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Instructions for use/Technical description

4% 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.aesculaplmplantsystems.com.
If you wish to obtain a paper copy of the Instructions for Use, you may
request one by contacting your local Aesculap representative or Aes-
culap's customer service at 1-866-229-3002. A paper copy will be pro-
vided to you upon request at no additional cost.

Gebrauchsanwelsungﬂechnlsche Beschreibung
S*° Instrumente

Mode d" emplollDescrlptmn technique
Instruments S*

Instrucciones de manejo/Descripcion técnica
Instrumental S*°

Istruzioni per I'uso/Descrizione tecnica
Strumenti S*

Instrugdes de utlllzag:aoIDescngao técnica
Instrumentos S*

GebrulksaanwuzmgITechmsche beschrijving
4% instrumenten

Brugsanwsmng/‘[ckmsk beskrivelse

4% Instrumenter

Bruksanwsmng/Tcknlsk beskrivning

4% Instrument

Kayttoohje/‘[eknmen kuvaus

S* Instrumentit

cs

pl

sk

hu

sl

hr

by
tr

el

Lietosanas instrukcijas/tehniskais apraksts
4 Instrumenti

Naudojlmo instrukcija/techninis aprasas
4% Instrumentai

Wncrpykuyma no ur)|pmwemmoIT eXHMYecKoe onncaHne

VHcTpymeHTbi S

Navod k pountll’l’echnlcky popis
Nastroje S*

Instrukcja uzytkowanla/Opls techniczny
Instrumenty S*

Navod na pouzmeﬂechmcky opis
Néstroje S*

Hasznalati atmutat6/Miiszaki leiras
S*° Mszerek

Navodila za ugoraboITehmcm opis
InstrumentiS*

Upute za uporabu/Tehnigki opis
S** instrumenti

Manual de utlllzare/Dcscrlere tehnica
Instrumente S*

YnuTBaHe 3a ynorpeﬁaﬁcxnuuecxo onucaue
Unctpymenn S*

Kullanim KllavuzuITekmk agiklama

Aletleri S*

08nyieg quvncﬁ EXVIKR TtEpLypar

Epyaheia S*

B/BRAUN

SHARING EXPERTISE



|
m
=
&)




=)
| 4|
WO Mo

A




1

YO

12

[TEFETTILETAR

=| o [E]1s

—_—

W T

/_\/_,_=.\_|'

17



[ o—  — =]

18

19 g 20 [ In ]

] I = (f
21

1 —= e

J IR {5 s i
[[[—=
24
C = a
25 26

27



Aesculap®
S*® instruments

Legend

1 Set screw starter FW177R

2 Counter-torque with L-handle FW178R

3 Rod persuader FW208R

4 Reduction lever (consisting of inner tube FW229R,
screwdriver FW228R and outer sleeve FW235R and
spacer FW141P or FW143P)

5 Reduction lever percutaneous (consisting of inner
tube FW229R, screwdriver FW228R and outer
sleeve FW353R and spacer FW141P or FW143P)

6 Counter torque FW236R

7 Nut wrench FW237R

8 Distractor (consisting of distractor FW238R and
two distractor arms FW239R)

9 Rod insertion instrument FW240R

10 Distraction spindle FW241R (consisting of distrac-
tor and extension)

11 Rod length measuring instrument FW242R

12 Screw length measuring instrument FW351R

13 Slotted hammer FW243R

14 Tissue protection tube FW244P

15 Tissue protection tube FW355P

16 K-wire FW247S

17 Trocar FW271M

18 K-wire aiming device FW258M

19 Handle for removing K-wire aiming device
FW274M

20 K-wire protection sleeve FW352R

21 Cannulated monoaxial screwdriver FW262R

22 Pedicle dissector FW263R

23 Screw tabs FW264R, FW265R, FW266R, FW267R
and FW268R

24 Polyaxial screwdriver FW270R

25 Dilation sleeve FW272R

26 Dilation sleeve FW354R

27 Screwdriver FNN'176R

1.  About this document
Note

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

1.1 Scope

» For article specific instructions for use and material
compatibility and lifetime information, see
B. Braun elFU at eifu.bbraun.com

Note

The applicable CE mark for the product can be found on

the label or packaging of the product.

1.2 Safety messages

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

/\ DANGER
Indicates a potential danger. If it is not prevented,
death or severe injuries may result.

/\ 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 S* instruments are used to implant the S* implants
using the systems listed below:

m S*Spinal System

m S*CS - Cannulated System

® S*FRI/S*FRI percutaneous

The S* fracture reduction tools are used to reposition
and stabilize fractures using the cannulated S 4
implants of the S* Spinal system.

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

It is 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

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

» Read and observe the OP manuals listed below and
keep them in a safe place:
- S*Modular Open Pedicle Screw System - Surgi-

cal Technique 068002

- S*Element MIS Surgical Technique 069002
- S*Element Surgical Technique 074002
- S*Element MIS Surgical Technique 082002
- S*Long Tab Surgical Technique 082302

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.

Single use products

FW247S S* KIRSCHNER DRILL WIRE
1.5 X 440MM BLUNT

» Do not reuse product.

Processing the product will impair its functionality.
Contamination and/or impaired function of the prod-
ucts may result in injury or illness and death.

» Do not process product.



2.3 Application

A DANGER

If the guidewire is pushed into the aorta this can be

life-threatening for patients!

» When inserting S* implants or S% instruments
using the guidewire, observe the markings on the
guidewire.

» Use forceps to hold the guidewire.

» Remove the guidewire in time.

A 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.

A WARNING

Any excessive instrument penetration or incorrect
instrument selection can result in injury to the
patient!

The markings and scales on the instruments are for
guidance only!

» X-ray checks when using invasive instruments.

A WARNING

The trocar might be inserted too far in case of a

missing end stop!

» Use trocar FW271M only in combination with
K-wire aiming device FW258M.

» Only use the products under visual control.

