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Instructions for use/Technical description

A-Space SIBD and Arcadius*® L Instruments

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.aesculapimplant-
systemsifus.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 service at
1-866-229-3002. A paper copy will be provided to you upon
request at no additional cost.
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Packing Block (SJ604R)

Tamp (SJ608R)

T-Handle (SJO33R)

Handle (FW440R)

Ratchet Handle (SJ705R)

Slap Hammer Handle (SJ708T)

Slap Hammer Extension (SJ709R)

Implant Introducer (SJ6O5R)*

9 Trial Insertion Instrument (MEO20R)

10 Implant Inserter Manipulator (MEO15R)

11 U-Joint Screwdriver (MEO14R)

12 Straight Ball Hex Screwdriver (MEO13R)

13 Straight Hex Screwdriver (MEO16R)

14 U-Joint Bone Awl (ME190R)

15 Straight Bone Awl (MEO17R)

16 Straight Drill (SJ725R)

17 U-Joint Drill (ME189R)

18 Straight Drill Guide (SJ724R)

19 Angled Drill Guide (SJ722R)

20 Impactor (SJ606R)

21 Implant Extraction Instrument (MEO18R)

22 Trial Implant (SJ664T - SJ798T: 36 sizes)

23 Distractor 10 mm-20 mm  (SJO20R,
SJO24R, SJO26R, SJO28R, SJO30R)
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* Instrument offered upon customer request only, not

included in the instrument set.
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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 A-Space SIBD
and Arcadius”" L instruments.

Note

The applicable CE mark for the product can be seen on
the label or packaging of the product.

Note

Instructions for use and further information about
B. Braun / AESCULAP products can be found on the
B. Braun elFU website 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 moderate injury may result.

/\ 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 A-Space SIBD and Arcadius®® L Instruments are
used for the implantation of A-Space SIBD and
Arcadius®® L devices into the lumbar spine.



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 oper-

ation, and to not compromise the manufacturer war-

ranty and liability:

» Use the product only according to these instruc-
tions for use.

» Follow the safety and maintenance instructions.

» Ensure that the product and its accessories are
operated and used only by persons with the requi-
site 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 work-
ing order.

» Keep the instructions for use accessible for the
user.

Note

The user is obligated to report all severe events in con-
nection with the product to the manufacturer and the
responsible authorities of the state in which the user is
located.

Notes on surgical procedures

Itis the user's responsibility to ensure that the surgical
procedure is performed correctly.

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

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

2.2.2 Product-specific safety information

» Always follow the instructions for use of the A-
Space SIBD and Arcadius®f L implants (TAO13175
and TA015555) and the respective surgical tech-
niques.

» Remove the transport packaging and clean the new
product, either manually or mechanically, prior to
its initial sterilization.

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

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

» Replace any damaged components immediately
with original spare parts.

Products MEO14R, MEO18R, ME189R, ME190R

Note

The product is partially made of NiCoCrMo (MP35N).
The material contains cobalt.

2.2.3 Sterility

The product is delivered in an unsterile condition.

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

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 com-
ponents.

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



2.3.1 Distraction

/\ WARNING

Risk of damage to the spinal cord, spinal nerve

roots, adjacent intervertebral bodies or soft tissue

when inserting and using the Distractor!

» Do not over insert the Distractor into the disc
space.

» Do not over distract the disc space.

» Desired distraction of the vertebral bodies can be
achieved by using the Distractors (SJO20R-
SJO30R).

» Desired working height can be gradually achieved
by coupling a Distractor to a T-Handle (SJO33R),
inserting horizontally into the disc space and rotat-
ing by 90°.

2.3.2 Selection of Implant Size Using Trial
Implants
» Attach selected Trial Implant to the Trial Insertion
Instrument (MEO20R) by inserting the Instrument
into the anterior face of the Trial Implant. Turn the
wheel clockwise to engage the Trial Implant onto
the Trial Insertion Instrument.

/\ WARNING

Risk of over distracting, damaging the endplates, or

adjacent vertebral bodies in the course of incor-

rectly applying the Trial Insertion Instrument!

» During the Trial Implant insertion, do not apply
an excessive bending/tilting/levering force to
the Trial Insertion Instrument (MEO20R).

» Keep the instrument directly in the plane of the
disc.

» To advance the Trial Implant into the disc space use
either a mallet or a Slap Hammer Extension
(SJ709R) assembled onto a Slap Hammer Handle
(SJ708T).

/\ WARNING

If the Trial implant is inserted too deep there is a

risk of damage to the spinal cord, spinal nerve roots,

posterior structures!

» Always use the Trial Insertion Instrument
(MEO20R) with a depth stop.

» Do not apply excessive hammering force.

» Under lateral and anterior-posterior fluoroscopy
confirm the:
- Implant depth, height, and lordosis
- Endplate coverage (anterior-posterior/medial-
lateral)
- Midline placement
- Implant rotation

A WARNING

Risk of selecting incorrect implant size!

» X-ray is mandatory to confirm the final Trial
Implant size.

» Trial Implant must provide good contact with
the inferior and superior endplates. Therefore
the proper footprint, height, and lordotic angle
should be chosen for the disc space.

» Select the implant size that corresponds with the
final Trial Implant size chosen.

2.3.3 Filling the Implant

» Fill the implant with bone or bone replacement
material by using the Packing Block (SJ604R) and
Tamp (SJ608R).



2.3.4 Implant Placement and Positioning

» Securely attach the implant (corresponding to the
final Trial Implant size) to the distal end of the
insertion instrument by turning the wheel clock-
wise.

The laser markings (CRANIAL/CAUDAL) on the implant

insertion instrument indicate the correct orientation

for implant engagement:

B The Implant Inserter/Manipulator (MEO15R) will
grip the implant utilizing the two lateral implant
screw holes.

B The Implant Introducer (SJ605R) will grip the
implant utilizing the two medial implant screw
holes.

A WARNING

Inaccurate marking of the midline may result in

incorrect positioning of the implant!

» Always mark the midline under X-ray visualiza-
tion.

» Determine the center of the vertebral disc using
the midline marker, under X-Ray visualization.

/N WARNING

If the implant is inserted too deep, the spinal canal

and other posterior elements may be compressed!

» Always use the Implant Inserter/Manipulator
(MEO15R) with a depth stop.

» Excessive hammering may over-insert implant.

» Use appropriate care when inserting the implant.
- Drive the Implant into the disc space using
either a mallet or the Slap Hammer Extension
(SJ709R) assembled onto the Slap Hammer
Handle (SJ708T).

» Confirm an anatomically suitable position and ori-
entation of the implant. It is recommended to con-
firm implant position prior to removing the implant
inserter.

- Obtain an AP fluoroscopic image to confirm
midline placement of the device.

- Obtain a lateral fluoroscopic image to confirm
that the anterior edge of the implant is seated
flush with the anterior border of the vertebral
body.

- Observe the X-Ray markers in both the AP and
lateral views to ensure that the implant is not
rotated within the disc space.

» Use Impactor (SJ606R) to adjust the position (in AP
direction) of the implant as necessary.

2.3.5 Bone Screw Placement

» Use the bone awls (Straight Bone Awl (MEO17R) or
U-Joint Bone Awl (MET90R)) and the drills
(Straight Drill (SJ725R) or U-Joint Drill (ME189R))
to prepare a pilot hole for the bone screws at the
intended screw placement site.

/\ WARNING

Risk of damaging biological structures (spinal cord,

spinal nerve roots, ligaments, vessels, soft tissues,

etc.) with the drills and the bone awls, especially if

the PEEK cage is placed off midline!

» The instruments are sharp, always use the bone
awls/drills under X-Ray control.

A WARNING

Risk of damaging biological structures (spinal cord,

spinal nerve roots, ligaments, vessels, soft tissues,

etc.) due to Straight Bone Awl tip or Straight Drill

tip breaking!

» Do not apply an excessive bending/tilting/lever-
ing force to the Straight Bone Awl (MEO17R) or
Straight Drill (SJ725R).



/\ WARNING

Risk of damaging PEEK cage with incorrectly

applied Straight Drill Guide (SJ724R)!

» Do not apply an excessive bending/tilting/lever-
ing force to the instrument.

A WARNING

Applying a mallet to advance the U-Joint Bone Awl

(ME190R) instrument into the bone may result in

damage to the A-Space SIBD or the Arcadius*® L

cages!

» Do not use a mallet with the U-Joint Bone Awl.

» The U-Joint Bone Awl must be advanced into the
bone by hand only.

» Always use the Drills and Straight Bone Awl with
the drill guides (Straight Drill Guide (SJ724R) or
Angled Drill Guide (SJ722R)).

/\ WARNING

Engaging the screwdriver incorrectly when turning

the bone screw into the PEEK cage may result in

damage to the bone screws!

» Fully insert the tip of the screwdriver into the
bone screw.

» Attach bone screw of appropriate length to the
selected self-retaining screwdriver (Straight Hex
Screwdriver (MEO16R), Straight Ball Hex Screw-
driver (MEO13R), or U-Joint Screwdriver
(MEO14R)).

A WARNING
Risk of damaging biological structures (spinal cord,
spinal nerve roots, ligaments, vessels, soft tissues,
etc.) while advancing incorrectly sized bone screws,
especially if the PEEK cage is placed off midline!
» Always advance the bone screws, especially the
diverging lateral screws, under X-Ray control.
» Follow Surgical technique, or training by
Aesculap.

» Place a bone screw through selected screw hole on
the anterior face of the implant.

/\ WARNING

Applying too much torque may result in damage to

the bone screws and the PEEK cages!

» Do not apply an excessive screw tightening
torque.

A WARNING

Risk of damage to the PEEK cage, or the bone screw

head in the course of incorrectly driving the bone

screw!

» Do not apply an excessive bending/tilting/lever-
ing force to the Straight Hex Screwdriver
(MEO16R) or Straight Ball Hex Screwdriver
(MEO13R) engaged in the bone screw.

» Keep the screwdrivers directly aligned with the
axis of the bone screws.

» Turn the screwdriver in a clockwise motion to
advance the bone screw into the vertebral body.

/\ WARNING

The screws could back out or loosen if they are not

fully inserted into the cage!

» Insert the bone screw until it is fully engaged.

» Follow Surgical technique, or training by
Aesculap.

» Insert the bone screws until they reach the final
seated position, ensuring full engagement of the
two locking mechanisms.

