proto by neméla doba
mezi pouzitim a Upravou prekrocit 6 hodin a nemély by se aplikovat fixaéni
teploty k pfed¢isténi >45 °C a nemély pouzivat Zadné fixacni desinfekéni
prostfedky (na bazi aldehydu nebo alkoholu).

Predavkovani neutralizaénich prostfedkd nebo zakladnich ¢isticich pro-
stfedkd mlze mit za nasledek chemické napadeni a/nebo vyblednuti a
vizualni nebo strojni necitelnost laserovych popiskl na nerezavéjici oceli.

U nerezavéjicich oceli vedou zbytky chloru nebo chlorid(, napt. zbytky po

operaci, medikamenty, roztoky kuchynské soli, obsazené ve vodé k Cisténi,

desinfekci a sterilizaci, ke koroznim poskozenim (dilkova koroze, koroze po

mechanickém napéti) a tim ke zniceni vyrobkd. K odstranéni je zapottebi

dostateény oplach demineralizovanou vodou s naslednym susenim.

V pfipadé potreby dosuste.

Smi se pouzivat pouze pfezkousené a schvalené procesni chemikalie (napf.

schvaleni VAH nebo FDA, popf. oznaceni CE) a doporucené vyrobcem che-

mikalie s ohledem na snasenlivost materiald. Veskeré pokyny k pouziti od

vyrobce chemikalie je nutno disledné dodrzovat. V opacném pfipadé

mohou nastat nasledujici problémy:

B Optické zmény materidlu jako napf. vyblednuti nebo zmény barvy u
titanu a hliniku. U hliniku mize dojit k viditelnym zménam na povrchu
jiz pfi hodnoté pH >8 aplika¢niho/hotového roztoku.

B PoSkozeni materialu jako napf. koroze, trhlinky, nalomeni, pfed¢asné
starnuti nebo bobtnani.
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» K ¢&iSténi nepouzivejte kovové kartace nebo jiné abrazivni prostfedky,
které by mohly povrchy poskodit, protoZe jinak hrozi nebezpedi koroze.

» Dal3i podrobné pokyny k hygienicky bezpeéné opé&tovné tpravé Setrné
v0¢i materidlu a zachovavajici hodnoty viz na www.a-k-i.org Rubrika
"AKI-Brochures", "Red brochure”.

4.3  Vyrobky k opakovanému pouziti

Seznam nastrojU, které Ize pouzivat opakované a které je nutno sterilizo-
vat pred kazdym pouzitim, viz Kapitolu 2.3.3.

Pro vyrobek neni stanoven zadny maximalni pocet pouziti a cykll predste-
rilizaéni pfipravy.

Zivotnost vyrobku je omezena poskozenim, béznym opotiebenim, typem a
dobou pouzivani, jakoZ i manipulaci, skladovanim a prepravou vyrobku.
Nejlepsi moznosti, jak rozpoznat nefunkéni vyrobek, je pecliva vizualni
a funkéni kontrola pfed kazdym pouZitim.

4.4  Ptiprava na misté pouziti

» V pfipad€ potfeby oplachnéte neviditeIné povrchy pokud mozno demi-
neralizovanou vodou, napf. s pouzitim jednorazové strikacky.

» Viditelné zbytky po operaci pokud moZno upiné€ odstraite vlhkou, vlas
nepoustéjici utérkou.

» \lyrobek transportujte suchy v uzavienych prevoznich kontejnerech do
6 h k ¢isténi a desinfekci.

4.5 Priprava pred ¢iSténim
» Upinaci Srouby, které trvale spojuji riizné soucasti, nedemontujte.
» \lyrobek pred ¢iSténim rozeberte, viz Kapitolu 4.6.
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4.6 Demontaz

4.6.1 Aesculap univerzalni navigacni svorka SZ096R

76 —

Obr. 17

» Demontujte univerzalni navigacni svorku 7 (SZ096R) (skladajici se z
komponent Brainlab 7a (55113), 7b (55016) a 7¢ (41799)) podle uzi-
vatelské pFirucky pro nastroje Brainlab, viz Obr. 17.

4.6.2 Navigacni adaptér Aesculap SZ091R

» Pred ¢isténim odstrante reflexni kulové markery.
Upozornéni

Kulové markery jsou uréeny k jednordzovému pouZiti.