A WARNING

Pedicle screw insufficiently anchored in pedicle!

» If pedicle screws having the diameters & 4 or
& 4.5 mm are to be used, do not dissect the
pedicle using FW263R or SZ376R .

Note
UseFW274M to remove FIW258M.

3. Validated reprocessing pro-
cedure

3.1  General safety information

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 regulations 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.

B 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  Single use products

FW247S S* KIRSCHNER DRILL WIRE
1.5 X 440MM BLUNT

» Do not reuse product.

Processing the product will impair its functionality.
Contamination and/or impaired function of the prod-
ucts may result in injury or illness and death.

» Do not process product.

3.4 Reusable products

Note

The information listed below applies to all products not
intended for single use.

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 option to determine if a product 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 con-
tainer for cleaning and disinfection within 6 hours.

3.6  Preparing for cleaning

» Do not disassemble anchoring screws/bolts that
permanently connect the various components.

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

3.7 Disassembly
» Disassemble the set screw starter using an open-
ended SW6 wrench, see Fig. 1.
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Fig. 1

Note

The locking screw insert does not need to be disassem-
bled for cleaning purposes.

» Disassemble reduction lever 4, see Fig. 2. Fully dis-
assemble reduction lever and unbolt lock nut.

@ | =

Fig. 2



» Disassemble reduction lever percutaneously 5, see
Fig. 3. Fully disassemble reduction lever and remove

lock nut.
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Fig. 3

» Disassemble distractor 8 including the distractor
arms, see Fig. 4: Actuate slider B and remove dis-
tractor arm FW239R.

» Disassemble rod insertion instrument 9, see Fig. 5:
Unscrew the inner part.

» Disassemble distraction spindle 10, see Fig. 6.
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Fig. 6

» Disassemble rod length measuring instrument 11,
see Fig. 7.




3.8  Cleaning/Disinfection

3.8.1 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!

» Use cleaning agents and disinfectants in accor-
dance with the manufacturers' instructions.

» Observe specifications regarding concentration,
temperature and exposure time.

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

» To prevent increased contamination of equipped
instrument trays during use, please ensure that
contaminated instruments are collected separately
and not returned to the instrument tray.

» For wet disposal use suitable cleaning agents/disin-

fectants. To prevent foam from forming and a
reduced effectiveness of the process chemicals:
Prior to mechanical cleaning and disinfection, rinse
the product thoroughly under running water

If the microsurgical products can be secured in
machines or storage racks suitable for thorough
cleaning, have the microsurgical products mechan-
ically cleaned and disinfected.

3.8.2 Validated cleaning and disinfection procedure

Manual cleaning with
immersion disinfection
only:

FW141P, FW143P, FW177R
FW178R, FW228R, FW229R,
FW235R,FW236R-FW239R,
FW241R-FW243R, FW244P,
FW247S, FW258M,
FW262R-FW268R, FW270R,
FW271M, FW272R,
FW274M, FW351R-
FW354R, FW355P

Manual cleaning using
ultrasound and immersion
disinfection

only:

FW176R, FW208R, FW240R

Cleaning brush: TAO11994/TE654202,
GK469200

20 ml disposable syringe

Keep working tips open for cleaning purposes.

Clean products having movable hinges in the
open position or while moving the joints.

Drying phase: Use lint free cloth or medical
compressed air

Check visible surfaces for residue after manual
cleaning/disinfection.

Repeat the cleaning process if necessary.

Cleaning brush: TAO11994/TE654202,
GK469200

Single use syringe 20ml|

Keep working ends open for cleaning purposes.

Clean products having movable hinges in the
open position or while moving the joints.
Drying phase: Use a lint-free cloth or medical
compressed air

Chapter Manual clean-

ing/disinfection and sub-

sections:

m Chapter Manual clean-
ing with immersion dis-
infection

Chapter Manual clean-

ing/disinfection and subsec-

tion:

m Chapter Manual clean-
ing with ultrasound and
immersion disinfection




Alkaline machine cleaning
and thermal disinfection
only:

FW141P, FW236R, FW237R,
FW241R, FW243R, FW244P,
FW247S, FW274M,
FW258M, FW272M,

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

Connect the lumens and channels of individual
parts directly to the injector unit's special
flushing connector.

| Keep working tips open for cleaning purposes.

Chapter Machine clean-

ing/disinfection and sub-

sections:

m Chapter Mechanical
alkaline cleaning and
thermal disinfection

FW353R, FW354R, FW355P  m Open the links and joints before placing the
product on the screen basket.
Manual pre-cleaning with m Single use syringe 20ml Chapter Mechanical clean-
brush ar?d subseq_uent B Place product on screen basket suitable for mg/dlsmfectpn with man-
mechanical alkaline clean- . . ual pre-cleaning and sub-
. L . cleaning (make sure all areas will be reached i
ing and thermal disinfection ) sections:
) by water jets).
only: m Chapter Manual pre-
FW143P, FW177R, FW178R, B FW178R, FW228R, FW235R, FW258M, cleaning with a brush
FW208R, FW228R, FW229R, FW262R-FW268R, FW270R, FW352R, i
FW235R, FW238R, FW239R, FW272R, FW354R: Connect the lumens and = Chap'ter Mech.anlcal
FW240R-FW242R, channels of individual parts directly to the alkaline cl.e.anmg_and
FW262R-FW268R, FW270R, injector unit's special flushing connector. thermal disinfecting
FW271M, FW351R, FW352R  m Keep working ends open for cleaning purposes.
B Open the links and joints before placing the
product on the screen basket.
Manual pre-cleaning using B 20 ml disposable syringe Chapter Mechanical clean-
ultra-sound and .brush and B Put jaw protecting cap on the product. |ng/d|smfect|9n with man-
subsequent alkaline ual pre-cleaning and sub-
machine cleaning and ther- B Place product on a screen basket suitable for  ¢action:
mal disinfection cleaning (make sure all areas will be reached m Chapter Manual pre-
only: by water jets). cleaning with ultra-
FW208R m Connect components with lumens and chan- sound and brush
nels directly to the rinsing port of the injector Chapter Mechanical
carriage. alkaline cleaning and
B Keep working ends open for cleaning purposes. thermal disinfecting
H Open the links and joints before placing the
product on the screen basket.
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 neces-

sary.