& WARNING

Risk of insufficient stability or implant failure if

fewer than four screws are used!

» Apply all four screws or use an additional sup-
plemental spinal fixation system such as the
Aesculap S* Spinal System.

» Repeat the bone screw placement steps outlined
above to insert the remaining bone screws through
the implant.



2.3.6 Revision

/\ WARNING

Risk of injury to the patient!

» Remove implant in the direction it was inserted.

» Excessive force during extraction may cause
implant to dislodge suddenly and impact the
surrounding tissues.

» Locate implant, which is to be revised, and engage
selected self-retaining screwdriver (Straight Hex
Screwdriver (MEO16R), Straight Ball Hex Screw-
driver (MEO13R), or U-Joint Screwdriver (MEO14R))
in the bone screw head.

» Retract the bone screw from the vertebral body by
turning the screw in a counterclockwise motion.

» Repeat the bone screw removal process with the
remaining bone screws in the PEEK cage.

» Engage Implant Extraction Instrument (MEO18R) or
the Implant Inserter/Manipulator (MEO15R) to the
implant and remove it from the disc space.

Note

If a fully seated bone screw is removed from the
implant, a small piece of PEEK debris from the locking
rim in the locking mechanism may be present.

2.3.7 General

/\ WARNING

Activating the "PRESS" button on the handle while

actively using the instruments can result in the

instrument shaft detaching from the handle!

» Do not cover the "PRESS" button with hand
when utilizing fully assembled instruments.

» Caution should be taken while operating the
instruments with quick connect modular handles:
T-Handle (SJO33R), Handle (FW440R), Ratchet
Handle (SJ705R) and Slap Hammer Handle
(SJ708T).

/\ WARNING

Risk of not being able to securely engage implant or

damaging the instrument with incorrectly assem-

bled Implant Inserter/Manipulator (MEO15R) or

Introducer (SJ605R)!

» Ensure that the instruments are correctly
assembled prior to the surgery.

A WARNING

Danger from improperly assembled U-Joint Drill

(ME189R): the drill bit may disengage from the

instrument shaft!

» Prior to the surgery, ensure that the drill bit is
secured to the instrument shaft by firmly tight-
ening the nut until it is fully threaded.

A WARNING

Danger from improperly assembled Straight Hex

Screwdriver (MEO16R) or Straight Ball Hex Screw-

driver (MEO13R): the screwdriver bit may disengage

from the instrument shaft!

» Prior to surgery, ensure that the screwdriver bit
is secured to the instrument shaft, by firmly
tightening the nut until it is fully threaded.

» Caution should be taken for assembling the follow-
ing modular instruments: Implant Inserter/Manipu-
lator (MEO15R), Implant Introducer (SJ6O5R),
U-Joint Drill (ME189R), Straight Hex Screwdriver
(MEO16R) and Straight Ball Hex Screwdriver
(MEO13R).



3. Validated reprocessing pro-
cedure

3.1  General safety instructions

Note

Adhere to national statutory regulations, national and
international standards and directives, and local, clini-
cal hygiene instructions for sterile processing.

Note

For patients with Creutzfeldt-Jakob disease (CJD), sus-
pected CJD or possible variants of CJD, observe the rel-
evant national requlations concerning the reprocessing
of products.

Note

Mechanical reprocessing should be favored over man-
ual cleaning as it gives better and more reliable results.
Note

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

Note

If there is no final sterilization, then a virucidal disinfec-
tant 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 ineffective and lead to corrosion.
Therefore the time interval between application and
processing should not exceed 6 h; also, neither fixating
pre-cleaning temperatures >45 °C nor fixating disin-
fecting agents (active ingredient: aldehydes/alcohols)
should be used.
Excessive measures of neutralizing agents or basic
cleaners may result in a chemical attack and/or to fad-
ing and the laser marking becoming unreadable visu-
ally or by machine for stainless steel.
Residues containing chlorine or chlorides e.g. in surgi-
cal residues, medicines, saline solutions and in the ser-
vice water used for cleaning, disinfection and steriliza-
tion will cause corrosion damage (pitting, stress
corrosion) and result in the destruction of stainless
steel products. These must be removed by rinsing thor-
oughly with demineralized water and then drying.
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' recommen-
dations 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:

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

W Material damage such as corrosion, cracks, fractur-
ing, premature aging or swelling.

» Do not use metal cleaning brushes or other abra-
sives that would damage the product surfaces and
could cause corrosion.

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



3.3  Reusable products

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.

3.4  Preparations at the place of use

» |f 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 con-
tainer for cleaning and disinfection within 6 hours.

3.5 Preparing for cleaning
» Disassemble the product prior to cleaning, see Dis-
assembly.

3.6  Disassembly

3.6.1 Straight Ball Hex Screwdriver
(MEO13R) and Straight Hex Screw-
driver (MEO16R)

» Unthread the nut 24 from the distal end of the

shaft.

» Remove the screwdriver bit 25 from the shaft.

» Remove the soft tissue protection sleeve 26 from
the shaft, see Fig. 1.

Fig. 1 Disassembling MEO13R and MEO16R

3.6.2 U-Joint screwdriver (MEO14R), U-
Joint Bone Awl (ME190R) and Implant
Extraction Instrument (MEO18R)

A WARNING

Risk of injury and/or damage to the gloves and/or

spring when removing the spring!

» Do not use too much force to remove the spring.

» Apply both rotational and translational motion
to the spring.

» Wear two pairs of gloves while removing the
spring.

» Remove the spring 27 covering the u-joint from
the distal end of the shaft, see Fig. 2, see Fig. 3 and
see Fig. 4.

Fig. 2 Disassembling MEO14R

Fig. 3 Disassembling MEO18R

Fig. 4 Disassembling ME190R



3.6.3 Implant Inserter Manipulator
(MEO15R) and Implant Introducer
(SJ605R)

» While holding the proximal end (mechanism with
thumb wheel) upright, unthread the nut 28 coun-
terclockwise towards the proximal end.

» With the nut disengaged from its threading, turn
the thumb wheel 29 clockwise ("LOCK" - direction)
until the sub-assembly 30 disengages from the
outer sheath 31.

» Pull out the sub-assembly 30 from the outer
sheath 31.

» Remove the depth stopper 32 by pushing it distally
parallel along the shaft until it disengages from its
rail, see Fig. 5 and see Fig. 6.

Fig. 5 Disassembling MEO15R

Fig. 6 Disassembling SJ605R

3.6.4 Trial Insertion Instrument (MEO20R)
» Press the locking mechanism button 33 near the
thumb wheel and pull out the outer sheath 34.

» Remove the inner shaft 35 from the thumb wheel.

» Remove the depth stopper 36 by pushing it distally
parallel along the shaft until it disengages from its
rail.

Fig. 7 Disassembling MEO20R



3.6.5 U-Joint Drill (ME189R)

/\ WARNING

Risk of injury and/or damage to the gloves and/or

spring when removing the spring!

» Do not use too much force to remove the spring.

» Apply both rotational and translational motion
to the spring.

» Wear two pairs of gloves while removing the
spring.

» Unthread the nut 37 from the distal end of the
shaft.

» Remove the drill bit 38 from the shaft end and slide
the spring 39 off the u-joint, see Fig. 8.

Fig. 8 Disassembling ME189R

3.7  Cleaning/Disinfection

3.7.1 Product-specific safety information

on the reprocessing method

Damage to or destruction of the product due to inap-

propriate cleaning/disinfecting agents and/or excessive

temperatures!

» Following the manufacturer's instructions, use
cleaning and disinfecting agents that are approved
for high-grade steel.

» Observe specifications regarding concentration,
temperature and exposure time.

» Manually pre-clean the product (using a brush) if
bone or tissue residues or residues of additives (e.g.
flasking plaster) are present.



3.7.2 Validated cleaning and disinfection procedure

SJO20R - SJO30R (6 sizes)
SJ664T - SJ798T (36 sizes)

Manual cleaning with immersion B Cleaning brus:h e.g. TAO11944, Chapter Manual cleaning/disinfec-
disinfection TE654202, GK469200 tion and subsection:

= MEO13R ® Disposable syringe 20 ml m Chapter Manual cleaning with
= MEOT4R B When cleaning instruments with immersion disinfection

m MEO16R movable hinges, ensure that

® MEO17R these are in an open position

- weoon o

m ME189R B Drying phase: Use a lint-free

= MET90R cloth or medical compressed air

m SJO33R

m SJ604R

m SJ606R

m SJ608R

m SJ722R

H SJ724R

m SJ725R

]

]

Manual cleaning with ultrasound ® Cleaning brush: e.g. TAO11944,  Chapter Manual cleaning/disinfec-

and immersion disinfection TE654202, GK469200 tion and subsection:
® MEO15R ® Disposable syringe 20 ml m Chapter Manual cleaning with
It dandi ion disin-

= MEO20R ® When cleaning instruments with :‘Jecrt?zzun andimmersion disin
m SJ605R movable hinges, ensure that
m SJ705R these are in an open position
m SJ708T al_'ld, if ap_pllcable,.move the

hinge while cleaning.
W 5J709R B Drying phase: Use a lint-free
B SJ724R cloth or medical compressed air

13



Mechanical alkaline cleaning and
thermal disinfection

m MEO14R
MEO17R
MEO18R
ME189R
ME190R
SJO33R
SJ604R
SJ606R
SJ608R
SJ725R
SJO20R - SJO30R (6 sizes)

Manual pre-cleaning with brush and
subsequent mechanical alkaline
cleaning and thermal disinfection
MEO13R

MEO16R

SJ705R

SJ709R

SJ722R

SJ724R

SJ708T

SJ664T - SJ798T (36 sizes)

Place the product on a tray that
is suitable for cleaning (avoid
rinsing blind spots).

To flush the product: Use a
flushing nozzle or flushing
sleeve.

Place the product on the tray
with all product links and joints
open.

Cleaning brush: e.g. TAO11944,
TE654202, GK469200

Place the product on a tray that
is suitable for cleaning (avoid
rinsing blind spots).

To flush the product: Use a
flushing nozzle or flushing
sleeve.

Place the product on the tray
with all product links and joints
open.

Chapter Mechanical cleaning/disin-

fection and subsection:

B Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing

Chapter Mechanical cleaning/disin-

fection with manual pre-cleaning

and subsection:

m Chapter Manual pre-cleaning
with a brush

m Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing

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

m FW440R

m MEO15R
m MEO20R
|

SJ605R

Cleaning brush: e.g. TAO11944,
TE654202, GK469200

Disposable syringe 20 ml

Place the product on a tray that
is suitable for cleaning (avoid
rinsing blind spots).

