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Aesculap® SecureSpan

Instruments
Legend
A Trial implants FG836R-FG840R
B Lamina lifter FG847R
C Locking screwdriver FG848R
D Implant holder FG849R
E Plate holder FG851R
F  Drill handle FG861R
G Depth gauge FG866R
H Bone awl FG867R
I Adjustable single drill guide FG868R
J Fixed depth drills FG8565U to FG860SU & FG842SU
K Drill FG869SU for use with drill guide
L Plate bending pliers LX185R
M Plate cutters LX159R
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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 for the products listed in the Legend
above.

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:

/\ WARNING

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

A\ cAuTION

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



2. Clinical use

2.1 Areas of use and limitations of use

2.1.1  Intended use
The SecureSpan Laminoplasty Plating system includes the instruments
listed in the Legend above.

These instruments are used to place the plates and screws to stabilize the
lamina after a laminectomy procedure has been performed.

2.1.2 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 Intended use.

2.1.3 Contraindications
No known contraindications.

2.2  Safety information
2.2.1  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.

2.2.2 Product

Product-specific safety information

The operating surgeon must be thoroughly conversant with stabilization
techniques for and the biomechanical properties of the cervical spine. He
must also be familiar with the theory and practice of operative techniques
within the SecureSpan system.

» Always follow the instructions for use of the SecureSpan plates and
screws (TA013082) and the surgical technique guide.

» To avoid damage to the working end: Carefully insert the product
through the working channel (e.g. drill).

2.2.3  Sterility

Non-sterile packaged products

Art. no. Designation
FG836R to FG840R Trial implants
FG847R Lamina lifter
FG848R Locking screwdriver
FG849R Implant holder
FG851R Plate holder
FG861R Drill handle
FG866R Depth gauge
FG867R Bone awl

FG868R Adjustable single drill guide
LX185R Plate bending pliers
LX159R Plate cutters

The product is delivered in an unsterile condition.

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

Sterile products
Art. no. Designation

FG856SU to FG860SU  Fixed depth drills
FG842sU

FG869SU Drill for use with drill guide

The product has been sterilized by irradiation and is supplied in sterile
packaging.

» Do not use products from open or damaged sterile packaging.

» Do not use the product after its use-by date.

» Do not reuse the product.

The reprocessing of the product affects its functionality. Risk of injury, ill-
ness or death due to soiling and/or impaired functionality of the product.

» Do not reprocess the product.



2.3  Application

/\ WARNING
Risk of injury and/or malfunction!

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

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

2.3.1 Selecting the right plate length for the SecureSpan plate
» Use the Trial implants A to select the appropriate plate and spacer size.

2.3.2 Adapting the SecureSpan plate

The SecureSpan plates supplied by Aesculap are supplied as pre-bent
implants. They can be bent by means of the plate benders. Further bending
should be done at the existing bends.

A\ cAuTION

Damage to the SecureSpan implant through excessive strain on the
material!

» Always bend the SecureSpan plate in one direction only.
» Do not bend back the SecureSpan plate.

» Avoid small bending radii, bending back, notching or scratching the
SecureSpan plate.

2.3.3 Preparing the holes for the SecureSpan screws

The holes for the self-tapping SecureSpan screws are either created using
the awl H, or the fixed depth drills J, or the drill K and drill guide I. The
drills can be driven manually with drill handle F or with a motor system
and Aesculap Intra handpiece (e.g., GD450R/GD456R).

/\ CAUTION

Risk of drilling into the patient's spinal cord as a result of the cutting
depth set incorrectly on the drill guide!

» Insert the drill into the drill guide and check the set cutting depth
with a caliper or ruler.

eo |

Fig. 1 Drill attached to drill handle through drill guide

Note

The maximum center punch depth with the aw/H is 3 mm. Do not use the
awl! with the drill guide.

» To adjust the required depth with the depth-adjustable drill guide I

won

(0 mm to 14 mm), turn guide sleeve 1 of the drill guide in direction "+
or "-". Note that the thread of the drill guide is a left-handed type.

Every half-turn (= height adjustment by 0.5 mm) you will hear and feel
the guide sleeve clicking into position.

2.3.4 Inserting the screws

/\ CAUTION

Damage to the SecureSpan plate or SecureSpan screw in the course of
driving the screw into the bone through the plate, caused by incor-
rectly applied screwdriver!

» Fully insert the tip of the screwdriver into the cross slot of the
screw.

» Lock the screwdriver to the screw through clockwise turning of the
thumbwheel.

A\ cauTION

Damage to the locking thread of the SecureSpan screw, or the screw-
driver tip caused by overtorquing the locking thread!

» Ensure that the SecureSpan screw is firmly attached to the screw-
driver.
Note

The locking screwdriver C has a self-holding feature. A screw holding sleeve
is not necessary.

ﬁﬁﬂﬂj ﬂ%_— 4

Fig. 2

» Fully insert the tip 2 of the locking screwdriver C into the screw
head 3.
» Tighten the thumbwheel 4 clockwise until hand-tight.