3.9.1 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 -
1 Disinfection RT (cold) 5 D-W Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
\") 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 |

» 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.

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 5 times at the beginning of
the exposure time using an appropriate disposable
syringe. Ensure that all accessible surfaces 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.

Phase V

» Dry the product in the drying phase with suitable
equipment (e.g. cloth, compressed air), see Vali-
dated cleaning and disinfection procedure.



3.9.2 Manual cleaning with ultrasound and immersion disinfection

Ultrasonic cleaning  RT (cold) Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
] Intermediate rinse RT (cold) 1 D-W -
1 Disinfection RT (cold) 5 D-W Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
\") 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.



3.10 Machine 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 SO 15883).

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

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

Prerinse <25[77
Il Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 9% anionic surfactant
® 0.5 % working solution
- pH~11"
I} Intermediate rinse >10/50 1 FD-W -
v Thermal disinfect-  90/194 5 FD-W -
ing
\" 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/disinfecting.



3.11 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.

3.11.1 Manual pre-cleaning with a brush

Disinfectant 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
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.

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.



3.11.2 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.

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.



3.11.3 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 0% anionic surfactant
® 0.5 9% working solution
- pH=11"
I} 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 alcaline

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



3.12 Inspection

>

>

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

Dry the product if it is wet or damp.

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

3.12.2 Functional test

/\ cauion
The product may become damaged (metal pit-
ting/fretting corrosion) if insufficiently oiled!

>

v

0il any moving parts (e.g.joints, spool parts and
threaded rods) prior to the functional test using
oil suitable for the applied sterilization process
(e.g. STERILIT® | oil spray JG60O for steam ster-
ilization or STERILIT® | drip-feed 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, for example, on a flat surface.

» Check for compatibility with associated products.

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

3.13 Assembly

3.13.1 Assemble the set screw starter
» Hand-tighten the bolt(s) of the set screw starter,
see Fig. 8.

O

Fig. 8

Note

The set screw starter is not designed to remove set
screws. If the working end comes loose, it can be tight-
ened by hand without any tools. Use the set screw revi-
sion screwdriver FIW193R to remove the set screws.

3.13.2 Assemble the reduction lever
» Assemble reduction lever 4, see Fig. 9.

Fig. 9

3.13.3 Assemble reduction lever percutane-
ous
» Screw lock nut C onto inner sleeve, see Fig. 10.

Fig. 10
Legend
C Clamping nut



» Insert the screwdriver in the inner sleeve, use the
spacer to secure it and attach the set screw D, see
Fig. 11.

e

Fig. 11

» Insert the subassembly into the FRI outer sleeve,
see Fig. 12.

3.13.4 Assemble further components of the
device
» Assemble distractor 8 including its distractor arms,
see Fig. 13.
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Fig. 13

» Assemble rod insertion instrument 9, see Fig. 14.

Fig. 14

» Assemble distraction spindle 10, see Fig. 15.

Fig. 15

» Assemble rod length measuring instrument 11, see
Fig. 16.
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Fig. 16



3.14 Packaging

» Appropriately protect products with fine working
tips.

» Secure products having ratchet locks fully opened
or locked no further than in the first notch.

» Close the locks until the jaw tips are just in contact.

» 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.

3.15 Steam sterilization
Note

FW240R, FW270R: The product may only be sterilized in
a disassembled state.

Note
FW177R, FW208R, FW238R, FW239R, FIN240R,
FW242R, FW262R-FIW268R, FIW272R: The product can
be sterilized in both a disassembled and an assembled
state.

» 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
- Disassemble the product
- Steam sterilization in a fractionated vacuum
process

- Steam sterilizer in accordance with DIN EN 285
and validated in accordance  with
DIN EN ISO 17665

- Sterilization in a 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.

3.16 Storage

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

4, Technical service

A CAUTION

Modifications to medical equipment may result in

the voiding of any guarantee/warranty claims and

any approvals.

» 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.

4.1  Accessories/spare parts

Art. no. Name

FW233201 Replacement nut (for distractor
FW238R and distraction spindle

FW241R)

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.



Aesculap®
Nastroje S*°

Legenda

1 Nastroj k nasazovani blokovacich sroubd FW177R

2 Pfidrzovaci nastroj FW178R (s L-rukojeti)

3 Pritlacné klesté na ty¢ FW208R

4 Repozitni paka (sklada se z vnitini trubky FW229R,
Sroubovaku FW228R avnéjsi objimky FW235R
a distan¢niho drzaku FW141P nebo FW143P)

5 Repozi¢ni paka perkutanni (sklada se z vnitini
trubky FW229R, Sroubovdku FW228R, vnéjsi
objimky s dlouhou drazkou FW353R a dale distan¢-
niho drzaku FW141P nebo FW143P)

6 PridrZovaci nastroj FW236R

7 Maticovy kli¢ FW237R

8 Distraktor (sklada se z distraktoru FW238R a dvou
distrak&nich listd FW239R)

9 Nasazovaci nastroj na ty¢ FW240R

10 Vietenovy distraktor FW241R
z distraktoru a prodlouzeni)

11 Nastroj k méfeni délky ty¢i FW242R

12 Nastroj k méreni délky Sroubd FW351R

13 Kladivo s drazkou FW243R

14 Objimka k ochrané tkani FW244P

15 Objimka k ochrané tkani FW355P

16 Kirschnerlv drat FW247S

17 Trokar FW271M

18 Zavadéci nastroj FW258M

19 Pomlicka k sejmuti zavadéciho nastroje FW274M

20 Ochranna objimka Kirschnerova dratu FW352R

21 Sroubovak monoaxialni FW262R

22 Preparator pediklu FW263R

23 Zavitofezy FW264R, FW265R, FW266R, FW267R a
FW268R

24 Sroubovak polyaxialni FW270R

25 Dilataéni objimka FW272R

26 Dilatacni objimka FW354R

27 Sroubovak FW176R

(sklada  se
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1. K tomuto dokumentu
Upozornéni

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

1.1 Oblast pouziti

» Navody k pouZiti pro pfislusné vyrobky a informace
o snasenlivosti materiald a Zivotnosti naleznete v
dokumentu B. Braun elFU na webu eifu.bbraun.com

Upozornéni
Aktudlné platnd znacka CE pro vyrobek je viditelnd na
Stitku nebo na obalu vyrobku.