To flush the product: Use a
flushing nozzle or flushing
sleeve.

Place the product on the tray
with all product links and joints
open.

Chapter Mechanical cleaning/disin-

fection with manual pre-cleaning

and subsection:

m Chapter Manual pre-cleaning
with ultrasound and brush

m Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing




3.8 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 neces-
sary.

3.8.1 Manual cleaning with immersion disinfection

Disinfecting RT (cold) Aldehyde-free, phenol-free, and
cleaning QUAT-free concentrate, pH ~ 9*
] Intermediate rinse RT (cold) 1 D-W -
[} Disinfection RT (cold) 5 D-W Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
v Final rinse RT (cold) 1 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 Phase Il

brushes and disposable syringes, see Validated
cleaning and disinfection procedure.

Phase |

» Fully immerse the product in the cleaning/disinfec-
tant 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 disinfectant solution (at least five
times), using a disposable syringe.

» Rinse/flush the product thoroughly (all accessible
surfaces) under running 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 solu-
tion.

» 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 surfaces 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 Vali-
dated cleaning and disinfection procedure.

3.8.2 Manual cleaning with ultrasound and immersion disinfection

Ultrasonic cleaning  RT (cold) Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*

Il Intermediate rinse RT (cold) 1 - D-W -
[} 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 -
\" 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 disinfectant solution (at least five
times), using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible
surfaces) under running 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 solu-
tion.

» 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 surfaces are
moistened.

Phase IV

» Rinse/flush the product thoroughly (all accessible
surfaces) under running 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 Vali-
dated cleaning and disinfection procedure.



3.9  Mechanical cleaning/disinfection
Note

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

Note

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

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

Prerinse <25[77
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <509 anionic surfactant
® working solution 0.5%
- pH=11"
[} Intermediate rinse > 10/50 1 FD-W -
v Thermal disinfect-  90/194 5 FD-W -
ing
\' Drying - - - In accordance with the program for the
cleaning and disinfecting machine
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/disinfecting.

3.10 Mechanical cleaning/disinfection
with manual pre-cleaning

Note

The cleaning and disinfection device must be of tested

and approved effectiveness (e.g. FDA approval or CE

mark according to DIN EN ISO 15883).

Note

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



3.10.1 Manual pre-cleaning with a brush

Disinfecting RT (cold) >15 Aldehyde-free, phenol-free, and
cleaning QUAT-free concentrate, pH ~ 9*
] Rinsing RT (cold) 1 D-W -
D-W: Drinking water
RT: Room temperature
*Recommended: BBraun Stabimed fresh
» Note the information on appropriate cleaning Phase Il

brushes and disposable syringes, see Validated
cleaning and disinfection procedure.

Phase |

» Fully immerse the product in the cleaning/disinfec-
tant 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 disinfectant solution (at least five
times), using a disposable syringe.

» Rinse/flush the product thoroughly (all accessible
surfaces) under running water.

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

3.10.2 Manual pre-cleaning with ultrasound and brush

Ultrasonic cleaning RT (cold) >15 Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
] 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.
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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 disinfectant solution (at least five
times), using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible
surfaces) under running water.

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

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

Prerinse <25[77
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 9% anionic surfactant
m 0.5 % working solution
- pH~11*
1 Intermediate rinse >10/50 1 FD-W -
v Thermal disinfec- 90/194 5 FD-W -
tion
\' 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

>
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Check visible surfaces for residues after mechanical
cleaning/disinfecting.



3.11 Inspection

» Allow the product to cool down to room tempera-
ture.

» Dry the product if it is wet or damp.

3.11.1 Visual inspection

» Ensure that all soiling has been removed. In partic-
ular, 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 dis-
infection 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 par-
ticular rotating instruments) for deformities.

» Check the product for damage to the spiral ele-
ment.

» 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 tis-
sue or surgical gloves.

» Check the product for loose or missing parts.

» Immediately put aside damaged or inoperative
products and send them to Aesculap Technical Ser-
vice, see Technical service.

3.11.2 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) at the marked points 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 Tech-
nical service.

3.12 Assembly

3.12.1 Straight Ball Hex Screwdriver
(ME013R) and Straight Hex Screw-
driver (MEO16R)

A WARNING

Danger from improperly assembled Straight Hex

Screwdriver (MEO16R) or Straight Ball Hex Screw-

driver (MEO13R): the screwdriver bit may disengage

from the instrument shaft during shipment or oper-

ation!

» Ensure the screwdriver bit 25 is secured to the
shaft, by firmly tightening the nut 24 until it is
fully threaded.

» Place the soft tissue protection sleeve 26 over the
inner shaft.

» Insert the screwdriver bit 25 into the internal
hexagon of the distal end of the shaft.
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» Firmly thread the nut24 proximally over the
screwdriver bit until it is fully threaded, see Fig. 9.
—
26

—
T

25
Eéf\
24
Fig.9 Assembling MEO13R and MEO16R

3.12.2 U-Joint screwdriver (MEO14R) and

Implant Extraction Instrument
(MEO18R)
Slide the spring 27 over the distal end until it is
completely covering the u-joint, see Fig. 10 and see
Fig. 11. The ends of the spring should sit within the
flange on the shaft and the flange on the distal
head, see Fig. 12.

27
Fig. 11 Assembling MEO18R

Fig. 12 Correct spring position
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3.12.3 Implant Inserter Manipulator

(MEO015R) and Implant Introducer
(SJ605R)

A WARNING

Risk of not being able to securely engage the
implant or damaging the instrument with incor-
rectly assembled Implant Inserter/Manipulator
(MEO15R) or Introducer (SJ605R)!

>

>

Ensure that there is no gap between
components 30 and 31.

Firmly tighten the nut 28 until it is fully
threaded.

Place the depth stopper 32 on its rail and press it
proximally along the shaft until it is fully engaged.
Insert the sub-assembly 30 all the way into the
outer sheath 31.

Start turning the thumb wheel 29 counterclock-
wise ("RELEASE"-direction) while pressing the sub-
assembly towards the thumb wheel.

The threads between the end of the sub-assembly
shaft and the inner thread in the thumb wheel will
start to engage.

Continue turning the thumb wheel until the protru-
sions of the sub-assembly are flush with the slots
in the outer sheath.

Visually verify that both components (30 and 31)
are fully engaged, see Fig. 15.

Firmly thread the nut 28 towards the distal end
until it is fully threaded, see Fig. 13 and see Fig. 14.



Fig. 15 Correct engagement of sub-assembly and
outer sheath

3.12.4 Trial Insertion Instrument (MEO20R)

» Place the depth stop 36 on its rail and press it
proximally along the shaft until it is fully engaged.

» Insert the hexagonal end of the inner shaft 35 into
the inner hexagon of the thumb wheel 37.

» Place the outer sheath 34 over the inner shaft 35.

» Press the locking mechanism button 33 and fully
insert the outer sheath into the locking mechanism
(until it reaches the hard stop).

» Release the button 33, see Fig. 16.

s
Fig. 16 Assembling MEO20R
3.12.5 U-Joint Drill (ME189R)

A WARNING

Risk of using wrong spring!

» Check markings on the spring before assembling
the instrument. The spring is marked with the
item numbers ME189R and ME190R.

A WARNING

Danger from improperly assembled U-Joint Drill

(ME189R): the drill bit may disengage from the

instrument shaft during shipment or operation!

» Ensure that the drill bit 38 is secured to instru-
ment shaft by firmly tightening the nut 37 until
it is fully threaded.

» Slide the spring 39 over the distal end until it is
completely covering the u-joint. The end of the
spring must sit in the undercut 41.
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» Insert the drill bit 38 into the internal hexagon of
the distal end of the u-joint shaft.

» Firmly thread the nut 37 over the drill bit towards
the proximal end until it is fully threaded, see
Fig. 17 and see Fig. 18.

& 3 3

37
Fig. 17 Assembling ME189R

S —

Fig. 18 Correct spring position
3.12.6 U-Joint Bone Awl (ME190R)

39 41

A WARNING

Risk of using wrong spring!

» Check markings on the spring before assembling
the instrument. The spring is marked with the
item numbers ME189R and ME190R.

A WARNING

Risk of injury during spring assembly due to sharp

bone awl tip.

» Use extra caution when sliding the spring over
the sharp tip.

/N WARNING

Danger from improperly assembled U-Joint Bone

Awl (ME190R): the spring may disengage from the

instrument shaft during shipment or operation!

» Ensure the end of the spring is seated in the
undercut.

24

» Slide the spring 27 over the distal end until it is
completely covering the u-joint. The end of the
spring must sit in the undercut 42, see Fig. 19 and
see Fig. 20.

Fig. 20 Correct spring position

3.13 Packaging

» Appropriately protect products with fine working
tips for the following instruments: ME190R,
MEO17R, ME189R, SJ725R, MEO13R, MEO14R and
MEO16R.

» 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 pro-
tection against contamination of the product dur-
ing storage.



3.14 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 faucets).
» 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 maxi-
mum permitted load according to the manufactur-
ers' specifications is not exceeded.

3.15 Storage

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

4., Technical service

A 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

A WARNING

Risk of infection due to contaminated products!

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

A WARNING

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

products!

» When disposing of or recycling the product,
ensure that the packaging prevents injury by the
product.

Note

The user institution is obliged to reprocess the product
before its disposal, see Validated reprocessing proce-
dure.
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AESCULAP®

Nastroje A-Space SIBD a Arcadius*® L

Legenda

Péchovaci vlozka (SJ604R)

Péchovadlo (SJ608R)

T-rukojet (SJO33R)

Rukojet (FW440R)

Rukojet s ra¢nou (SJ705R)

Rukojet kladiva (SJ708T)

Prodlouzeni kladiva (SJ709R)

Zavadé¢ implantatu (SJ605R)*

9 Zavadéci nastroj zkusebniho implantatu (MEO20R)

10 Manipulator/zavadé¢ implantatu (MEO15R)

11 Sroubovak s U-spojkou (MEO14R)

12 Rovny S3estihranny Sroubovéak s kulatym koncem
(MEO13R)

13 Rovny 3estihranny Sroubovak (MEO16R)

14 Kostni sidlo s U-spojkou (ME190R)

15 Rovné kostni $idlo (MEO17R)

16 Rovny vrtak (SJ725R)

17 Vrtak s U-spojkou (ME189R)

18 Voditko rovného vrtaku (SJ724R)

19 Voditko zahnutého vrtaku (SJ722R)

20 Impaktor (SJ606R)

21 Nastroj pro extrakci implantatu (MEO18R)

22 ZkuSebni implantat (SJ664T - SJ798T: 36 velikosti)

23 Distraktor 10 mm-20 mm  (SJO20R, SJO22R,
SJO24R, SJO26R, SJO28R, SJO30R)

* Nastroj je nabizen pouze na zakladé poZadavku

zakaznika, neni soucasti sady nastroju.
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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 nastroje A-Space SIBD
a Arcadius®® L.