» Apply gentle pressure on the locking screwdriver C while driving the
SecureSpan screw into bone through the hole of the SecureSpan plate
until seated.

» Detach the locking screwdriver C from the screw head by turning the
thumbwheel 4 counterclockwise.



2.3.5 Removing SecureSpan implants
» Always use SecureSpan instruments to remove SecureSpan implants.

Note
The screwdriver C can also be used for screw removal.
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Fig. 3  Using the depth gauge FG866R

» Using the depth gauge G with a SecureSpan plate 5 for the measuring
example 6 of a 10 mm SecureSpan screw:

- Loosen knurled nut 7.

- Slide caliper 8 of depth gauge G in the required direction (e.g.,
10 mm, see Fig. 3).

- Tighten knurled nut 7.
The depth gauge is fixed at the measured depth of 10 mm.

3. Validated reprocessing procedure

3.1  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 requlations 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.

3.2 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”.

3.3  Single-use products

Art. no. Designation

FG856SU to FG860SU  Fixed depth drills

FG842sU

FG869SU Drill for use with drill guide

» Do not reuse the product.

The reprocessing of the product affects its functionality. Risk of injury, ill-
ness or death due to soiling and/or impaired functionality of the product.

» Do not reprocess the product.



3.4 Reusable products
Art. no. Designation

FG836R to FG840R Trial implants

FG847R Lamina lifter

FG848R Locking screwdriver
FG849R Implant holder

FG851R Plate holder

FG861R Drill handle

FG866R Depth gauge

FG867R Bone awl

FG868R Adjustable single drill guide
LX185R Plate bending pliers
LX159R Plate cutters

Influences of the reprocessing which lead to damage to the product are
not known.

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

3.5 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.

3.6  Preparing for cleaning
» Disassemble the product prior to cleaning, see Disassembly.

3.7 Disassembly
3.7.1  Single drill guide FG868R

Fig. 4

» Remove guide sleeve 1 by turning it clockwise. Be aware that it is a
left-hand thread.

You will hear and feel the guide sleeve clicking into position every half
turn.

3.7.2 Depth gauge FG866R

[ Ermanr

Fig. 5

» Loosen knurled nut 7.
» Extract caliper 8 in the direction of the arrow.
» Unscrew and remove knurled nut 7.

3.7.3  Screwdriver FG848R

10
Fig. 6

» Unscrew locking nut 9 of locking screwdriver C clockwise.
» Slide outer shaft 10 of the distal tip of locking screwdriver C.



3.8 Cleaning/Disinfection
3.8.1 Product-specific safety information on the reprocessing
method

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 high-grade steel,
- that do not attack softeners (e.g., in silicone).

3.8.2 Validated cleaning and disinfection procedure

Validated procedure Specific requirements

Manual cleaning with immersion
disinfection

B FG836R to FG840R
B FG847R to FG848R
B FG866R to FG868R

B Disposable syringe 20 ml

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

B Suitable cleaning brush: e.g., TAO06874 and TE654202

» 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

Reference

Chapter Manual cleaning/disinfection

and subsection:

B Chapter Manual cleaning with
immersion disinfection

Manual cleaning with ultrasound

and immersion disinfection . .
B Disposable syringe 20 ml

| Suitable cleaning brush: e.g., TAO06874 and TE654202

Chapter Manual cleaning/disinfection
and subsection:

B FG849R B Chapter Manual cleaning with

m FGas1R B Drying phase: Use a lint-free cloth or medical compressed air ultrasound and immersion disinfec-
tion

B FG861R

B LX159R

B LX185R

Mechanical alkaline cleaning and M Place the product in a tray that is suitable for cleaning (avoiding rins- Chapter Mechanical cleaning/disinfec-

thermal disinfection
B FG836R to FG840R

ing blind spots).

B FG847R ing port of the injector carriage.

B Connect components with lumens and channels directly to the rins-

tion and subsection:

B Chapter Mechanical alkaline clean-
ing and thermal disinfecting

B FG867R B Place products in the tray with their hinges open.

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

B Suitable cleaning brush

B Disposable syringe 20 ml

B FG849R

o FGB48R ing blind spots).

B FG851R ing port of the injector carriage.
B FG866R

B FG868R

B Place the product in a tray that is suitable for cleaning (avoiding rins-

m Connect components with lumens and channels directly to the rins-

Chapter Mechanical cleaning/disinfec-

tion with manual pre-cleaning and

subsection:

B Chapter Manual pre-cleaning with
a brush

B Chapter Mechanical alkaline clean-
ing and thermal disinfecting

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

W Suitable cleaning brush

B Disposable syringe 20 ml

B Place the product in a tray that is suitable for cleaning (avoiding rins-

Chapter Mechanical cleaning/disinfec-
tion with manual pre-cleaning and
subsection:

B Chapter Manual pre-cleaning with

B FG861R ing blind spots). ultrasound and brush
B LX159R m Connect components with lumens and channels directly to the rins- & Chapter Mechanical alkaline clean-
® LX185R ing port of the injector carriage. ing and thermal disinfecting




3.9 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.