1.2 Vystrazna upozornéni

Vystrazna upozornéni poukazuji na rizika pro pacienta,
uzivatele a/nebo vyrobek, ktera mohou vzniknout
béhem pouZivani vyrobku. Vystrazna upozornéni jsou
oznacena nasledujicim zptisobem:

N\ NEBEZPEE

Oznacuje mozné hrozici nebezpeci. Pokud mu neni
zabranéno, muze mit za nasledek smrt nebo velmi
tézka zranéni.

I\ 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 S* se pouzivaji k implantaci implantati S* s
nasledujicimi systémy:

m Spinalni systém S*

®m Kanylovany systém S* CS

m S*FRI/S* FRI perkutanni

Nastroje pro repozici fraktur S*se pouzivaji k repozici
a stabilizaci zlomenin s pomoci kanylovanych implan-
tatt S* spinalniho systému S*,

2.1.2 Indikace

Upozornéni

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

Indikace viz viz Ur€eni ucelu.

2.1.3 Kontraindikace
Nejsou znamy zadné kontraindikace.

2.2 Bezpecnostni pokyny

2.2.1 Klinicky uzivatel

Vseobecné bezpecnostni pokyny

Aby se predeslo skodam v disledku neodborné pripravy

a aplikace a nebyl ohroZen narok na zaruku:

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

» Respektujte bezpecnostni informace a pokyny
k provozni udrzbé.

» Vyrobek a prislusenstvi mohou pouZivat vyhradné
osoby s patficnym vzdélanim, znalostmi a zkuSe-
nostmi.

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

» Pred pouzitim vyrobek zkontrolujte na funkénost a
bezchybny stav.

» Navod k pouZiti uchovavejte na misté pfistupném
pro uZivatele.

Upozornéni

UzZivatel je povinen vsechny zdvazné uddlosti, které
vznikly v souvislosti s vyrobkem nahldsit vyrobci a kom-
petentnimu ufadu stdtu, ve kterém mad uZivatel sidlo.

Pokyny k operaénim zakrokim

UZivatel nese zodpovédnost za odborné provedeni ope-
ra¢niho zakroku.

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

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

2.2.2 Bezpecnostni pokyny specifické pro
vyrobek

» Aby se predesSlo poSkozenim na pracovnim konci:
Vlyrobek zavedte opatrné pfes pracovni kanal (napf.
trokar).

» Prectéte si nasledujici operacni pfirucky, postupujte
podle nich a uschovejte si je:
- S*Modular Open Pedicle Screw System - Sur-

gical technique 068002

- S*Element MIS - Operaéni technika 069002
- S*Element - Operaéni technika 074002
- S*Element MIS - Operaéni technika 082002
- S*Long Tab Surgical Technique 082302

2.2.3 Sterilita

Vyrobek se dodava v nesterilnim stavu

» Novy vyrobek po odstranéni prepravniho obalu a
pred prvni sterilizaci dukladné vycistéte.

Vyrobky k jednorazovému pouziti

FW247S S* KIRSCHNERUV VRTACI DRAT
1,5X440 MM TUPY

» \/yrobek nepouZivejte opakované.

Predsteriliza¢ni pfiprava vyrobku ma na funkénost
negativni vliv. Znecisténi a/nebo omezeni funkénosti
vyrobklh mulZe vést kurazu nebo onemocnéni
a nasledkem maze byt smrt.

» \V/yrobek predsterilizané nepfipravujte.
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2.3 Pouziti

I\ NEeBEZPEC)

Riziko ohroZeni Zivota pacienta v dusledku pfedsu-

nuti vodiciho dratu do aorty!

» PFi zavadéni implantati S* resp. nastroja S*
pomoci vodiciho dratu davejte pozor na znacky
na vodicim dratu.

» Vodici drat pevné pfidrzte pomoci klesti.

» Vodici drat vcas vyjméte.

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.

/\ vAROVANI

Nebezpedi poranéni v disledku pFili§ hlubokého

vniknuti nastroji nebo nespravné volby nastroje!

Hloubkové znacky a stupnice na nastrojich slouzi

pouze pro orientaci!

» PFi pouziti invazivnich nastroju pouzivejte rent-
genovou kontrolu.

/\ vAROVANI

Nebezpedi pfilis hlubokého vniknuti trokaru

v dusledku chybéjiciho dorazu!

» Trokar FW271M pouzivejte vidy spolecné se
zavadécim nastrojem FW258M.

» Vyrobky pouZzivejte pouze pod vizualni kontrolou.

/\ vAROVANI

Nedostatecné ukotveni pedikularniho Sroubu

v pediklu!

» K nasazeni pedikularnich Sroubt & 4 resp.
@ 4,5 mm neprovadéjte preparaci pediklu
pomoci FW263R nebo SZ376R.

Upozornéni
FW274M pouzijte k odstranéni FW258M.
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3. Validovana metoda upravy

3.1  Vseobecné bezpecnostni pokyny
Upozornéni

Dodrzujte ndrodni zdkonné pfedpisy, ndrodni a mezind-
rodni normy a smérnice a také viastni hygienické pfed-
pisy pro upravu.