4.7 Cisténi/dezinfekce

4.7.1  Bezpecnostni pokyny k postupu predsterilizacni pFipravy spe-
cifické pro vyrobek
OhroZeni pacienta! Navigaéni rukojet SZO07R se nesmi manualiné pfipra-
vovat na op€tovné pouZziti.
» Pripravu navigacni rukojeti SZO07R na opétovné pouZiti provadéjte
pouze formou ruéniho predCiSténi nasledovaného  Cisténim
v mechanické myéce/dezinfektoru.

Riziko poskozeni nebo zni¢eni vyrobku nevhodnymi ¢isticimi/dezinfeké¢-
nimi prostfedky a/nebo pfilis vysokymi teplotami!
» Pouzivejte Cistici a dezinfekéni prostiedky podle pokynt vyrobce
- schvalené pro plasty a uslechtilou ocel,
- které nenarusuji U¢inek zmék&ovacich pfisad (napt. v silikonu).
» DodrZujte pokyny pro koncentraci, teplotu a dobu plisobeni.
» Neprekracujte dezinfekéni teplotu 95 °C.

» Pfi dekontaminaci mokrou cestou pouzivejte vhodné ¢istici/dezinfekéni
prostiedky. Pro zamezeni tvorby pény a zhorSeni u€innosti procesni
chemie: Pfed strojnim ¢&iSténim a dezinfekei vyrobek dikladné oplach-
néte pod tekouci vodou.

» V pfipadé pfitomnosti zbytki kosti, tkané nebo pomocnych latek (napf.
otiskovaci hmota, kostni cement) Viyrobek ru¢né predcistéte (kartac-
kem).

» Pokud se vyrobky daji ve stroji nebo na ukladacich pomickach zafixovat
spolehlivé a z hlediska Cisténi spravné, je mozné tyto vyrobky Cistit a
dezinfikovat strojné.



4.7.2
Upozornéni

Validovany postup Cisténi a dezinfekce

Validovand pfiprava ndstroji Brainlab 7/8 na opétovné pouZiti je popsdna
v nejnovéjsi verzi ,Privodce CiSténim, dezinfekci a sterilizaci”, kterou
najdete na webu Brainlab (https://www.brainlab.com).

Ruéni ¢isténi s dezinfekei
ponofenim
W SZ059R az SZ061R

W SZ095R

Manualni ¢isténi ultrazvu-
kem a dezinfekce ponofenim

W SZ091R

Vhodny ¢istici kartacek

Jednorazova stfikacka 20 ml

Faze suseni: Pouzijte hadFik nepoustéjici viakna nebo medicinsky stla-
¢eny vzduch

Vhodny ¢Cistici kartacek

Jednorazova strikacka 20 ml

Kapitola Ruéni ¢isténi/dezinfekce

a podkapitola:

B Kapitola Ru¢ni ¢isténi a desinfekce ponore-
nim

Kapitola Ruéni ¢isténi/dezinfekce
a podkapitola:
B Kapitola Ruéni ¢isténi ultrazvukem a desin-

® S7093R B Faze sudeni: Pouzijte hadfik nepoustgjici viakna nebo medicinsky stla- fekce ponofenim
¢eny vzduch
Strojni alkalické cisténi B V/yrobek polozte do zasobniku vhodného pro &isténi (dbejte na to, aby ~ Kapitola Strojni ¢iSténi/dezinfekce

a tepelna desinfekce
B SZ059R az SZ061R

W SZ095R

byly pfistupné viechny povrchy).
Vyrobky umistéte do zasobniku s otevienymi zavésy.

SZ095R: Vyrobek dikladné oplachnéte pod tekouci vodou. Pfitom
pohybujte jeho pohyblivymi ¢astmi.

SZ095R: Pripojte komponenty s lumeny a kanaly pfimo k proplacho-
vacimu portu injektorového voziku.

a podkapitola:
W Kapitola Strojni alkalické ¢isténi a tepelna
desinfekce

Ruéni pfed¢isténi kartackem
a nasledné strojni alkalické
Cisténi a tepelna dezinfekce

W SZ007R
W SZ091R
W SZ093R

B Vhodny ¢istici kartacek

Jednorazova strikacka 20 ml

Vyrobek polozte do zasobniku vhodného pro ¢isténi (dbejte na to, aby
byly pfistupné viechny povrchy).

B Vyrobky umistéte do zasobniku s otevienymi zavésy.

SZ007R: Pripojte komponenty s lumeny a kanaly pfimo k proplacho-
vacimu portu injektorového voziku.