Upozornéni

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

Upozornéni

Ndvod  k  pouziti a dalsi informace o
B. Braun / AESCULAP vyrobcich naleznete na interneto-

vych  strdnkdch  B.Braun elFU na adrese
eifu.bbraun.com

1.2 Vystrazna upozornéni

Vlystrazna upozornéni poukazuji na rizika pro pacienta,
uZivatele a/nebo vyrobek, ktera mohou vzniknout
béhem pouZivani vyrobku. ViystraZzna upozornéni jsou
oznacena nasledujicim zplisobem:

/\ vAROVANi

Oznacuje 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 ucelu

Nastroje A-Space SIBD a Arcadius®® L se pouzivaji pro
implantaci prostredkd A-Space SIBD a Arcadius®® L do
oblasti bederni patefe.
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2.1.2 Indikace

Upozornéni

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

Pro indikace, viz Urceni ucelu.

2.1.3 Kontraindikace
Nejsou znamy kontraindikace.

2.2 Bezpeénostni pokyny
2.2.1 Klinicky uzivatel

Vseobecné bezpecnostni pokyny

Aby se predeslo skodam v disledku neodborné pfipravy

a aplikace a nebyl ohrozen narok na zaruku:

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

» Respektujte bezpecnostni informace a pokyny
k provozni udrzbg.

» \Viyrobek a pfislusenstvi mohou pouzivat vyhradné
osoby s patficnym vzdélanim, znalostmi a zkuSe-
nostmi.

» Novy vyrobek z vyroby ¢&i nepouZity vyrobek skla-
dujte na suchém, Cistém a chranéném misté.

» Pred pouZitim vyrobek zkontrolujte na funkénost a
bezchybny stav.

» Navod k pouZiti uchovavejte na misté pristupném
pro uzivatele.

Upozornéni

UzZivatel je povinen vsechny zdvazné uddlosti, které

vznikly v souvislosti s vyrobkem nahldsit vyrobci a kom-

petentnimu uradu stdtu, ve kterém md uZivatel sidlo.

Pokyny k operaénim zakrokim

UZivatel nese zodpovédnost za odborné provedeni ope-
racniho zakroku.

Predpokladem pro uspésné pouZivani tohoto vyrobku je
patficné klinické vzdélani i teoretické a praktické
zvladnuti potfebnych operaénich technik, véetné pou-
Zivani tohoto vyrobku.

UZivatel je povinen vyzvednout si informace u vyrobce,
pokud existuje nejasna pfedoperaéni situace ohledné
pouZiti vyrobku.
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2.2.2 Bezpecnostni informace specifické pro

vyrobek

» Vzdy dodrzujte navod k pouziti implantatd A-Space
SIBD a Arcadius®® L (TA013175 a TAO15555)
a pfisludnych chirurgickych technik.

» Novy vyrobek od vyrobce po odstranéni transport-
niho obalu a pfed prvni sterilizaci vy¢istéte (ru¢né
nebo strojné).

» \Viyrobek pred kazdym pouZzitim prohlédnéte, zda na
ném nejsou volné, deformované, rozlomené,
popraskané nebo odlomené dily.

» Je-li produkt poskozeny nebo vadny, nepouZivejte
jej. Je-li vyrobek poskozeny, vyradte jej.

» Veskeré poskozené soucasti neprodlené vyménte za
originalni nahradni dily.

Produkty MEO14R, MEO18R, ME189R, ME190R

Upozornéni
Vyrobek je cdstecné vyroben z NiCoCrMo (MP35N).
Materidl obsahuje kobalt.

2.2.3 Sterilita

Vyrobek se dodava v nesterilnim stavu

» Novy vyrobek po odstranéni pfepravniho obalu a
pred prvni sterilizaci dikladné vycistéte.

2.3 Pouziti

I\ vAROVANi

Nebezpedi urazu a/nebo nespravného fungovani!

» Pred kazdym pouzitim vyrobek zkontrolujte, zda
neobsahuje uvolnéné, zlomené, prasklé, opotie-
bené nebo ulomené ¢asti.

» Pred kazdym pouzitim proved'te funkéni zkousku.



2.3.1 Distrakce

/\ VAROVANi

Riziko poskozeni michy, kofend misnich nervi, sou-

sednich obratli nebo mékké tkané pfi zavadéni

a pouzivani distraktoru!

» Nezasouvejte distraktor pfilis hluboko do mezi-
obratlového prostoru.

» Neprovadéjte nadmérnou distrakci meziobratlo-
vého prostoru.

» PoZadované distrakce obratlovych tél Ize moZné
dosahnout pomoci distraktorti (SJ020R-SJO30R).

» PoZadované pracovni vysky Ize postupné dosdhnout
pfipojenim distraktoru k T-rukojeti (SJO33R), zave-
denim horizontdlné do meziobratlového prostoru
a otocenim 0 90°.

2.3.2  Vybér velikosti implantatu pomoci
zku3ebnich implantati

» Viybrany zkuSebni implantat pfipojte k zavadécimu
nastroji zkusebniho implantatu (MEO20R) zasunu-
tim nastroje do predni ¢asti zkuSebniho implantatu.
Otacejte koleckem po sméru hodinovych ruci¢ek
a usadte zkuSebni implantat na zavadéci nastroj
zkuSebniho implantatu.

/\ VAROVANI

Riziko nadmérné distrakce, poskozeni koncovych

desticek nebo sousednich obratlovych tél v dasledku

zavadéciho nastroje zkusebniho implantatu!

» Béhem zavadéni zkusebniho implantatu nepouzi-
vejte na zavadéci nastroj zkusebniho implantatu
(MEO20R) pfili$ velkou silu ve smyslu ohy-
bani/naklapéni/paceni.

» Nastroj drzte pfimo v roviné meziobratlové plo-
ténky.

» Pro zasouvani zkuSebniho implantatu do meziob-
ratlového prostoru pouZijte palicku nebo prodlou-
Zeni kladiva (SJ709R) namontované na rukojeti kla-
diva (SJ708T).

/\ VAROVANI

Pokud je zkusebni implantat zaveden pfilis hluboko,

hrozi riziko poskozeni michy, kofenti mi$nich nervu

nebo posteriornich struktur!

» Zavadéci nastroj zkuSebniho implantatu
(MEO20R) vzdy pouZivejte se zarazkou hloubky.

» Pfi klepani kladivem nepouzivejte nadmérnou
silu.

» Pod lateralni a AP skiaskopii ovérte:
- Hloubku implantatu, vysku a lordézu
- Pokryti koncové desticky (pfedozadni/medi-
alné-lateralni)
- Umisténi stfedové linie
- Natoceni implantatu

/\ vAROVANi

Riziko vybéru nespravné velikosti implantatu!

» Rentgen je povinny pro potvrzeni finalni velikosti
zkusebniho implantatu.

» Zkusebni implantat musi poskytovat dobry kon-
takt s dolnimi a hornimi koncovymi desti¢kami.
Z tohoto divodu je pro meziobratlovy prostor
nutné vybrat spravny footprint, vysku
a lordoticky uhel.

» Zvolte velikost implantatu, ktera odpovida finalni
velikosti zku3ebniho implantatu.

2.3.3 Vyplnéni implantatu

» Naplite implantat kosti nebo nahradnim kostnim
materidlem za pouZiti péchovaci vlozky (SJ604R)
a péchovadla (SJ608R).
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2.3.4 Umisténi a volba polohy implantatu

» Bezpecné pfipojte implantat (odpovidajici finalni
velikosti zkusebniho implantatu) k distalnimu konci
zavadéciho nastroje otacenim kolecka po sméru
hodinovych rucicek.

Laserova oznaceni (CRANIAL/CAUDAL) na zavadécim

nastroji implantatu ukazuji spravnou orientaci pro

zapojeni implantatu:

B Zavadé¢/manipulator implantatu (MEO15R) zachyti
implantat pomoci dvou lateralnich otvorl pro
Srouby implantatu.

B Implantaéni zavadé¢ (SJG605R) zachyti implantat
pomoci dvou medialnich otvorl pro Srouby implan-
tatu.

/\ VAROVANI

Nepfesné oznadeni stfedové linie mize mit za nasle-

dek nespravné umisténi implantatu!

» Stredovou linii oznacujte pouze pod rentgenovou
kontrolou.

» Urcete stied meziobratlové ploténky pomoci
markeru stfedové linie pod RTG vizualizaci.

/\ VAROVANi

Pokud je implantat zaveden pfili§ hluboko, muze

dojit ke stlaceni patefniho kanalu a ostatnich

posteriornich prvki!

» Vidy pouzivejte zavadé¢/manipulator implantatu
(MEO15R) se zarazkou hloubky.

» P¥ilis silné udery kladiva mohou implantat zavést
pFilis hluboko.

» Pfi zavadéni implantatu postupujte velmi opatrné.
- Zavedte implantat do meziobratlového prostoru
pomoci palicky nebo prodlouZeni kladiva
(SJ709R) namontovaného na rukojeti kladiva
(SJ708T).
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» Potvrdte anatomicky vhodnou polohu a orientaci
implantatu. Doporucuje se ovéfit polohu implan-
tatu pred vyjmutim zavadéce implantatu.

- Poridte skiaskopicky snimek v AP projekci pro
potvrzeni stfedového umisténi prostredku.

- Poridte skiaskopicky snimek v lateralni projekci,
ktery potvrzuje, Ze pfedni okraj implantatu je
v roviné s prednim okrajem obratlového téla.

- Sledujte rentgenové znacky v AP i lateralni pro-
jekei, abyste se ujistili, ze se implantat neni oto-
¢en v meziobratlovém prostoru.