.9.1  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 Phase V
syringes, see Validated cleaning and disinfection procedure. » Dry the product in the drying phase with suitable equipment (e.g. cloth,
Phase | compressed air), see Validated cleaning and disinfection procedure.

» 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 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 5 times at the beginning of the exposure time
using an appropriate disposable syringe. Ensure that all accessible sur-
faces are moistened.

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.



3.9.2 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*
v 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 Validated cleaning and disinfection procedure.

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 Validated cleaning and disinfection procedure.



3.10 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.

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

| D-W -

Pre-rinse <2577 3

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

B 0.5 % working solution

- pH~ 117
1] 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
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.

10



3.11 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.

3.11.1 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 Validated cleaning and disinfection procedure.

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.

3.11.2 Manual pre-cleaning with ultrasound and brush

» 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.

Ultrasonic 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 Validated cleaning and disinfection procedure.

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.



3.11.3 Mechanical alkaline cleaning and thermal disinfecting

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

Phase Step T t Water
[*C/°’F]1  [min] quality

| Prerinse <25[77 3 D-W -

] Cleaning 55/131 10 FD-W

Chemical

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.

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

3.12.1 Visual inspection

» Ensure that all soiling has been removed. In particular, pay attention to
mating surfaces, hinges, shafts, recessed areas, drill grooves and the
sides of the teeth on rasps.

» If the product is dirty: repeat the cleaning and disinfection process.

» Check the product for damage, e.g. insulation or corroded, loose, bent,
broken, cracked, worn or severely scratched and fractured components.

» Check the product for missing or faded labels.

» Check the products with long, slim shapes (in particular rotating instru-
ments) for deformities.

» Check the cutting edges for continuity, sharpness, nicks and other
damage.

» Check the surfaces for rough spots.

» Check the product for burrs that could damage tissue or surgical gloves.

» Check the product for loose or missing parts.

» Immediately put aside damaged or inoperative products and send them

to Aesculap Technical Service, see Technical service.
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3.12.2 Functional test

/\ cAUTION

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

» Prior to function checks, lubricate moving parts (e.g. joints, pusher
components and threaded rods) with maintenance oil suitable for
the respective sterilization process (e.g. for steam sterilization:
STERILIT® | oil spray JG600 or STERILIT® | drip lubricator JG598).

» Assemble disassembled products, see Assembly.
» Check that the product functions correctly.

» Check that all moving parts are working property (e.g. hinges,
locks/latches, sliding parts etc.).

» Check rotating products (e.g. reusable drills and cutters) for bends and
deformities. To do this, roll the product on an even surface.

» Check for compatibility with associated products.

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



3.13 Assembly

3.13.1 Single drill guide FG868R

» Insert guide sleeve 1 by turning it counterclockwise. Be aware that it is
a left-hand thread.

You will hear and feel the guide sleeve clicking into position every half
turn.

3.13.2 Depth gauge FG866R

» Slide knurled nut 7 over the tip of caliper 8.

» Place caliper 8 and knurled nut 7 assembly in outer shaft 6.
» Tighten knurled nut 7.

3.13.3 Screwdriver FG848R
» Slide the outer shaft 10 over the distal tip of the inner shaft.
» Tighten locking nut 9.

3.14 Packaging
» Appropriately protect products with fine working tips.

» 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.

3.15 Steam sterilization
Note

The product can be sterilized either in disassembled or in assembled condi-
tion.

» 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.

3.16 Storage

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

» Store sterile single-use products in germ-proof packaging in a dust-
protected, dry, dark and temperature-controlled room.

4, 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.

5. 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 Validated reprocessing procedure.
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1. K tomuto dokumentu

Upozornéni

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

1.1

Oblast pouziti

Tento néavod k pouZiti plati pro vyrobky uvedené v seznamu vy3e.

Upozornéni

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

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

1.2

Vystrazna upozornéni

Vlystrazna upozornéni poukazuji na rizika pro pacienta, uZivatele a/nebo
vyrobek, ktera mohou vzniknout b&éhem pouzivani vyrobku. Vystrazna upo-
zornéni jsou oznacena nasledujicim zptisobem:

/\ VAROVANI

Oznaduje mozné hrozici nebezpedi. 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  Oblasti pouziti a omezeni pouziti
2.1.1  Urceni tcelu

Systém laminoplastickych dlah SecureSpan zahrnuje nastroje uvedené
v seznamu vyse.

Tyto nastroje se pouzivaji pro umisténi dlah a Sroubli pro stabilizaci laminy
po provedeni laminektomie.

2.1.2 Indikace
Upozornéni

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

Pro indikace, viz Uréeni ucelu.