Kapitola Strojni ¢isténi/dezinfekce s ruénim

predciSténim a podkapitola:

B Kapitola Ru¢ni pfedCisténi kartackem

B Kapitola Strojni alkalické ¢iSténi a tepelna
desinfekce
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4.8 Rucni ¢isténi/dezinfekce

» Pred ruéni desinfekci nechejte z vyrobku dostateéné okapat oplachovou
vodu, aby nedoslo ke zfedéni desinfekéniho roztoku.

» Po ru¢nim ¢isténi/dezinfekei zkontrolujte, zda se na viditelnych povr-
Sich nenachazeji zbytky.

» V pfipadé potfeby postup ¢isténi/dezinfekce zopakujte.

4.8.1 Rucni ¢isténi a desinfekce ponorenim

Desinfekéni Cisténi PT (chladno) Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
1l Mezioplach PT (chladno) 1 - PV -
1] Desinfekce PT (chladno) 5 2 PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
v Zavérecny oplach PT (chladno) 1 - DEV -
\" Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich kartacich a jednorazovych
stfikackach, viz Kapitolu 4.7.2.

Faze |

» \lyrobek tplné ponofte do Cisticiho a dezinfekéniho roztoku minimalné
na 15 min. Dbejte pfitom na to, aby byly namoceny viechny pfistupné
povrchy.

» \yrobek ¢istéte vhodnym ¢isticim kartac¢em v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» V pfipad€ potieby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu Cisténi pohybujte.

» Zavérem tato mista dlkladné proplachnéte pomoci vhodné stfikacky na
jedno pouziti dezinfekénim roztokem s ¢isticim Ucinkem, minimaliné
v3ak 5 krat.

Faze Il

» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v priibéhu proplachovéani pohybuijte.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze Ill

» Vyrobek tpln€ ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu dezinfikovani pohybujte.

» Proplachnéte lumen na zac¢atku doby plsobeni vhodnou jednorazovou
stfikatkou nejméné 5krat. Dbejte pfitom na to, aby byly namodeny
viechny pfistupné povrchy.
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Faze IV
» Vlyrobek dukladné oplachnéte/proplachnéte (viechny pFistupné
povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi
kone¢ném oplachu pohybujte.

» Proplachnéte lumen vhodnou stfikatkou na jedno pouziti nejméné
5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.
Faze V

» Ve fazi sudeni vysuste vyrobek s pouzitim vhodnych pomocnych pro-
stfedkd (napf. utérek, stlateného vzduchu), viz Kapitolu 4.7.2.



4.8.2  Rucni ¢isténi ultrazvukem a desinfekce ponofenim

Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*

Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*

| Ultrazvukové &isténi PT (chladno) >15 2

1l Mezioplach PT (chladno) 1 - PV

1] Desinfekce PT (chladno) 5 2 PV

\Y Zavérecny oplach PT (chladno) 1 - DEV

\' Suseni PT - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich kartacich a jednorazovych
stfikackach, viz Kapitolu 4.7.2.

Faze |

» Viyrobek Cistéte minimané 15 min v ultrazvukové lazni (frekvence
35 kHz). Pfitom je zapotfebi dbat na to, aby vsechny pfistupné plochy
byly namoceny a zabranit vzniku zvukovych stind.

» Vyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» \/ pfipadé potfeby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu ¢isténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci vhodné sttikacky na
jedno pouziti dezinfekénim roztokem s ¢isticim Ucinkem, minimaliné
viak 5 krat.

Faze Il

» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v priibéhu proplachovani pohybuijte.

» Zbytkovou vodu nechte dostateéné okapat.

Faze Il

» \lyrobek tplné ponoite do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu dezinfikovani pohybujte.

» Proplachnéte lumen na za¢atku doby plsobeni vhodnou stfikackou na
jedno pouziti nejméné 5 krat. Dbejte pfitom na to, aby byly namoceny
viechny pfistupné povrchy.

Faze IV

» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi
koneéném oplachu pohybujte.

» Proplachnéte lumen vhodnou stfikackou na jedno pouziti nejméné
5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

» Ve fazi suSeni vysuste vyrobek s pouzitim vhodnych pomocnych pro-
stfedkd (napf. utérek, stla¢eného vzduchu), viz Kapitolu 4.7.2.
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4.9  Strojni Cisténi/dezinfekce

Upozornéni

Cistici a desinfekéni pristroj musi mit ovéfenou tcinnost (napf. povoleni

FDA nebo oznaceni CE na zdkladé normy DIN EN ISO 15883).

Upozornéni

Pouzity Ciatici a desinfekéni pristroj musi byt pravidelné udrzovany a kont-

rolovany.