» Pomoci Impaktoru (SJ606R) nastavte v pfipadé
potfeby polohu implantatu (v AP sméru).

2.3.5 Umisténi kostniho Sroubu

» Pomoci kostnich 3idel (rovného kostniho S3idla
(MEO17R) nebo kostniho Sidla s U-spojkou
(ME190R) a vrtakd (rovného vrtaku SJ725R) nebo
vrtakd s U-spojkou (ME189R) pfipravte vodici otvor
pro kostni Srouby v planovaném misté vrtani
Sroubu.

/\ vAROVANi

Riziko poskozeni biologickych struktur (micha,

kofeny mi3nich nerva, vazy, cévy, mékké tkané atd.)

pomoci vrtaku a kostnich Sidel, zejména pokud je

klicka z materialu PEEK umisténa mimo stfedovou

linii!

» Nastroje jsou ostré, proto vzdy pouzivejte kostni
Sidla/vrtaky pod rentgenovou kontrolou.

/\ vAROVANI

Nebezpedi poskozeni biologickych struktur (micha,

kofeny misnich nervi, vazy, cévy, mékké tkané atd.)

diky svému pfimému kostnimu hrotu nebo zlomeni

Spicky pfimého vrtaku!

» Nepouzivejte na rovné kostni Sidlo (MEO17R)
nebo rovny vrtak (SJ725R) pfilis velkou silu ve
smyslu ohybani/naklapéni/paceni.



/\ VAROVANi

Nebezpedi poskozeni klicky z materialu PEEK pFi

nespravném pouziti voditka rovného vrtaku

(SJ724R)!

» Nevyvijejte na nastroj pFilis velkou silu ve smyslu
ohybani/naklapénifpadeni.

/\ VAROVANi

Pouziti pali¢ky pro zavedeni kostniho Sidla s U-spoj-

kou (ME190R) do kosti muze zpisobit poskozeni

klicek A-Space SIBD nebo Arcadius? L!

» S kostnim Sidlem s U-spojkou nepouZzivejte
palic¢ku.

» Kostni Sidlo s U-spojkou se smi zavadét do kosti
vyhradné rucné.

» Vrtaky arovnd kostni Sidla vidy pouzivejte
s voditky vrtaki (voditko rovného vrtaku (SJ724R)
nebo voditko zahnutého vrtaku (SJ722R)).

/\ VAROVANi

Nespravné zasunuty Sroubovak pFi zaSroubovavani

kostniho $roubu do klicky PEEK muze zpusobit

poskozeni kostnich $roubu!

» Spicku Sroubovaku zcela zasufite do kostniho
Sroubu.

» Pripevnéte kostni Sroub o vhodné délce k vybra-
nému samodrzicimu Sroubovaku (rovnému 3esti-
hrannému Sroubovaku (MEO16R), rovnému $esti-
hrannému Sroubovaku s kulatym koncem (MEO13R)
nebo $roubovaku s U-spojkou (MEO14R)).

/\ VAROVANI

Riziko poskozeni biologickych struktur (micha,

koFeny midnich nervi, vazy, cévy, mékké tkané atd.)

pFi zavadéni kostnich Sroubu o nespravné velikosti,
zejména pokud je klicka z materialu PEEK umisténa
mimo stfedovou linii!

» Kostni Srouby, zejména rozbihajici se Srouby na
stranach, vidy zavadéjte pod rentgenovou kont-
rolou.

» Postupujte podle chirurgické techniky nebo sko-
leni Aesculap.

» Umistéte kostni Sroub do vybraného otvoru pro
Sroub na predni strané implantatu.

/\ VAROVANI

P¥ili§ velky moment mizZe zpusobit poskozeni kost-

nich Sroubu a klicek z materialu PEEK!

» Nepouzivejte nadmérny utahovaci moment
Sroubu.

/\ vAROVANi

Nebezpedi poskozeni klicky z materialu PEEK nebo

hlavy kostniho $roubu v dusledku nespravného

zavadéni kostniho Sroubu!

» Nepouzivejte na rovny Sestihranny sroubovak
(MEO16R) nebo rovny 3estihranny Sroubovak
s kulatym koncem (MEO13R) p¥ili$ velkou silu ve
smyslu ohybani/naklapéni/paceni.

» Sroubovaky udrZujte zarovnané p¥imo podél osy
kostnich Sroubd.

» Otacejte Sroubovakem po sméru hodinovych ruci-
¢ek a zaved'te kostni Sroub do obratlového téla.

/\ vAROVANI

Pokud nejsou Srouby plné zasunuty do klicky, mohou

se vySroubovat nebo povolit!

» Zasunte Sroub kosti aZ nadoraz.

» Postupujte podle chirurgické techniky nebo sko-
leni Aesculap.

» Zavedte kostni Srouby tak, aby dosahly kone¢ného
usazeni a aby bylo zajiSténo uplné zapadnuti dvou
blokovacich mechanisma.

/\ vAROVANi

Pfi pouZiti méné nez Etyf $roubu hrozi riziko nedo-

statecné stability nebo selhani implantatu!

» Poutzijte vSechny ¢tyfi Srouby nebo pouzijte
dodatecny fixacni systém patere, jako napft.
Aesculap S* Spinal System.

» Zopakujte kroky umisténi kostniho Sroubu, jak je
uvedeno vyse, a zavedte zbyvajici kostni Srouby skrz
implantat.

345



2.3.6 Revize

/\ VAROVANi

Nebezpedi zranéni pro paciental

» Vyjméte implantat ve sméru, ve kterém byl zave-
den.

» Nadmérna sila béhem extrakce mize zpisobit
nahlé uvolnéni implantatu a nasledné poskozeni
okolnich tkani.

» Vyhledejte implantat, ktery chcete revidovat,
a zasufite vybrany samodrZici Sroubovak (rovny
Sestihranny Sroubovak (MEO16R), rovny Sestihranny
Sroubovak s kulatym koncem (MEO13R) nebo Srou-
bovak s U-spojkou (MEO14R) do hlavy kostniho
Sroubu.

» Vytahnéte kostni Sroub z obratlového téla otacenim
Sroubu proti sméru hodinovych rucicek.

» Opakujte proces odstrafiovani kostniho Sroubu se
zbyvajicimi Srouby v klicce z materialu PEEK.

» Zasunte nastroj pro extrakci implantatu (MEO18R)
nebo manipulator/zavadé¢ implantatu (MEO15R)
do implantatu a vyjméte implantat
z meziobratlového prostoru.

Upozornéni

Pokud se z implantdtu odstrariuje piné usazeny kostni

Sroub, mize byt pfitomen maly kousek necistot

zmateridlu PEEK z pojistné obruby v blokovacim

mechanismu.

2.3.7 Obecné

/\ VAROVANI

Aktivaci tlacitka ,,PRESS" na rukojeti pFi aktivnim

pouzivani nastroju mize dojit k oddéleni d¥iku

nastroje od rukojeti!

» Pfi pouzivani pIné sestavenych nastroju nezakry-
vejte tladitko ,,PRESS" rukou.

» Pfi obsluze nastroji s rychloupinacimi modularnimi
rukojetmi je nutné postupovat opatrné: T-rukojet
(SJO33R), rukojet (FW440R), rukojet s raénou
(SJ705R) a rukojet kladiva (SJ708T).
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/\ vaAROVANI

Riziko nemozZnosti bezpeéného zajisténi implantatu

nebo poskozeni nastroje nespravné sestavenym

manipulatorem/zavadééem implantatu (MEO15R)

nebo implantaénim zavadééem (SJ605R)!

» Ujistéte se, Ze jsou nastroje pred operaci spravné
sestaveny.

/\ vAROVANI

Nebezpedi zpusobené nespravné sestavenym vrta-

kem s U-spojkou (ME189R): vrtaci bit se muze

oddélit od dfiku nastroje!

» Pred operaci zajistéte, aby byl vrtaci bit pevné
zafixovan na dfiku nastroje — dobfe dotahnéte
matici, aby byl zcela nasroubovan.

/\ vAROVANi

Nebezpedi zpusobené nespravné sestavenym rovnym

Sestihrannym Sroubovakem (MEO16R) nebo rovnym

Sestihrannym Sroubovakem s kulatym koncem

(MEO13R): bit Sroubovaku se muze odpojit od dfiku

nastroje!

» Pred operaci zajistéte, aby byl bit Sroubovaku
pevné zafixovan na dfiku nastroje — dobfe
dotahnéte matici, aby byl zcela nasroubovan.

» Pri sestavovani nasledujicich moduldrnich nastrojl
je tfeba postupovat opatrné: Manipulator/zavadéc
implantatu  (MEO15R), implantaéni  zavadéc¢
(SJBO5R), vrtak s U-spojkou (ME189R), rovny Sesti-
hranny 3Sroubovak (MEO16R) a rovny Sestihranny
Sroubovak s kulatym koncem (MEQ13R).



3. Validovana metoda tpravy

3.1  Vseobecné bezpecnostni pokyny
Upozornéni

DodrZujte ndrodni zdkonné pfedpisy, ndrodni @ mezind-
rodni normy a smérnice a také vlastni hygienické pred-
pisy pro upravu.

Upozornéni

U pacienti s Creutzfeldt-Jakobovou nemoci (CIN),
podezienim na CIN nebo jeji moZné varianty dodrZujte
votdzkdch upravy vyrobkd aktudiné platné ndrodni
predpisy.

Upozornéni

Strojni upravu je zapotrebi kvdli lepsimu a spolehlivéj-
Simu vysledku ¢isténi upfednostnit pfed ruénim Cisté-
nim.

Upozornéni

Méjte na paméti, Ze uspésnd uprava tohoto zdravotnic-
kého prostredku muze byt zajiSténa pouze po predchozi
validaci procest dpravy. Zodpovédnost za to nese pro-
vozovatel/subjekt provddéjici upravu.

Upozornéni

Pokud se neuskuteéni zdvérecnad sterilizace, je nutno
pouZit virucidni desinfekéni prostredek.

Upozornéni

Aktudlni informace o pfipravé a sndsenlivosti materidlu

naleznete také na B.Braun elFU na adrese
eifu.bbraun.com

Validovany postup parni sterilizace byl proveden v sys-
tému sterilizaéniho kontejneru Aesculap.