2.1.3 Kontraindikace
Nejsou znamy kontraindikace.

2.2 Bezpecnostni pokyny
2.2.1  Klinicky uzivatel

Vseobecné bezpecnostni pokyny
Aby se predeslo Skodam v dlsledku neodborné pripravy a aplikace a nebyl
ohroZen narok na zaruku:

» Pouzivejte vyrobek pouze podle pokynl uvedenych vtomto navodu
k pouziti.

» Respektujte bezpeénostni informace a pokyny k provozni udrzbé.

» \/yrobek a pfislusenstvi mohou pouzivat vyhradné osoby s patficnym
vzdélanim, znalostmi a zkuSenostmi.

» Novy vyrobek z vyroby ¢i nepouZity vyrobek skladujte na suchém, Cis-
tém a chranéném misté.

» 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 ufadu stdtu, ve kterém md
uZivatel sidlo.

Pokyny k operaénim zakrokim

UzZivatel nese zodpovédnost za odborné provedeni operacniho zakroku.
Pfedpokladem pro Uspé3né 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.

2.2.2 \yrobek

Bezpecnostni pokyny specifické pro vyrobek

Operujici chirurg musi byt dikladné obeznamen se stabilizaénimi techni-

kami a biomechanickymi vlastnostmi kréni patefe. Musi byt rovnéZ velmi

dobfe seznamen s teorii a praxi operacnich technik vramci systému

SecureSpan.

» Vzdy dodrzujte navod k pouziti dlah a Sroubd SecureSpan (TA013082)
a pfirucku k chirurgické technice.

» Aby se predeSlo poskozenim na pracovnim konci: Vyrobek opatrné
zavedte pfes pracovni kanal (napf. vrtak).

2.2.3 Sterilita
Nesterilné balené vyrobky
Kat. ¢. Oznaceni

FG836R az FG840R ZkuSebni implantaty

FG847R Zvedak na laminu

FG848R ZajiStovaci Sroubovak

FG849R Drzak implantatu

FG851R Drzak dlahy

FG861R Rukojet vrtaku

FG866R Hloubkomér

FG867R Kostni Sidlo

FG868R Nastavitelné jednoduché voditko vrtaku
LX185R Ohybaci klesté na dlahy

LX159R Klesté na dlahy

Vyrobek se dodava v nesterilnim stavu

» Novy vyrobek po odstranéni prepravniho obalu a pfed prvni sterilizaci
dikladné vycistéte.

Vyrobky balené sterilné

Kat. ¢. Oznaceni

FG8565U az FG860SU  Vrtaky s pevnou hloubkou
FG842SU

FG869SU Vrtak pro pouziti s voditkem vrtaku

Vyrobek byl sterilizovan ozafenim a je dodavan ve sterilnim obalu.

» NepouzZivejte nikdy vyrobek z otevieného nebo poskozeného sterilniho
baleni.

» \lyrobek po uplynuti doby pouZitelnosti jiz nepouzivejte.

» \/yrobek nepouzivejte opakované.

Predsterilizaéni pfiprava vyrobku ma na funkénost negativni vliv. Zneéis-
téni a/nebo omezeni funkénosti vyrobkl muaze vést k Grazu nebo onemoc-
néni a nasledkem maze byt smrt!

» \lyrobek predsterilizaéné€ nepfipravujte.
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2.3  Pouziti

/\ VAROVANI
Nebezpeéi urazu a/nebo nespravného fungovani!

» Pred kazdym pouzitim vyrobek zkontrolujte, zda neobsahuje uvol-
néné, zlomené, prasklé, opotiebené nebo ulomené casti.

» Pred kazdym pouzitim proved'te funkéni zkousku.

2.3.1  Vybér spravné délky dlahy SecureSpan
» Pomoci zku3ebnich implantati A vyberte vhodnou velikost dlahy
a distanéni vlozky.

2.3.2 PFizpusobeni dlahy SecureSpan

Dlahy SecureSpan dodavané spole¢nosti Aesculap se dodavaji jako pfedem
ohnuté implantaty. Daji se ohybat pomoci klesti k ohybani dlah. Dalsi ohyb
je tfeba provést ve stavajicich ohybech.

/\ POZOR

Poskozeni implantatu SecureSpan v disledku nadmérného namahani
materialu!

» Dlahu SecureSpan ohybejte vidy pouze v jednom sméru.

» Dlahu SecureSpan neohybejte zpét.

» Zabrante silnym zakfivenim, zpé€tnému ohybani, vzniku vrubli nebo
poskrabani dlahy SecureSpan.

2.3.3 Pfiprava otvoru pro Srouby SecureSpan

Otvory pro samorezné Srouby SecureSpan se vytvareji bud pomoci Sidla H,
pomoci vrtakl s pevnou hloubkou J nebo pomoci vrtdku K a voditka
vrtaku I. Vrtaky Ize ovladat ruén€ pomoci rukojeti vrtaku F, nebo pomoci
systému motoru a nasadce Aesculap Intra (napf. GD450R/GD456R).

A\ POZOR

Riziko vrtani do michy pacienta v disledku nespravného nastaveni
hloubky fezu pro voditko vrtaku!