4.9.1 Strojni alkalické ¢iSténi a tepelna desinfekce
Typ pfistroje: Jednokomorovy €istici/desinfekéni pfistroj bez ultrazvuku

Pfedoplach <25[77 3 PV -
I Cisténi 55/131 10 DEV B Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy
W pracovn roztok 0,5 %
- pH~ 11"
1]] Mezioplach >10/50 1 DEV -
\Y Termodesinfekce 90/194 5 DEV -
\' Suseni - - - Podle programu Cisticiho a desinfekéniho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavend voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojnim ¢isténi/desinfekci zkontrolujte povrchy na viditelné zbytky.
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4.10 Strojni ¢isténi/dezinfekce s ru¢nim predcisténim
Upozornéni

Cistici a desinfekéni pristroj musi mit ovéfenou tcinnost (napf. povoleni
FDA nebo oznaceni CE na zdkladé normy DIN EN ISO 15883).

Upozornéni

Pouzity ¢iatici a desinfekéni pfistroj musi byt pravidelné udrZzovany a kont-
rolovany.

4.10.1 Rucni predcisténi kartackem

Desinfekéni Cisténi PT (chladno) >15 Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
1l Oplach PT (chladno) 1 - PV -
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich kartacich a jednorazovych
stfikackach, viz Kapitolu 4.7.2.

Faze |

» \lyrobek tplné ponofte do Cisticiho a dezinfekéniho roztoku minimalné
na 15 min. Dbejte pfitom na to, aby byly namoceny viechny pfFistupné
povrchy.

» Vyrobek ¢istéte vhodnym ¢isticim kartac¢em v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» V pfipadé potieby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu cisténi pohybujte.

» Zavérem tato mista dlkladné proplachnéte pomoci vhodné stfikacky na
jedno pouziti dezinfekénim roztokem s Cisticim U¢inkem, minimalné
viak 5 krat.

Faze Il
» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu proplachovani pohybujte.

225



4.10.2 Strojni alkalické ¢isténi a tepelna desinfekce
Typ pfistroje: jednokomorovy Cistici/dezinfekéni pfistroj bez ultrazvuku

Faze  Krok T t Kvalita  Chemie
[°C/°F] [min] vody
| Pfedoplach <25[77 3 PV -
I Cisténi 55/131 10 DEV B Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy
B pracovn roztok 0,5 %
- pH~11*
1} Mezioplach >10/50 1 DEV -
v Tepelna desinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu &isticiho a desinfekéniho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojovém ¢iSténi a desinfekci zkontrolujte vSechny viditelné
povrchy, zda na nich nejsou zbytky.

4.11 Revize
» V/yrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vlhky vyrobek vysuste.

4.11.1 Vizualni kontrola

» Ujistéte se, ze byly odstranény vSechny nelistoty. Vénujte zvlastni
pozornost napf. umisténi licovacich ploch, zavésl, zapusténych oblasti
a vyrezanych drazek.

» \ pfipad€ znecisténych vyrobkd: Opakujte postup Cisténi a dezinfekce.

» Zkontrolujte vyrobek, zda neni poskozeny, napf. izolace ¢&i zkorodované,
volné, ohnuté, rozlomené, popraskané, opotiebené, silné poskrabané a
odlomené dily.

» Zejména zkontrolujte, zda naviga¢ni adaptéry véetné jejich kolikd nej-
sou ohnuté. Zkontrolujte, zda koliky na v3ech navigovanych nastrojich
nejsou ohnuté.

» Zkontrolujte vyrobek, zda na n€m nechybi nebo nejsou vybledlé Stitky
a/nebo barevné znacky (napf. barva rukojeti, pozlaceni).

» Vyrobek s uzkym dlouhym tvarem zkontrolujte, zda neni zdeformovan
(zejména rotujici nastroje).

» Zkontrolujte ostrost Feznych nastroji (napfiklad hroty pribojnika).

» Zkontrolujte povrchy, zda nevykazuji hrubé zmény.

» Zkontrolujte vyrobek, zda nema otfepy, které by mohly poskodit tkan
nebo chirurgické rukavice.

» Zkontrolujte vyrobek, zda nema volné nebo chybéjici dily.
» Zkontrolujte priichodnost kanyl nastrojd.

» Poskozeny vyrobek okamZité vyfadte a predejte technickému servisu
spoleénosti Aesculap, viz Kapitolu 5..
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4.11.2 Funkéni zkouska

/\ POZOR

Poskozeni vyrobku (zadirani kovu/koroze tfenim) zpusobené nedosta-

te¢nym mazanim!