3.2  Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou ¢isténi

zkomplikovat resp. eliminovat jeho u¢innost a mohou

vést ke korozi. Proto by neméla doba mezi pouzitim a

Upravou prekrocit 6 hodin a nemély by se aplikovat

fixaéni teploty k pred¢isténi >45 °C a nemély pouzivat

7adné fixa¢ni desinfekéni prostiedky (na bazi aldehydu
nebo alkoholu).

Predavkovani neutraliza¢nich prostfedki nebo zaklad-

nich Cisticich prostfedkl mize mit za nasledek che-

mické napadeni a/nebo vyblednuti a vizualni nebo
strojni necitelnost laserovych popiskd na nerezavéjici
oceli.

U nerezavéjicich oceli vedou zbytky chléru nebo chlo-

ridi, napf. 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
vyrobkUl. K odstranéni je zapotrebi dostateény oplach
demineralizovanou vodou s naslednym susenim.

V pfipadé potreby dosuste.

Smi se pouzivat pouze pfezkousené a schvalené pro-

cesni chemikalie (napf. schvaleni VAH nebo FDA, pop¥.

oznateni CE) a doporu¢ené vyrobcem chemikalie s

ohledem na snasenlivost material. Veskeré pokyny k

pouziti od vyrobce chemikalie je nutno disledné dodr-

zovat. V opacném pfipadé mohou nastat nasledujici
problémy:

B Optické zmény materidlu jako napf. vyblednuti
nebo zmény barvy u titanu a hliniku. U hliniku maze
dojit k viditelnym zménam na povrchu jiZ pfi hod-
noté pH >8 aplika¢niho/hotového roztoku.

W Poskozeni materialu jako napf. koroze, trhlinky,
nalomeni, pfed¢asné starnuti nebo bobtnani.

» K cisténi nepouzivejte kovové kartadce nebo jiné
abrazivni prostfedky, které by mohly povrchy
poskodit, protoze jinak hrozi nebezpeci koroze.

» Dalsi podrobné pokyny k hygienicky bezpe¢né opé-
tovné Upravé Setrné vGci materialu a zachovavajici
hodnoty viz na www.a-k-i.org Rubrika "AKI-
Brochures", "Red brochure”.

347



3.3  Vyrobky k opakovanému pouziti

Vlivy predsteriliza¢ni pfipravy vedouci k poskozeni

vyrobku nejsou znamy.

NejlepSi moznosti, jak rozpoznat jiz nefunkéni vyrobek,

je pecliva vizualni a funkéni kontrola pred dalsim pou-

Zitim viz Revize.

3.4  Priprava na misté pouziti

» V pfipadé potfeby oplachnéte neviditelné povrchy
pokud mozno demineralizovanou vodou, napf. s
pouzitim jednorazové strikacky.

» Viditelné zbytky po operaci pokud moZno uplné
odstrante vlhkou, vlas nepoustéjici utérkou.

» Viyrobek transportujte suchy v uzavienych prevoz-
nich kontejnerech do 6 h k ¢isténi a desinfekci.

3.5 Priprava pfed cisténim

» Vyrobek pred ¢iSténim rozeberte, viz Demontaz.

3.6 Demontaz

3.6.1 Rovny Sestihranny Sroubovak
(MEO13R) a p¥imy Sestihranny Srou-
bovék s kulatym koncem (MEO16R)

» Odsroubujte matici 24 z distalniho konce dfiku.

» Odstrante bit Sroubovaku 25 z dfiku.

» Odstraiite ochranné pouzdro mékkych tkani 26 z
dfiku, viz Obr. 1.

Obr. 1 Demontaz MEO13R a MEO16R
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3.6.2 Sroubovék s U-spojkou (MEO14R),
Kostni Sidlo s U-spojkou (ME190R)
a nastroj pro extrakci implantatu
(MEO18R)

/\ vAROVANi

Nebezpedi urazu a/nebo poskozeni rukavic a/nebo

pruZin pFi odstranéni pruziny!

» PFi demontazi pruziny nepouzivejte pfilis velkou
silu.

» Poutzijte na pruzinu posuvny i otacivy pohyb.

» PFi demontazi pruziny noste dva pary rukavic.

» Demontujte pruzinu 27 kryjici U-spojku

z distalniho konce driku, viz Obr. 2, viz Obr. 3 a viz
Obr. 4.

27
Obr. 4 Demontaz ME190R



3.6.3 Manipulator/zavadé¢ implantatu
(MEO15R) a implantaéni zavadé¢
(SJ605R)

» Drzte proximalni konec (mechanismus s ovladacim
koleckem) svisle a otacejte matici 28 proti sméru
hodinovych ru¢icek az k proximalnimu konci.

» S matici odpojenou od zavitu otacejte ovladacim
koletkem 29 po sméru hodinovych rugicek (smér
,LOCK"), dokud se dil¢i sestava 30 neodpoji od
vngjsiho plasté 31.

» Vytahnéte dil¢i sestavu 30 z vnéjSiho plasté 31.

» Demontujte zarazku hloubky 32 jejim zatlacenim
distalné rovnobéZné s dfikem, dokud se neodpoji od
kolejnice, viz Obr. 5 a viz Obr. 6.

Obr. 5 Demontaz MEO15R

Obr. 6 Demontaz SJ605R

3.6.4 Zavadéci nastroj zkusebniho implan-
tatu (MEO20R)

» Stisknéte tladitko blokovaciho mechanismu 33
u ovladaciho kolecka a vytahnéte vnéjsi plast 34.

» Odpojte vnitini diik 35 od ovladaciho kolecka.

» Demontujte zarazku hloubky 36 jejim zatlacenim
distaln€ rovnobézné s dikem, dokud se neodpoji od
kolejnice.

36

/
Obr. 7 Demontaz MEO20R
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3.6.5 Vrtak s U-spojkou (ME189R)

/\ VAROVANi

Nebezpedi urazu a/nebo poskozeni rukavic a/nebo
pruzin pFi odstranéni pruziny!

» PFi demontazi pruziny nepouzivejte pfilis velkou
silu.

Pouzijte na pruzinu posuvny i otacivy pohyb.
Pfi demontazi pruziny noste dva pary rukavic.
Odsroubujte matici 37 z distalniho konce dFiku.

Vyjméte vrtaci bit 38 zkonce dfiku a vysunite
pruzinu 39 z U-spojky, viz Obr. 8.

vy VY

-

& T3 3

37

Obr.8 Demontaz ME189R

3.7  Ciéténi/dezinfekce

3.7.1 Bezpecnostni pokyny k postupu pred-
sterilizacni pfipravy specifické pro
vyrobek

Riziko poSkozeni nebo zni¢eni vyrobku nevhodnymi ¢is-

ticimi/dezinfekénimi prostiedky a/nebo pfilis vysokymi

teplotami!

» PouZivejte Cistici a dezinfekéni prostfedky, které
jsou schvaleny pro nerezovou ocel, podle pokynd
vyrobce.

» DodrZujte pokyny pro koncentraci, teplotu a dobu
pusobeni.

» Vyrobek ru¢né predéistéte (pomoci kartacku),
pokud jsou pfitomny zbytky kosti nebo tkani nebo
aditiv (napf. sadry).
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3.7.2 Validovany postup ¢isténi a dezinfekce

Manualni ¢isténi a dezinfekce m Cistici kartacek: napf. Kapitola Ruéni ¢isténi/dezinfekce a
ponofenim TAO11944, TE654202, podkapitola:
® MEO13R GK469200 B Kapitola Ruéni ¢isténi a desinfekce
® MEO14R B Jednordzova stikacka 20 ml ponofenim
®m MEO16R B Vyrobek s pohyblivymi klouby
® MEO17R Cistéte v oteviené poloze, resp.
= MEOTSR pohybujte houby."

B Faze sudeni: PouZijte utérku,
= ME189R . e

ktera nepousti vlakna, nebo

= ME190R lékaFsky stlaceny vzduch
m SJO33R
m SJ604R
m SJ606R
m SJ608R
m SJ722R
B SJ724R
m SJ725R
m SJO20R - SJO30R (6 velikosti)
W SJ664T - SJ798T (36 velikosti)
Rugni &isténi ultrazvukem a dezin-  m  Cistici kartagek: napf. Kapitola Ru¢ni ¢isténi/dezinfekce a
fekce ponofenim TA011944, TE654202, podkapitola:
®m MEO15R GK469200 W Kapitola Ruéni ¢isténi ultrazvukem
= MEO20R B Jednorazova sttikacka 20 ml a desinfekce ponofenim
m SJ605R B Vyrobek s pohyblivymi klouby
m SJ705R Cistéte v oteviené poloze, resp.
= SJ708T pohybujte houby."

B Faze sudeni: PouZijte utérku,
m SJ709R . e

ktera nepousti vlakna, nebo

B SJ724R

|ékarsky stlaceny vzduch
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Strojni alkalické ¢iSténi a tepelna B Vyrobek ukladejte do sitového Kapitola Strojni ¢isténif/dezinfekce a

dezinfekce koe uréeného k Eisténi podkapitola:
m MEO14R (zabrafite vzniku oplachovych B Kapitola Strojni alkalické ¢isténi a
= MEO17R stind). tepelna desinfekce
= MEO18R B K proplachu vyrobku: pouzijte
= ME189R oplachovou trysku nebo pouz-

dro.
= ME190R B Vyrobek uloZte na sito
B SJO33R s otevienym kloubem.
H SJ604R
H SJ606R
H SJ608R
m SJ725R
m SJO20R - SJO30R (6 velikosti)
Ruéni pred¢isténi kartacem a m Cistici kartacek: napf. Kapitola Strojni ¢isténi/dezinfekce
nasledné strojni alkalické ¢isténi a TA011944, TE654202, s ruénim predcisténim a podkapitola:
tepelna dezinfekce GK469200 B Kapitola Ru¢ni pred¢isténi kartac-
m MEO13R B Vyrobek ukladejte do sitového kem
® MEO16R kose uréeného k &isténi B Kapitola Strojni alkalické ¢isténi a
® SJ705R (zabrafite vzniku oplachovych tepelna desinfekce
m SI709R SKt'"”)'I —_—

[ ] roplachu vy : pouZijt

m SJ722R prop vyrobku: pouzijte

oplachovou trysku nebo pouz-
m SJ724R dro.
m SJ708T H Vyrobek uloZte na sito
B 5J664T - SJ798T (36 velikosti) s otevienym kloubem.
Ruéni ¢isténi ultrazvukem a karta- @ Cistici kartacek: napf. Kapitola Strojni ¢isténi/dezinfekce
¢em a nasledné strojni alkalické TA011944, TE654202, s rucnim predcisténim a podkapitola:
Cisténi a tepelna dezinfekce GK469200 B Kapitola Ruéni pred¢isténi ultra-
W FW440R m Jednorazova stfikacka 20 ml zvukem a kartackem
® MEO15R ™ Vvl’obek Uklédejte do sitového | Kapitola Strojnl’ alkalické cisténi a
= MEO20R kose urteného k Gisténi tepelna desinfekce
= SJGOSR (zabrafite vzniku oplachovych

stind).