» Zasunte vrtak do voditka vrtaku a zkontrolujte hloubku fezu
pomoci posuvného méfidla nebo pravitka.

Obr. 1 Vrtak pfipojeny k rukojeti vrtaku skrz voditko vrtaku
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Upozornéni

Maximdlni hloubka stfedového pribojniku se sSidlem H je 3 mm. Nepouzi-
vejte Sidlo s voditkem vrtdku.

» Pro nastaveni pozadované hloubky vrtaného otvoru u hloubkoveé nasta-
vitelného voditka vrtaku | (0 mm az 14 mm) otacejte objimkou 1
voditka vrtaku ve sméru ,+" nebo ,-". Méjte na paméti, Ze zavit voditka
vrtaku je levotodivy.

Vodici pouzdro slysitelné a citelné zapada po kazdé pllotaccee (= nasta-
veni vysky 0 0,5 mm).

2.3.4 Zavedeni Sroubu

A\ POZOR

Poskozeni dlahy SecureSpan nebo Sroubu SecureSpan béhem zasrou-
bovani Sroubu do kosti skrz dlahu kvili nespravné pouZitému Sroubo-
vaku!

» Spicku Sroubovaku zcela zasuiite do kiizové drazky Sroubu.

» Sroubovak zajistéte ve Sroubu otaéenim kole¢ka po sméru hodino-
vych rucicek.

/\ POzOR

Poskozeni pojistného zavitu Sroubu SecureSpan nebo Spicky Sroubo-

vaku v dusledku pfilisného utaZeni zajistovaciho zavitu!

» Zkontrolujte, zda je Sroub SecureSpan pevné pFipojeny ke Sroubo-
vaku.

Upozornéni

Zajistovaci Sroubovdk C md,samodrZici” funkci. Neni nutné pouZit objimku
k pridrZovdni Sroubu.

3 2

aml e .

Obr. 2

> §piéku 2 zajistovaciho Sroubovaku C zcela zasunte do hlavy Sroubu 3.

» Utahujte kole¢ko 4 po sméru chodu hodinovych ruci¢ek az do ru¢niho
dotazeni.

» Lehce zatlaéte na zajiStovaci Sroubovak C a pfitom zavadéjte Sroub
SecureSpan do kosti skrz otvor v dlaze SecureSpan, dokud nebude
pevné usazen.

» Uvolnéte zajistovaci Sroubovak C z hlavy Sroubu otacenim kolecka 4
proti sméru hodinovych rucicek.



2.3.5 Odstranéni implantatd SecureSpan
» Kodstranéni implantatd SecureSpan vidy pouZivejte nastroje
SecureSpan.

Upozornéni
K demontdzi Sroubu Ize také pouZit Sroubovdk C.

Obr. 3 Pouziti hloubkoméru FG866R

» PouZiti hloubkoméru G s dlahou SecureSpan 5 pro pfiklad méfeni 6
Sroubu SecureSpan 10 mm:

- Povolte ryhovanou matici 7.

- Posunite posuvné méfitko 8 hloubkoméru G v poZzadovaném sméru
(napf. 10 mm, viz Obr. 3).

- Dotahnéte ryhovanou matici 7.
Hloubkomér je zafixovan v namérené hloubce 10 mm.

3. Validovana metoda upravy

3.1  Vseobecné bezpecénostni pokyny
Upozornéni

Dodrzujte ndrodni zakonné pfedpisy, ndrodni a mezindrodni normy a smér-
nice a také vlastni hygienické pfedpisy pro upravu.

Upozornéni

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

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
miiZe byt zajiSténa pouze po predchozi validaci procest upravy. Zodpovéd-
nost za to nese provozovatel/subjekt provddéjici upravu.

Upozornéni

Pokud se neuskuteéni zdavéreénd 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.

3.2  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 predCisténi >45 °C a nemély pouzivat zadné fixacni desinfekeni
prostfedky (na bazi aldehydu nebo alkoholu).

Predavkovani neutralizacnich prostfedkd nebo zakladnich disticich pro-
stfedkd mUze 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 zni¢eni 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.

» K Cisténi nepouZivejte kovové kartace nebo jiné abrazivni prostiedky,
které by mohly povrchy poskodit, protoZe jinak hrozi nebezpeci koroze.

» DalSi podrobné pokyny k hygienicky bezpe¢né op€tovné tpravé Setrné
v0¢i materidlu a zachovavajici hodnoty viz na www.a-k-i.org Rubrika
"AKI-Brochures", "Red brochure".

3.3 Vyrobky k jednorazovému pouziti

Kat. ¢. Oznaceni

FG8565U az FG860SU  Vrtaky s pevnou hloubkou
FG842SU

FG869SU Vrtak pro poufziti s voditkem vrtaku

» Vyrobek nepouzivejte opakované.

Predsterilizacni pfiprava vyrobku ma na funkénost negativni vliv. Znegis-
téni a/nebo omezeni funkénosti vyrobkl mize vést k Girazu nebo onemoc-
néni a nasledkem muze byt smrt!