» Pied funkéni kontrolou namazte pohyblivé souéasti (napf. spoje,
posuvné komponenty a zavitové tyce) servisnim olejem, ktery je
vhodny pro pFislusny sterilizaéni proces (nap¥. olejovy sprej
STERILIT® | JG60O pro parni sterilizaci nebo kapaci maznici
STERILIT® | JG598).

» Sestavte rozebrané vyrobky, viz Kapitolu 4.12.

» Pro usnadnéni pohybu a zajisténi kompatibility zkontrolujte nastroje,
které jsou vybaveny rozhranim s jinymi nastroji.

» Zkontrolujte, zda Ize navigaéni adaptéry zacvaknout na navigacni
koliky nastroja (napf. na naviga¢ni rukojet 9).

» Zkontrolujte fungovani vyrobku.

» Zkontrolujte, zda se viechny pohyblivé ¢asti (napf. zamky/zapadky,
posuvné ¢asti) hladce a zcela pohybuiji.

» Zkontrolujte kompatibilitu s pfislusnymi vyrobky.

» Nefunkéni vyrobek okamZité vyradte a predejte technickému servisu
spoleénosti Aesculap, viz Kapitolu 5..



4.12 Montaz

4.12.1 Aesculap univerzalni navigacni svorka SZ096R
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Obr. 18

» Namontujte univerzalni naviga¢ni svorku Aesculap 7 (SZ096R) (sklada-
jici se z komponent Brainlab 7a (55113), 7b (55016) a 7¢ (41799))
podle uZivatelské pfirucky pro nastroje Brainlab, viz Obr. 18.

4.13 Baleni

» Vyrobek ulozte na pfislusné skladovaci misto nebo do vhodného sito-
vého ko3e. Zajistéte ochranu ostfi nastroju.

» Sitové kode zabalte pfiméfené sterilizatnimu postupu (napf. do steril-
nich kontejner Aesculap).

» Zajistéte, aby obal zabezpecil uloZzeny vyrobek v pribéhu skladovani
proti opétovné kontaminaci.

4.14 Parni sterilizace

» Zajistéte, aby sterilizaéni prostfedek mél pfistup ke viem vng&jsim i
vhitfnim povrchim (napf. otevienim ventild a kohoutd).

» Validovana metoda sterilizace
- Parni sterilizace metodou frakcionovaného vakua

- Parnisterilizator podle normy DIN EN 285 a validovany podle normy
DIN EN ISO 17665
- Sterilizace metodou frakcionovaného vakua pfi 134 °C/doba piso-
beni 5 min
» Pri soucasné sterilizaci nékolika vyrobkl v parnim sterilizatoru najed-
nou zajistéte, aby nedoslo k prekroeni maximalniho stanoveného
objemu parniho sterilizatoru dle pokynd vyrobce.

4.15 Skladovani

» Sterilni vyrobky skladujte v obalech nepropoustéjicich choroboplodné
zarodky, chranéné pred prachem v suchém, tmavém a rovnomérné
temperovaném prostoru.

5. Technicky servis

/\ PozOR

Provadéni zmén na zdravotnickych prostfedcich muze mit za nasledek
ztratu zaruky/naroku ze zaruky jakoz i pFipadnych povoleni.

» Na vyrobku neprovadéjte zmény.

» Pro servis a opravu se obratte na své narodni zastoupeni spolecnosti
B. Braun/Aesculap.

Adresy servisu

Aesculap Technischer Service
Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601
Fax: +49 7461 16-2887
E-Mail: ats@aesculap.de

Adresy dalsich servisl se dozvite prostfednictvim vySe uvedené adresy.

6. Likvidace

/\ VAROVANI
Nebezpedi infekce zplisobené kontaminovanymi vyrobky!

» P¥i likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obald
dodrzujte narodni predpisy.

/\ VAROVANI

Nebezpeéi poranéni ostrymi a/nebo $pi¢atymi vyrobky!

» P¥i likvidaci nebo recyklaci vyrobku se ujistéte, Ze obal chrani pfed
zranénim zpusobenym vyrobkem.

Upozornéni

Vyrobek musi byt pfed likvidaci zpracovdn provozovatelem, viz Kapitolu 4..

7. Distributor

B. BRAUN Medical s.r.o0.

V Parku 2335/20

148 00 Praha 4

Tel: 271091111

Fax: 271091112

E-mail: servis.cz@bbraun.com
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