Upozornéni

U pacienti s Creutzfeldt-Jakobovou nemoci (CIN),
podezienim na CIN nebo jeji mozné varianty dodrzujte
votdzkdch upravy vyrobku aktudiné platné ndrodni
predpisy.

Upozornéni

Strojni Upravu je zapotiebi kvili lepsSimu a spolehlivéj-
Simu vysledku ¢isténi upfednostnit pfed ruénim cisté-
nim.

Upozornéni

Méjte na paméti, Ze uspésnd uprava tohoto zdravotnic-
kého prostredku mize byt zajisténa pouze po predchozi
validaci procesd upravy. Zodpovédnost za to nese pro-
vozovatel/subjekt provddéjici upravu.

Upozornéni
Pokud se neuskutecni zdvérecnd 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 G¢innost a mohou
vést ke korozi. Proto by neméla doba mezi pouzitim a
Upravou prekroéit 6 hodin a nemély by se aplikovat
fixa¢ni teploty k pred¢isténi >45 °C a nemély pouzivat
zadné fixacni desinfekéni prostiedky (na bazi aldehydu
nebo alkoholu).

Predavkovani neutralizacnich prostfedkd nebo zaklad-
nich ¢isticich prostfedkl mize mit za nasledek che-
mické napadeni a/nebo vyblednuti a vizualni nebo
strojni necitelnost laserovych popiski na nerezavéjici
oceli.



U nerezavéjicich oceli vedou zbytky chléru nebo chlo-
ridd, napf. zbytky po operaci, medikamenty, roztoky
kuchynské soli, obsazené ve vodé k ¢isténi, desinfekci a
sterilizaci, ke koroznim poskozenim (dilkova koroze,
koroze po mechanickém napéti) a tim ke zniceni
vyrobkUl. K odstranéni je zapotfebi dostatecny oplach
demineralizovanou vodou s naslednym susenim.

V pfipadé€ potreby dosuste.

Smi se pouzivat pouze prezkousené a schvalené pro-

cesni chemikalie (napf. schvaleni VAH nebo FDA, popf.

oznaceni CE) a doporucené vyrobcem chemikalie s

ohledem na snasenlivost materiall. Veskeré pokyny k

pouziti od vyrobce chemikalie je nutno disledné dodr-

zovat. V opacném pripadé mohou nastat nasledujici
problémy:

B Optické zmény materiadlu jako napf. vyblednuti
nebo zmény barvy u titanu a hliniku. U hliniku mize
dojit k viditelnym zmé&nam na povrchu jiz pfi hod-
noté pH >8 aplika¢niho/hotového roztoku.

B Poskozeni materidlu jako napf. koroze, trhlinky,
nalomeni, pred¢asné starnuti nebo bobtnani.

» K ¢isténi nepouzivejte kovové kartace nebo jiné
abrazivni prostredky, které by mohly povrchy
poskodit, protoZe jinak hrozi nebezpeéi koroze.

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

3.3  Vyrobky k jednorazovému pouziti

FW247S S* KIRSCHNERUV VRTACI DRAT
1,5X440 MM TUPY

» Vyrobek nepouZivejte opakované.

Predsteriliza¢ni pfiprava vyrobku ma na funkénost
negativni vliv. Znecisténi a/nebo omezeni funkénosti
vyrobkd  mlze vést kurazu nebo onemocnéni
a nasledkem muZze byt smrt.

» \yrobek predsterilizacné nepfipravujte.

3.4  Vyrobky k opakovanému pouziti
Upozornéni

Ndsledujici body plati pro vSechny vyrobky, které nejsou
uréeny k jednordzovému pouZiti.

Vlivy predsterilizacni 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.

3.5 Pfiprava na misté pouziti

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

» Viditelné zbytky po operaci pokud moZno Uplné
odstrante vlihkou, vlas nepoustéjici utérkou.

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

3.6  Priprava pred Cisténim

» Fixaéni Srouby, které trvale spojuji komponenty,
nedemontujte.

» \V/yrobek pred CiSténim rozeberte, viz Demontaz.

3.7 Demontaz
» Odmontujte nastroj k nasazovani blokovacich
Sroubl maticovym klicem SW, viz Obr. 1.

P

Obr. 1

Upozornéni
Ndstroj k nasazovdni blokovacich Sroubd neni pro ¢is-
téni nutné demontovat.

» Demontujte repoziéni paku 4, viz Obr. 2. Repozi¢ni
paku kompletné rozlozte a odSroubujte upinaci
matici.

@ | =

Obr. 2



» Demontujte perkutanni repoziéni paku 5, viz Obr. 3.
Repozi¢ni paku kompletné rozlozte a od3roubujte
upinaci matici.
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Obr. 3

» Demontujte distraktor 8 s distrakénimi listy, viz
Obr. 4: Stisknéte jezdec B a sejméte distrakéni list
FW239R.

» Demontujte nasazovaci nastroj na ty¢ 9, viz Obr. 5:
VlySroubujte vnitfni dil.

Obr. 5
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» Demontujte vietenovy distraktor 10, viz Obr. 6.

T—mw
I

Obr. 6

» Demontujte nastroje k méfeni délky ty¢i 11, viz
Obr. 7.

Obr. 7



3.8 Cisténi/dezinfekce

3.8.1 Bezpecnostni pokyny k postupu pred- » Pii dekontaminaci mokrou cestou pouzivejte
sterilizacni pFipravy specifické pro vhodné Cistici/dezinfekéni  prostfedky. Aby se
vyrobek zabranilo tvorbé pény a zhorseni tcinnosti chemic-

Riziko poskozeni nebo zniceni vyrobku nevhodnymi &is- kého procesu: Pied S‘Frojnim cisténim a ijZi”fEkCi

ticimi/dezinfekénimi prostredky a/nebo pFili§ vysokymi vyrobek dikladné oplachnéte pod tekouci vodou

teplotami! » Pokud se vyrobky pro mikrochirurgii daji ve stroji

» Pouzivejte Cistici a dezinfekéni prostfedky podle nebo na ukladacich pomickach zafixovat spoleh-

pokynd vyrobce. livé a z hlediska ¢iSténi spravné, je mozné tyto

» Dodrzujte pokyny pro koncentraci, teplotu a dobu vyrobky pro mikrochirurgii ¢istit a dezinfikovat

strojné.

pUsobeni.
» Neprekracujte dezinfekéni teplotu 95 °C.