» Vyrobek predsterilizacné nepfipravujte.
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3.4  Vyrobky k opakovanému pouziti
Kat. ¢. Oznaceni

FG836R az FG840R ZkuSebni implantaty

FG847R Zvedak na laminu

FG848R Zajistovaci Sroubovak

FG849R Drzak implantatu

FG851R Drzak dlahy

FG861R Rukojet vrtaku

FG866R Hloubkomér

FG867R Kostni Sidlo

FG868R Nastavitelné jednoduché voditko vrtaku
LX185R Ohybaci klesté na dlahy

LX159R Klesté na dlahy

Vlivy predsteriliza¢ni pfipravy vedouci k poskozeni vyrobku nejsou znamy.
Nejlepsi moZnosti, jak rozpoznat jiz nefunkéni vyrobek, je pecliva vizualni
a funkéni kontrola pfed dal$im pouZitim viz Revize.

3.5  Priprava 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 vihkou, vlas
nepoustéjici utérkou.

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

3.6  Priprava pred ¢iSténim
» \iyrobek pred ¢isténim rozeberte, viz Demontaz.
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3.7 Demontaz
3.7.1  Jednoduché voditko vrtaku FG868R

Obr. 4

» Odstraiite vodici pouzdro 1 otacenim ve sméru hodinovych rucicek.
Pamatujte, Ze se jedna o levotocivy zavit.

Vodici pouzdro slysitelné a citeIné zapada po kazdé pllotacce.

3.7.2 Hloubkomér FG866R

o:q_ [ aanar I
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Obr. 5

» Povolte ryhovanou matici 7.
» Vlytahnéte hloubkomér 8 ve sméru Sipky.
» OdSroubujte a odstraite ryhovanou matici 7.

3.7.3 Sroubovak FG848R

10
Obr. 6

» Od3roubujte pojistnou matici 9 zajistovaciho Sroubovaku C ve sméru
hodinovych rucicek.



3.8 Cisténi/dezinfekce
3.8.1 Bezpecnostni pokyny k postupu predsterilizacni pfipravy spe-
cifické pro vyrobek
Riziko poskozeni nebo zni¢eni vyrobku nevhodnymi ¢isticimi/dezinfeké¢-
nimi prostfedky a/nebo pfili vysokymi teplotami!
» Pouzivejte Cistici a dezinfekéni prostfedky podle pokynt vyrobce
- schvalené pro uslechtilou ocel,
- které nenarusuji uc¢inek zmékcovacich pfisad (napf. v silikonu).
» DodrZujte pokyny pro koncentraci, teplotu a dobu plsobeni.

3.8.2 Validovany postup ¢isténi a dezinfekce

Validovany postup Zvlastnosti

Manualni ¢isténi a dezinfekce pono-  m Vhodny &istici kartadek: napf. TAO06874 a TE654202

fenim

B FG836R aZz FG840R
B FG847R az FG848R
B FG866R aZz FG868R

M Jednorazova strikacka 20 ml

B Faze suSeni: Pouzijte utérku, ktera nepousti viakna, nebo Iékafsky

stlaceny vzduch

Ruéni ¢isténi ultrazvukem a dezin-

fekce ponofenim .
M Jednorazova strikacka 20 ml

B Vhodny Cistici kartacek: napf. TAO06874 a TE654202

» Neprekracujte dezinfekéni teplotu 95 °C.

» Pfi dekontaminaci mokrou cestou pouZivejte vhodné Cistici/dezinfekéni
prostiedky. Pro zamezeni tvorby pény a zhorSeni ucinnosti procesni
chemie: Pfed strojnim ¢iSténim a dezinfekei vyrobek dikladné oplach-
néte pod tekouci vodou.

Reference

Kapitola Ruéni ¢isténi/dezinfekce a
podkapitola:

B Kapitola Ruéni ¢isténi a desinfekce
ponofenim

Kapitola Ruéni ¢isténi/dezinfekce a
podkapitola:

B FG849R B Kapitola Ruéni ¢iSténi ultrazvukem
B FG851R B Faze suseni: Pouzijte utérku, ktera nepousti vlakna, nebo Iékarsky a desinfekce ponofenim
stlaceny vzduch
m FG861R
| LX159R
| [X185R
StrOJni alkalické cisténi a tepe|né | VVrobek polozte do zasobniku vhodného pro ¢isténi (dbejte na to, aby Kap|t0|a StrOjni Eiéténi/dezinf&kce a
dezinfekce byly pfistupné viechny povrchy). podkapitola:

B FG836R az FG840R
B FG847R

B Jednotlivé souasti s luminy a kanalky pfipojte pfimo na specialni
proplachovaci pfipoj injektorového voziku.

B Kapitola Strojni alkalické ¢iSténi a
tepelna desinfekce

B FG867R B Vlyrobky umistéte do zasobniku s otevienymi zavésy.