B K proplachu vyrobku: pouzijte
oplachovou trysku nebo pouz-
dro.

B Vyrobek uloZte na sito
s otevienym kloubem.
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3.8  Ruéni ¢isténi/dezinfekce

» Pred ru¢ni dezinfekci nechejte z vyrobku dosta-
teéné okapat oplachovaci vodu, aby nedoslo ke zre-
déni roztoku dezinfekéniho prostredku.

» Po ruénim ¢isténi/dezinfekci zkontrolujte viditelné
povrchy vizualné na pfipadné zbytky.

» V pfipadé potfeby postup ¢isténif/dezinfekce zopa-
kujte.

3.8.1 Rucni Cisténi a desinfekce ponofenim

Desinfekéni ¢is-

Koncentrat neobsahujici aldehydy,

téni [chladno) fenoly a QAV, pH ~ 9*
Il Mezioplach PT 1 PV -
(chladno)
[} Desinfekce PT 5 PV Koncentrat neobsahujici aldehydy,
(chladno) fenoly a QAV, pH ~ 9*
v Zavérecny oplach  PT 1 DEV -
(chladno)
\" 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 Cisticich karta- Faze Il

¢ich a jednorazovych stfikackach, viz Validovany
postup &isténi a dezinfekce.

Faze |

» Vyrobek uplné ponofte do ¢isticiho a dezinfekéniho
roztoku minimalné na 15 min. Dbejte pfitom na to,
aby byly namoceny viechny pfistupné povrchy.

» Vyrobek Cistéte vhodnym Eisticim karta¢em v roz-
toku tak dlouho, az na povrchu nebudou viditelné
zadné zbytky.

» V pripadé potreby drhnéte neviditelné povrchy
nejméné 1 min vhodnym cisticim kartacéem.

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

» Zavérem tato mista dikladné proplachnéte pomoci
vhodné stfikacky na jedno pouziti dezinfekénim
roztokem s Cisticim u¢inkem, minimalné vsak
5 krat.

» \lyrobek dikladné oplachnéte/proplachnéte pod
tekouci vodou (viechny pFistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
srouby, klouby atd. v pribéhu proplachovani pohy-
bujte.

» Zbytkovou vodu nechte dostateéné okapat.

Faze Il

» Vyrobek uplIné ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi
srouby, klouby atd. v pribéhu dezinfikovani pohy-
bujte.

» Proplachnéte lumen na zacatku doby pisobeni
vhodnou jednorazovou strikackou nejméné 5krat.
Dbejte pfitom na to, aby byly namoceny viechny
pfistupné povrchy.
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Faze IV

» Vyrobek  diOkladné  oplachnéte/proplachnéte
(v3echny pfistupné povrchy).

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

» 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 prostiedki (napf. utérek, stlateného
vzduchu), viz Validovany postup ¢&isténi a dezin-
fekce.

3.8.2  Ruchni Cisténi ultrazvukem a desinfekce ponofenim

Ultrazvukové ¢isténi

Koncentrat neobsahujici aldehydy,

[chladno) fenoly a QAV, pH ~ 9%
Il Mezioplach PT 1 PV -
(chladno)
i Desinfekce PT 5 PV Koncentrat neobsahujici aldehydy,
(chladno) fenoly a QAV, pH ~ 9*
\" Zavérecny oplach PT 1 DEV -
(chladno)
\" 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 Cisticich karta-
¢ich a jednorazovych stfikackach, viz Validovany
postup ¢isténi a dezinfekce.
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Faze |

>

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

Vyrobek ¢istéte vhodnym d&isticim kartacéem v roz-
toku tak dlouho, aZ na povrchu nebudou viditelné
zadné zbytky.

V pfipadé potfeby drhnéte neviditeIné povrchy
nejméné€ 1 min vhodnym ¢isticim kartacem.
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu ¢isténi pohybujte.
Zavérem tato mista dlkladné proplachnéte pomoci
vhodné stfikacky na jedno pouziti dezinfekénim
roztokem s Cisticim ucinkem, minimalné vsak
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 pohy-
bujte.

Zbytkovou vodu nechte dostatecné okapat.

Faze Ill

>
>

Vyrobek tupIné ponofte do desinfekéniho roztoku.
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu dezinfikovani pohy-
bujte.

Proplachnéte lumen na zac¢atku doby pisobeni
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 (vSechny pfistupné povrchy).
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. pfi kone¢ném oplachu pohy-
bujte.

Proplachnéte lumen vhodnou stfikackou na jedno
pouziti nejméné 5 krat.

Zbytkovou vodu nechte dostatecné okapat.

Faze V

» Ve fazi suSeni vysuste vyrobek s pouZitim vhodnych
pomocnych prostiedkl (napf. utérek, stlateného
vzduchu), viz Validovany postup Cisténi a dezin-
fekce.
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3.9  Strojni ¢isténi/dezinfekce

Upozornéni

Cistici a desinfekéni pFistroj 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 kontrolovany.

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

Pfedoplach < 2577
I Cisteni 55/131 10 DEV ®m Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy
m Pracovni roztok 0,5 %
- pH~11"
[} Mezioplach >10/50 1 DEV -
IV Termodesinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu pro Cistici a dezinfekéni pfi-
stroj
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojnim ¢&isténi/desinfekei zkontrolujte povrchy
na viditelné zbytky.

3.10 Strojni ¢isténi/dezinfekce s ru¢nim
predcisténim

Upozornéni

Cistici a desinfekéni pFistroj 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 kontrolovany.
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3.10.1 Rucni predcisténi kartackem

| Desinfekéni ¢is- Koncentrat neobsahujici aldehydy,
téni (chladno) fenoly a QAV, pH ~ 9%
I Oplach PT 1 - PV -
(chladno)
PV: Pitna voda
PT: Pokojov teplota
*Doporuceno:BBraun Stabimed fresh
» Respektujte informace o vhodnych ¢isticich karta- Faze Il
¢ich a jednorazovych stfikackach, viz Validovany » \lyrobek dikladné oplachnéte/proplachnéte pod
postup Cisténi a dezinfekce. tekouci vodou (viechny pFistupné povrchy).
Faze | » Netuhymi komponentami jako napf. stavécimi
» Vyrobek tplné ponofte do ¢&isticiho a dezinfekéniho Srouby, klouby atd. v pribéhu proplachovani pohy-

roztoku minimalné na 15 min. Dbejte pfitom na to, bujte.

aby byly namoceny viechny pfistupné povrchy.

» \Vyrobek Cistéte vhodnym cisticim kartaéem v roz-
toku tak dlouho, az na povrchu nebudou viditelné
zadné zbytky.

» V pripadé potreby drhnéte neviditelné povrchy
nejméné 1 min vhodnym cisticim kartacéem.

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

» Zavérem tato mista dikladné proplachnéte pomoci
vhodné stfikacky na jedno pouziti dezinfekénim
roztokem s Cisticim Ucinkem, minimalné vsak
5 krat.

3.10.2 Rucni predéisténi ultrazvukem a kartackem

2

Ultrazvukové cisténi PT (chladno) >15 Koncentrat neobsahujici alde-
hydy, fenoly a QAV, pH ~ 9*

1] Oplach PT (chladno) 1 - PV -
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno:BBraun Stabimed fresh

» Respektujte informace o vhodnych Cisticich karta-
¢ich a jednorazovych stfikackach, viz Validovany
postup ¢isténi a dezinfekce.
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Faze |

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

Vyrobek cistéte vhodnym ¢isticim kartacem v roz-
toku tak dlouho, az na povrchu nebudou viditelné
zadné zbytky.

V pripadé potieby drhnéte neviditeIné povrchy
nejméné 1 min vhodnym cisticim kartacéem.
Netuhymi komponentami jako napf. stavécimi
srouby, klouby atd. v pribéhu ¢isténi pohybujte.
Zavérem tato mista dlkladné proplachnéte pomoci
vhodné stfikacky na jedno pouziti dezinfekénim
roztokem s Cisticim Ucinkem, minimalné vsak
5 krat.

Faze Il

» Vyrobek dikladné oplachnéte/proplachnéte pod
tekouci vodou (viechny pFistupné povrchy).
Netuhymi komponentami jako napf. stavécimi
srouby, klouby atd. v priibéhu proplachovani pohy-
bujte.

>

3.10.3 Strojni alkalické ¢isténi a tepelna desinfekce
Typ pfistroje: Jednokomorovy ¢istici/desinfekéni pfistroj bez ultrazvuku

Pfedoplach <25(77 -
] Cisteni 55/131 10 DEV ®m Koncentrat, alkalicky:
- pH~13
- <50 aniontové tenzidy
® Pracovn roztok 0,5 %
- pH~11*
1 Mezioplach >10/50 1 DEV -
v Tepelna desinfekce  90/194 5 DEV -
\" Suseni - - - Podle programu ¢isticiho a desinfekéniho pfi-
stroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojovém C¢isténi a desinfekci zkontrolujte
vdechny viditelné povrchy, zda na nich nejsou
zbytky.
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3.11 Revize
» \Viyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vihky vyrobek vysuste.

3.11.1 Vizualni kontrola

» Ujistéte se, Zze byly odstranény viechny nedistoty.
Pfitom je potfeba dat pozor zejména na napf. lico-
vané plochy, zavésy, dfiky, prohloubenda mista,
vrtaci drazky i boky zubl na rasplich.

» U znedisténych vyrobkd: Proces ¢isténi/dezinfekce
zopakujte.

» Zkontrolujte vyrobek, zda neni poskozeny, napf.
izolace, zkorodované, volné, ohnuté, rozlomené,
popraskané, opotfebené, silné poskrabané a odlo-
mené dily.

» Zkontrolujte vyrobek, zda nechybi napisy nebo nej-
sou vybledlé.