» Aby se pfedeslo zvySené kontaminaci tacu s nastroji
pfi aplikaci, je zapotfebi dbat na to, aby byly zne¢is-
téné nastroje odkladany oddélené a aby nebyly
pokladany zpét na tac na nastroje.

3.8.2 Validovany postup ¢isténi a dezinfekce

Manuélni ¢iSténi a dez-  m Cistici kartaé: TAO11994/TE654202, GK469200 Kapitola Ruéni ¢isténi/dez-
infekee ponofenim B Injekéni stiikacka na jedno pouziti 20 ml infekce a podkapitola:
pouze: L . L B Kapitola Ru¢ni CiSténi a
FW141P, FW143P, B Pri ¢isténi udrzujte pracovni konce oteviené. desinfekce ponofenim
FW177R FW178R, B Vyrobek s pohyblivymi klouby ¢istéte v oteviené

FW228R, FW229R, poloze, resp. pohybujte jeho klouby.

FW235R, FW236R-
FW239R, FW241R-
FW243R, FW244P,

B Faze suseni: PouZijte textilii nepoustéjici vlas nebo
lékarsky stlaceny vzduch

FW247S. FW258M B Po ru¢nim ¢isténi/dezinfekci zkontrolujte, zda na
FW262R’—FW268R' viditeInych plochach nezlstaly zbytky.
FW270R, FW271M, BV pfipad€ potreby cyklus Cisténi zopakujte.

FW272R, FW274M,
FW351R-FW354R,
FW355P

Ruéni ¢isténi ultrazvu-
kem a dezinfekce pono-

m Cistici kartac: TAO11994/TE654202, GK469200 Kapitola Ruéni ¢isténi/dez-
e ® Jednorazova injekéni stfikatka 20 ml infekee a podkapitola:
renim e ) L B Kapitola Ruéni &isténi
B Pri ¢isténi udrzujte pracovni konce oteviené.

| |

pouze: ultrazvukem a desin-
FW176R, FW208R, Viyrobek s pohyblivymi klouby Cistéte v oteviené fekce ponofenim
FW240R poloze, resp. pohybujte jeho klouby.

B Faze sueni: PouZijte utérku, kterd nepousti
vlakna, nebo Iékarsky stlaceny vzduch
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Strojni alkalické ¢isténia
tepelna dezinfekce
pouze:

FW141P, FW236R,
FW237R, FW241R,
FW243R, FW244P,
FW247S, FW274M,
FW258M, FW272M,
FW353R, FW354R,
FW355P

Vyrobek ukladejte do sitového kose uréeného

k ¢isténi (zabrafite vzniku oplachovych stind).
Jednotlivé soucasti s lumeny a kanalky pfipojte
pfimo ke specialni proplachovaci pfipojce injekto-
rového voziku.

W Pri ¢isténi udrzujte pracovni konce oteviené.

Viyrobek ulozte na sito s otevienym kloubem.

Kapitola Strojni ¢isténi/dez-

infekce a podkapitola:

m Kapitola Strojni alka-
lické ¢iSténi a tepelna
dezinfekce

Ruéni predcisténi karta-
¢em a nasledné strojni
alkalické cisténi a
tepelna dezinfekce
pouze:

FW143P, FW177R,
FW178R, FW208R,
FW228R, FW229R,
FW235R, FW238R,
FW239R, FW240R-
FW242R, FW262R-
FW268R, FW270R,
FW271M, FW351R,
FW352R

Jednorazova stfikacka 20 ml

Vlyrobek polozte na sito vhodné pro ¢isténi (dbejte
na to, aby byly oplachnuty viechny povrchy).
FW178R, FW228R, FW235R, FW258M, FW262R-
FW268R, FW270R, FW352R, FW272R, FW354R:
Jednotlivé soucasti s lumeny a kanalky pfipojte
pfimo ke specialni proplachovaci pfipojce injekto-
rového voziku.

PFi ¢iSténi udrZujte pracovni konce oteviené.

Viyrobek ulozte na sito s otevienym kloubem.

Kapitola Strojni ¢isténi/dez-

infekce s ruénim predcisté-

nim a podkapitola:

B Kapitola Ruéni pred¢is-
téni kartackem

B Kapitola Strojni alka-
lické ¢isténi a tepelna
desinfekce

Ruéni pred¢isténi ultra-
zvukem a kartacem a
nasledné strojni alka-
lické ¢iSténi a tepelna

Injekéni stfikacka na jedno pouziti 20 ml
Na vyrobek nasadte ochrannou krytku.

Viyrobek poloZte na sito vhodné pro Cisténi (dbejte

Kapitola Strojni ¢isténi/dez-
infekce s ruénim predcisté-
nim a podkapitola:

m Kapitola Ruéni pred¢is-

dezinfekce na to, aby byly oplachnuty viechny povrchy). teni ultrazvukem a kar-
pouze: B Jednotlivé soucasti s luminy a kanalky pfipojte tackem
FW208R pfimo na specialni proplachovaci pfipoj injektoro- Kapitola Strojni alka-
veho voziku. lické ¢isténi a tepelna
B Pri ¢isténi udrzujte pracovni konce oteviené. desinfekce
B Vyrobek uloZte na sito s otevienym kloubem.
3.9 Ruéni ¢&isténi/dezinfekce

» Pred ruéni dezinfekci nechejte z vyrobku dosta-
te¢né okapat oplachovaci vodu, aby nedoslo ke zfe-
déni roztoku dezinfekéniho prostfedku.