Ruéni pfedciSténi kartacem a
nasledné strojni alkalické CiSténi a
tepelna dezinfekce

B Vhodny Cistici kartacek

M Jednorazova strikacka 20 ml

B \lyrobek polozte do zasobniku vhodného pro ¢isténi (dbejte na to, aby

Kapitola Strojni ¢isténi/dezinfekce

s ru¢nim pred¢iSténim a podkapitola:

B Kapitola Ruéni pred¢isténi kartac-
kem

B Kapitola Strojni alkalické ¢iSténi a
tepelna desinfekce

B FG849R
m FG848R byly pfistupné viechny povrchy).

B Jednotlivé soudasti s luminy a kanalky pfipojte pfimo na specialni
B FG851R S . .

proplachovaci pfipoj injektorového voziku.

B FG866R
B FG868R
Ruéni ¢isténi ultrazvukem a karta- B Vhodny &istici kartacek

¢em a nasledné strojni alkalické &is-
téni a tepelna dezinfekce

B FG861R
m [X159R
B [X185R

M Jednorazova strikacka 20 ml

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

B Jednotlivé soucasti s luminy a kanalky pfipojte pfimo na specialni

Kapitola Strojni ¢isténi/dezinfekce

s ruénim predcisténim a podkapitola:

B Kapitola Ruéni pred¢isténi ultrazvu-
kem a kartackem

B Kapitola Strojni alkalické ¢iSténi a
tepelna desinfekce

proplachovaci pfipoj injektorového voziku.

3.9  Ruéni &isténi/dezinfekce

» Pred ruéni dezinfekci nechejte z vyrobku dostate¢né okapat oplacho-
vaci vodu, aby nedo3lo ke zfedéni roztoku dezinfekéniho prostfedku.

» Po ruénim ¢isténi/dezinfekei zkontrolujte viditeIné povrchy vizualné na
pfipadné zbytky.

» V pfipadé potfeby postup ¢isténi/dezinfekce zopakujte.
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3.9.1  Rucni ¢isténi a desinfekce ponofenim

Desinfekéni Cisténi PT (chladno) Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
1l Mezioplach PT (chladno) PV -
1] Desinfekce PT (chladno) PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
\Y Zavérecny oplach PT (chladno) DEV -
Vv 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 Validovany postup €isténi a dezinfekce.

Faze |

» \lyrobek tplné ponofte do Cisticiho a dezinfekéniho roztoku minimalné
na 15 min. Dbejte pfitom na to, aby byly namoceny v3echny pfistupné
povrchy.

» 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 jednorazovou
stfikatkou nejméné 5krat. Dbejte pfitom na to, aby byly namodeny
viechny pfistupné povrchy.

Faze IV

» Viyrobek dakladné oplachnéte/proplachnéte (vSechny 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 Validovany postup &is-
téni a dezinfekce.
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3.9.2  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 Validovany postup €isténi a dezinfekce.

Faze |

» Viyrobek Cistéte minimané 15 min v ultrazvukové lazni (frekvence
35 kHz). Pfitom je zapotiebi dbat na to, aby viechny 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 stiikacky 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 Validovany postup &is-
téni a dezinfekce.
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3.10 Strojni ¢isténi/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.

3.10.1 Strojni alkalické cisténi a tepelna desinfekce
Typ pfistroje: Jednokomorovy €istici/desinfekéni pfistroj bez ultrazvuku

| PV -

Pfedoplach <2577 3

Il Cisténi 55/131 10 DEV B Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy

W pracovn roztok 0,5 %

- pH~ 117
1]] Mezioplach >10/50 1 DEV -
\Y Termodesinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu Cgisticiho 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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3.11 Strojni ¢isténi/dezinfekce s ru¢nim predcisténim
Upozornéni

Cistici a desinfekéni pfistroj musi mit ovéfenou ucinnost (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.

3.11.1 Rucni predcisténi kartackem

Desinfekéni ¢isténi 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 Validovany postup ¢isténi a dezinfekce.

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.

3.11.2 Rucni predcisténi ultrazvukem a kartackem

Ultrazvukové éisténi PT (chladno) >15

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

» Zavérem tato mista dGkladné proplachnéte pomoci vhodné stfikacky na
jedno pouziti dezinfekénim roztokem s isticim Uc¢inkem, minimainé
v3ak 5 krat.

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

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

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 Cisticich kartacich a jednorazovych
stfikackach, viz Validovany postup ¢isténi a dezinfekce.

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 kartac¢em v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

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

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

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

Faze Il

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

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu proplachovani pohybujte.
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3.11.3 Strojni alkalické cisténi a tepelna desinfekce
Typ pfistroje: jednokomorovy Cistici/dezinfekéni pfistroj bez ultrazvuku

Faze  Krok T t Kvalita  Chemie
[°C/°F1  [min] vody
| Pfedoplach <25[77 3 PV -
I Cisteni 55/131 10 DEV B Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy
W pracovn roztok 0,5 %
- pH~11*
]} 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.