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

» Zkontrolujte vyrobek, zda neni poSkozen spiralovy
prvek.

» Zkontrolujte, zda nejsou poskozeny fezné hrany,
zda jsou hladké, ostré, nevroubkované nebo nevy-
kazuji jina poSkozeni.

» Zkontrolujte povrchy, zda nevykazuji hrubé zmény.
» Zkontrolujte vyrobek, zda nema otrepy, které by
mohly poskodit tkan nebo chirurgické rukavice.

» Zkontrolujte vyrobek, zda nema volné nebo chybé-
jici dily.

» Poskozeny vyrobek okamzité vyradte a predejte
technickému servisu spole¢nosti Aesculap, viz
Technicky servis.

3.11.2 Funkéni zkouska

A\ pozor

Nebezpedi poskozeni vyrobku (otérem/korozi)

v dusledku nedostateéného mazani olejem!

» Pohyblivé dily (napf. klouby, posuvné dily a zavi-
tové tyce) pred funkéni zkouskou naolejujte na
oznacenych mistech oSetfovacim olejem vhod-
nym pro pouzitou 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 viechny pohyblivé ¢asti (napf. zavésy,
zamky/zavory, posuvné Casti atd.), zda jsou zcela
pohyblivé.

» Zkontrolujte rotujici vyrobky (napf. opakované pou-
Zitelné vrtaky a frézy), zda nejsou prohnuté a zde-
formované. K tomu kutalejte s vyrobkem napf. po
rovné plose.

» Zkontrolujte kompatibilitu s pFisluSnymi vyrobky.

» Nefunkéni vyrobek okamZité vyradte a predejte
technickému servisu spole¢nosti Aesculap, viz
Technicky servis.

3.12 Montaz

3.12.1 Rovny Sestihranny Sroubovak
(MEO13R) a pfimy Sestihranny Srou-
bovak s kulatym koncem (MEO16R)

/\ vaROVANi

Nebezpedi zpusobené nespravné sestavenym rovnym

Sestihrannym Sroubovakem (MEO16R) nebo rovnym

Sestihrannym Sroubovakem s kulatym koncem

(MEO13R): bit Sroubovaku se muze pfi prepravé

nebo pouzivani odpojit od dfiku nastroje!

» Zajistéte, aby byl bit Sroubovaku 25 pevné zafi-
xovan na dfiku — dobfe dotahnéte matici 24, aby
byl zcela nasroubovan.

» Umistéte ochranné pouzdro mékkych tkani 26 na
vnitfni dfik.

» Zasunte bit Sroubovaku 25 do vnitfniho Sestihranu
na distalnim konci dfiku.
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» Pevné zaSroubujte matici 24 proximalné pres Srou- 3.12.3 Manipulator/zavadé¢ implantatu
bovak, dokud nebude uplné naSroubovana, viz (MEO15R) a implantaénl' zavadéé
Obr. 9. (SJ605R)

/\ VAROVANi
—

Riziko nemoznosti bezpecného zajisténi implantatu

2‘6 nebo poskozeni nastroje nespravné sestavenym
% manipulatorem/zavadééem implantatu (MEO15R)

nebo implantaénim zavadééem (SJ605R)!

=]

25 » Ujistéte se, Ze mezi komponentami 30 a 31 neni
=Y zadna mezera.
2‘4 » Matici 28 pevné utahnéte, dokud nebude zcela
0br.9 Sestaveni MEO13R a MEO16R nasroubovana.
3.12.2 Sroubovak s U-spojkou (MEO14R) » Nasadte zarazku hloubky 32 na kolejnici a zatlaéte
a néstroj pro extrakei implantatu ji proximalné podél dfiku, dokud nebude zcela
zapojena.

(MEO18R)

» Nasunte pruzinu 27 na distaini konec, dokud zcela
nezakryje U-spojku, viz Obr. 10 a viz Obr. 11. Konce
pruziny by mély byt v kontaktu s pfirubou na dfiku
a s pfirubou na distalni hlavé. viz Obr. 12.

» Zasunte podsestavu 30 zcela do vnéjsiho plasté 31.

» Zacnéte otacet ovladacim koleckem 29 proti sméru
hodinovych ruci¢ek (,RELEASE") a soucasné tlacte
podsestavu smérem k ovladacimu kolecku.
Zavity mezi koncem dfiku podsestavy a vnitfnim
zavitem v ovladacim kolecku se za¢nou zapojovat.

» Pokracujte v otaceni ovladacim kole¢kem, dokud
nebudou vyénélky dil¢i sestavy vjedné roviné
s drazkami ve vnéjSim plasti.

» Vizualné zkontrolujte, zda jsou obé soucasti (30 a
31) pIné zapojeny, viz Obr. 15.

» Pevné zadroubujte matici 28 smérem k distalnimu
konci, dokud nebude uplné nasroubovana, viz
0Obr. 13 a viz Obr. 14.

27
Obr. 11 Sestaveni MEO18R

Obr. 12 Spravna poloha pruziny
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Obr. 15 Spravna aktivace podsestavy a vnéjsiho plasté

3.12.4 Zavadéci nastroj zkusebniho implan-

tatu (MEO20R)

» Nasadte zarazku hloubky 36 na kolejnici a zatlaéte
ji proximalné podél dfiku, dokud nebude zcela
zapojena.

» Zasuite Sestihranny konec vnitfniho dfiku 35 do
vnitfniho Sestihranu ovladaciho kolecka 37.

» Nasadte vnéjsi plast 34 na vnitini dfik 35.

» Stisknéte tladitko blokovaciho mechanismu 33
a vnéjsi plast zcela zasunte do blokovaciho mecha-
nismu (dokud nedosahne pevného dorazu).

» Uvolnéte tlacitko 33, viz Obr. 16.

3.12.5 Vrtak s U-spojkou (ME189R)

/\ vaROVANi

Nebezpedi pouziti Spatné pruziny!

» Pfed montazi nastroje zkontrolujte znacky na
pruziné. PruZina je oznacena Cisly polozky
ME189R a ME190R.

/\ vAROVANI

Nebezpedi zpusobené nespravné sestavenym vrta-

kem s U-spojkou (ME189R): vrtaci bit se muze p¥i

pFepravé nebo pouzivani oddélit od dfiku nastroje!

» Zajistéte, aby byl vrtaci bit 38 upevnén k diku
nastroje pevnym dotaZzenim matice 37, dokud
neni zcela zasroubovana.

» Nasunte pruZinu 39 na distalni konec, dokud zcela
nezakryje U-spojku. Konec pruzZiny musi byt usazen
ve vybrani 41.

» Zasufte vrtaci bit 38 do vnitfniho Sestihranu na
distalnim konci dfiku s U-spojkou.



» Pevné nasroubujte matici 37 na vrtaci bit smérem
k proximalnimu konci, dokud nebude tplné zasrou-
bovana, viz Obr. 17 a viz Obr. 18.

& 35 30

37
Obr. 17 Sestaveni ME189R

e

Obr. 18 Spravna poloha pruziny

39 41

3.12.6 Kostni sidlo s U-spojkou (ME190R)

/\ vAROVANi

Nebezpedi pouziti Spatné pruziny!

» Pred montazi nastroje zkontrolujte znacky na
pruziné. PruZina je oznacena Cisly polozky
ME189R a ME190R.

/\ VAROVANi

Nebezpedi urazu zpusobeného ostrou Spi¢kou kost-

niho Sidla béhem montaze pruziny.

» P¥i posouvani pruziny pres ostry hrot postupujte
zvlasté opatrné.

/\ VAROVANI

Nebezpedi zpusobené nespravné sestavenym kost-

nim Sidlem s U-spojkou (ME190R): pruZina se mize

pfi pfepravé nebo pouzivani oddélit od d¥iku

nastroje!

» Ujistéte se, Ze je konec pruziny usazen ve
vybrani.
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» Nasunte pruZinu 27 na distalni konec, dokud zcela
nezakryje U-spojku. Konec pruziny se musi nacha-
zet v oblasti vybrani 42, viz Obr. 19 a viz Obr. 20.

0Obr. 20 Spravna poloha pruziny
3.13 Baleni

» Produkty  sjemnymi  pracovnimi  3pickami
u nasledujicich nastroji je nutné vhodné chranit:
ME190R, MEO17R, ME189R, SJ725R, MEO13R,
MEO14R a MEO16R.

» \Viyrobek uloZte na pfislusné skladovaci misto nebo
do vhodného sitového ko3e. Zajistéte ochranu ostfi
nastroj.

» Sitové koSe zabalte pfiméfené sterilizacnimu
postupu (napf. do sterilnich kontejnerd Aesculap).

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



3.14 Parni sterilizace
» Zajistéte, aby sterilizaéni prostfedek mél pfistup ke
viem vnéjsim i vnitfnim povrchim (napf. otevienim
ventild a kohoutd).
» Validovana metoda sterilizace
- Parni sterilizace frakéni vakuovou metodou
- Parni sterilizator podle DIN EN 285 a valido-
vany podle DIN EN ISO 17665
- Sterilizace frakéni vakuovou metodou pfi tep-
loté 134 °C, doba plsobeni 5 min
» Pfi soucasné sterilizaci nékolika vyrobki v parnim
sterilizatoru najednou zajistéte, aby nedoslo
k pfekroceni maximalniho stanoveného objemu
parniho sterilizatoru dle pokyn( vyrobce.

3.15 Skladovani

» Sterilni vyrobky skladujte v obalech nepropoustgji-
cich choroboplodné zarodky, chranéné pred pra-
chem v suchém, tmavém a rovnomérné temperova-
ném prostoru.

4. Technicky servis

A POZOR

Provadéni zmén na zdravotnickych prostfedcich

muzZe 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 spoleénosti 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 servisi se dozvite prostfednictvim vyse
uvedené adresy.

5. Likvidace

/\ vAROVANi

Nebezpedi infekce zpusobené kontaminovanymi

vyrobky!

» P¥i likvidaci nebo recyklaci vyrobku, jeho kom-
ponent a jejich obalu dodrzujte narodni pfedpisy.

/\ vAROVANI

Nebezpedi poranéni o vyrobky s ostrymi hranami

a/nebo 3picaté vyrobky!

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

Upozornéni
Vyrobek musi byt pfed likvidaci zpracovdn provozovate-
lem, viz Validovand metoda tpravy.

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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