» Po ruénim ¢isténi/dezinfekei zkontrolujte viditelné
povrchy vizudlné na pfipadné zbytky.

» V pfipadé potieby postup ¢isténi/dezinfekce zopa-
kujte.
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3.9.1

vy

Rucni ¢isténi a desinfekce ponofenim

Desinfekéni ¢is- PT (chladno) 2 PV Koncentrat neobsahujici alde-
téni hydy, fenoly a QAV, pH ~ 9*
] Mezioplach PT (chladno) 1 - PV -
I} Desinfekce PT (chladno) 5 2 PV Koncentrat neobsahujici alde-
hydy, fenoly a QAV, pH ~ 9*
v Zavérecny oplach  PT (chladno) 1 - DEV -
Vv Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavend voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)
PT: Pokojov teplota

*Doporuceno:BBraun Stabimed fresh

>

Respektujte informace o vhodnych &isticich karta-
¢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 vSechny pfistupné povrchy.
Vyrobek ¢istéte vhodnym Cisticim karta¢em v roz-
toku tak dlouho, az na povrchu nebudou viditelné
Zadné zbytky.

V pripadé potfeby drhnéte neviditelné povrchy
nejméné 1 min vhodnym Cisticim kartacem.
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v prlibéhu ¢isténi pohybujte.
Zavérem tato mista dukladné 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 (vechny pfistupné povrchy).
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v priibéhu proplachovani pohy-
bujte.

Zbytkovou vodu nechte dostate¢né okapat.

Faze Il

>

Vyrobek uplné ponofte do desinfekéniho roztoku.

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

» Proplachnéte lumen na zacatku doby plsobeni
vhodnou jednorazovou stfikackou nejméné 5krat.
Dbejte pfitom na to, aby byly namoceny vsechny
pfistupné povrchy.

Faze IV

» \lyrobek  dikladné  oplachnéte/proplachnéte
(v3echny pfistupné povrchy).

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

» Proplachnéte lumen vhodnou stfikatkou 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, stlaceného
vzduchu), viz Validovany postup ¢isténi a dezin-
fekce.
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3.9.2  Rucni Cisténi ultrazvukem a desinfekce ponofenim

r vy

Ultrazvukové &isténi  PT (chladno)

Koncentrat neobsahujici alde-
hydy, fenoly a QAV, pH ~ 9*

] Mezioplach PT (chladno) 1 - PV -
n Desinfekce PT (chladno) 5 2 PV Koncentrat neobsahujici alde-
hydy, fenoly a QAV, pH ~ 9*

v Zavérecny oplach PT (chladno) 1 - DEV -

Vv Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavend voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné

vody)

PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

>

Respektujte informace o vhodnych &isticich karta-
¢ich a jednorazovych stfikackach, viz Validovany
postup ¢isténi a dezinfekce.

Faze |

>

>

>

>

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

\lyrobek Cistéte vhodnym cisticim kartacéem v roz-
toku tak dlouho, az na povrchu nebudou viditeIné
Zadné zbytky.

V pripadé potfeby drhnéte neviditelné povrchy
nejméné 1 min vhodnym cisticim kartacem.
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu ¢isténi pohybujte.
Zavérem tato mista dukladné proplachnéte pomoci
vhodné strikacky na jedno pouziti dezinfekénim
roztokem s &isticim U¢inkem, minimalné v3ak
5 krat.

Faze Il

>

>

Viyrobek dikladné oplachnéte/proplachnéte pod
tekouci vodou (v3echny pfistupné povrchy).
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v priibéhu proplachovani pohy-
bujte.

Zbytkovou vodu nechte dostate¢né okapat.
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Faze Il

>

Vyrobek uplné ponofte do desinfekéniho roztoku.

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

» Proplachnéte lumen na zacatku 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 kone¢ném oplachu pohy-
bujte.

» Proplachnéte lumen vhodnou stfikatkou 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, stlaceného
vzduchu), viz Validovany postup ¢isténi a dezin-
fekce.



3.10 Strojni ¢isténi/dezinfekce

Upozornéni

Cistici a desinfekéni pristroj musi mit ovéfenou ucinnost
(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.

3.10.1 Strojni alkalické Cisténi a tepelna dezinfekce
Typ pfistroje: jednokomorovy &istici/dezinfekéni pfistroj bez ultrazvuku

Pfedoplach <25[77 -
Il Cisteni 55/131 10 DEV ®m Koncentrat, alkalicky:
- pH~13
- <500 aniontové tenzidy
M Pracovn roztok 0,5 %
- pH~11"
1] Mezioplach >10/50 1 DEV -
v Termodesinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu Cisticiho a desinfeké-
niho 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 a dezinfekci zkontrolujte
vdechny viditeIné povrchy, zda na nich nejsou
zbytky.
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3.11 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.

3.11.1 Rucni predcisténi kartackem

Desinfekéni &is- PT (chladno) >15 2 PV Koncentrat neobsahujici aldehydy,
téni fenoly a QAV, pH ~ 9*
] Oplach PT (chladno) 1 - PV -
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno:BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich karta-
¢ich a jednorazovych stfikackach, viz Validovany
postup Cisténi a dezinfekce.

Faze |

» Vyrobek Uplné ponofte do Cisticiho a dezinfekéniho
roztoku minimainé na 15 min. Dbejte pfitom na to,
aby byly namoceny vSechny pfistupné povrchy.

» Vyrobek Cistéte vhodnym Ccisticim kartacem v roz-
toku tak dlouho, az na povrchu nebudou viditeIné
Zadné zbytky.

» V pripadé potfeby drhnéte neviditelné povrchy
nejméné 1 min vhodnym cisticim kartacem.

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

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

Faze Il

» \yrobek dikladné oplachnéte/proplachnéte pod
tekouci vodou (vechny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v priibéhu proplachovani pohy-
bujte.
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3.11.2 Rucni pfedcisténi ultrazvukem a kartackem

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

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

*Doporuceno:BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich karta-
¢ich a jednorazovych stfikackach, viz Validovany
postup Cisténi a dezinfekce.