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

3.12.1 Vizualni kontrola

» Ujistéte se, Ze byly odstranény viechny nedistoty. Pfitom je potreba dat
pozor zejména na napf. licované plochy, zavésy, dfiky, prohloubend
mista, vrtaci drazky i boky zubl na rasplich.

» U znecisténych vyrobki: Proces ¢isténi/dezinfekce zopakujte.

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

» Zkontrolujte vyrobek, zda nechybi napisy nebo nejsou vybledlé.

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

» Zkontrolujte, zda nejsou poskozeny fezné hrany, zda jsou hladké, ostré,
nevroubkované nebo nevykazuji jina poskozeni.

» 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.

» Poskozeny vyrobek okamZité vyfadte a predejte technickému servisu
spoleénosti Aesculap, viz Technicky servis.
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3.12.2 Funkéni zkouska

A\ PozOR

Nebezpeéi poskozeni vyrobku (otérem/korozi) v dusledku nedostateé-

ného mazani olejem!

» Pohyblivé dily (napf. klouby, posuvné dily a zavitové tyée) pred
funkéni zkouskou naolejujte osSetfovacim olejem vhodnym pro pou-
Zitou sterilizaéni metodu (nap¥. v pFipadé parni sterilizace olejovy
sprej STERILIT® | JG600 nebo kapaci maznici STERILIT® | JG598).

» Rozmontovatelny vyrobek sestavte, viz Montaz.

» Zkontrolujte fungovani vyrobku.

» Zkontrolujte, zda v3echny pohyblivé soulasti (napf. zavésy,
zamky/zapadky, posuvné ¢asti atd.) spravné funguiji.

» Zkontrolujte rotujici vyrobky (napf. opakované pouZitelné vrtaky a
frézy), zda nejsou prohnuté a zdeformované. Ktomu kutalejte
s vyrobkem napf. po rovné plose.

» Zkontrolujte kompatibilitu s pfislusnymi vyrobky.
» Nefunkéni vyrobek okamzZité vyradte a predejte technickému servisu
spoleénosti Aesculap, viz Technicky servis.



3.13 Montaz

3.13.1 Jednoduché voditko vrtaku FG868R
» Vodici pouzdro 1 zaSroubujte otaenim proti sméru hodinovych ruci-
Cek. Pamatujte, Ze se jedna o levotoCivy zavit.

Vodici pouzdro slysitelné a citelné zapada po kazdé pllotacce.

3.13.2 Hloubkomér FG866R

» Nasunte ryhovanou matici 7 pres hrot posuvného méfitka 8.

» Umistéte posuvné méfitko 8 a ryhovanou matici 7 do vnéjsiho dfiku 6.
» Dotahnéte ryhovanou matici 7.

3.13.3 Sroubovak FG848R
» Nasunte vngjsi dfik 10 pres distaIni hrot vnitfniho dfiku.
» Utahnéte pojistnou matici 9.

3.14 Baleni

» \lyrobek s citlivym pracovnim koncem chrante odpovidajicim zpUso-
bem.

» \lyrobek uloZte na pfislusné skladovaci misto nebo do vhodného sito-
vého ko3e. Zajistéte ochranu ostfi nastroju.

» Sitové kose zabalte pfiméfené sterilizaénimu postupu (napf. do steril-
nich kontejner Aesculap).

» Zajistéte, aby obal zabezpedil uloZeny vyrobek v pribéhu skladovani
proti opétovné kontaminaci.

3.15 Parni sterilizace
Upozornéni

Wrobek Ize sterilizovat v rozebraném i ve smontovaném stavu.

» Zajistéte, aby sterilizaCni prostfedek mél pfistup ke viem vné&jSim i
vhitfnim povrchim (napf. otevienim ventild a kohoutd).

» Validovana metoda sterilizace
- Parni sterilizace metodou frakcionovaného vakua

- Parni sterilizator 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 nedosSlo k pfekroceni maximalniho stanoveného
objemu parniho sterilizatoru dle pokynd vyrobce.

3.16 Skladovani

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

» Steriln€ balené vyrobky na jedno pouZiti skladujte chranéné pred pra-
chem v suchém, tmavém a rovnomérné temperovaném prostoru.

4. 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.

5. Likvidace

/\ VAROVANI
Nebezpedi infekce zplisobené kontaminovanymi vyrobky!

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

/\ VAROVANI

Nebezpeéi poranéni o vyrobky s ostrymi hranami a/nebo $picaté

vyrobky!

» P¥i likvidaci nebo recyklaci vyrobku zajistéte, aby obal zabranoval
poranéni o vyrobek.

Upozornéni

Vyrobek musi byt pred likvidaci zpracovdn provozovatelem, viz Validovand
metoda upravy.

6. Distributor
B. BRAUN Medical s.r.o.

V Parku 2335/20

148 00 Praha 4

Tel.: 271091 111
Fax: 271091 112
E-mail: servis.cz@bbraun.com
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