Faze |

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

» Vyrobek ¢istéte vhodnym Ccisticim kartacem v roz-
toku tak dlouho, aZ na povrchu nebudou viditelné
Zadné zbytky.

» V pripadé potreby drhnéte neviditeIné povrchy
nejméné 1 min vhodnym cisticim kartacem.

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

» Zavérem tato mista dlkladné proplachnéte pomoci
vhodné strikacky na jedno pouziti dezinfekénim
roztokem s &isticim U¢inkem, minimalné v3ak
5 krat.

Faze Il

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

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v priibéhu proplachovani pohy-
bujte.
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3.11.3 Strojni alkalické Cisténi a tepelna desinfekce
Typ pfistroje: Jednokomorovy Eistici/desinfekéni pfistroj bez ultrazvuku

Pfedoplach <25[77
Il Cisténi 55/131 10 DEV m Koncentrat, alkalicky:
- pH~13
- <500 aniontové tenzidy
W Pracovn roztok 0,5 %
- pH~11*
1]l Mezioplach >10/50 1 DEV -
v Tepelna desinfekce ~ 90/194 5 DEV -
\" Suseni - - - Podle programu ¢isticiho a desinfekéniho
pfistroje
PV: Pitna voda
DEV: Zcela soli zbavend voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné

vody)
*Doporuceno: BBraun Helimatic Cleaner alcaline

» Po strojnim ¢isténi/desinfekci zkontrolujte povrchy
na viditeIné zbytky.

3.12 Revize
» Vyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vlhky vyrobek vysuste.

3.12.1 Vizualni kontrola

» Ujistéte se, ze byly odstranény vsechny nedistoty.
Pfitom je potfeba dat pozor zejména na napt. lico-
vané plochy, zavésy, driky, prohloubend mista,
vrtaci drazky i boky zubl na rasplich.

» U znecisténych vyrobk: Proces Cisténi/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.

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

» U vyrobku zkontrolujte, zda neni poskozen spira-
lovy prvek.
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» Zkontrolujte, zda nejsou poskozeny fezné hrany,
zda jsou hladké, ostré, nevroubkované nebo nevy-
kazuji jind 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 chybé-
jici dily.

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



3.12.2 Funkéni zkouska

A\ pozor

Nebezpeéi poskozeni vyrobku (,zazrani" kovu / tieci

koroze) v dusledku nedostateéného mazani olejem!

» Pohyblivé dily (napF. klouby, posuvné dily a zavi-
tové tyce) pred funkéni zkouskou naolejujte
osetfovacim olejem vhodnym pro pouzitou steri-
lizaéni metodu (napf. 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. Za timto ucelem kutélejte s vyrobkem
napf. po rovné plose.

» Zkontrolujte kompatibilitu s pFislusSnymi vyrobky.

» Nefunkéni vyrobek okamzité vyradte a predejte
technickému servisu spoleénosti Aesculap, viz
Technicky servis.

3.13 Montaz

3.13.1 Montaz nastroje k nasazovani bloko-
vacich $roubu
» Nastroj k nasazovani blokovacich Sroubl rucné
seSroubujte a dotahnéte, viz Obr. 8.

')E@aiﬁ]ﬂlac@

Obr. 8

v

Upozornéni

Ndstroj k nasazovdni blokovacich sroubd neni urcen
k povoleni blokovacich Sroubd. Pokud se md povolit pra-
covni konec, staci jej bez pouZiti ndstroje ru¢né zasrou-
bovat. K povoleni blokovacich Sroubd pouZijte revizni
ndstroj FW193R.

3.13.2 Smontujte repozi¢ni paku
» Smontujte repozi¢ni paku 4, viz Obr. 9.

Obr. 9

3.13.3 Smontujte perkutanni repozi¢ni paku
» Upinaci matici C namontujte na vnitfni objimku, viz
Obr. 10.

Obr. 10

Legenda
Upinaci matice C

» Do vnitini objimky zavedte Sroubovak, zajistéte
distancnim drzakem a nasunte blokovaci Sroub D,

viz Obr. 11.
o

—>1 =it

\
D

Obr. 11

» Vse spolecné zavedte do vné€jsi objimky FRI, viz
Obr. 12.

Obr. 12
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3.13.4 Smontujte dalSi ¢asti pFistroje
» Smontujte distraktor 8 s distrakénimi listy, viz
Obr. 13.

==hil)

Obr. 13

» Smontujte nasazovaci nastroj na ty¢ 9, viz Obr. 14.

Obr. 14

» Smontujte vietenovy distraktor 10, viz Obr. 15.

—
JNGRARGE <

e

Obr. 15
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» Smontujte nastroj k méreni délky tyc¢i 11, viz

{

Obr. 16.

OSSR

1
Obr. 16

3.14 Baleni

» \iyrobek scitlivym pracovnim koncem chrante
odpovidajicim zpdsobem.

» Vyrobek se zamkem zafixujte otevieny nebo maxi-
malné na prvni zapadce.

» Uzavéry uzaviete tak, aby se Spicky Celisti vzajemné
dotykaly.

» \Vyrobek uloZte na pfislusné skladovaci misto nebo
do vhodného sitového kose. Zajistéte ochranu ostFi
nastroju.

» Sitové kose zabalte prfiméfené sterilizacnimu
postupu (napf. do sterilnich kontejner Aesculap).

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



3.15 Parni sterilizace
Upozornéni

FW240R, FW270R: Vyrobek se smi sterilizovat pouze v
rozebraném stavu.

Upozornéni

FW177R,  FW208R, FW238R, FW239R, FW240R,
FW242R, FW262R-FIW268R, FIW272R: Vyrobek Ize ste-
rilizovat v rozebraném i ve smontovaném stavu.

» Zajistéte, aby steriliza¢ni prostfedek mél pfistup ke
vsem vnéjsim i vnitfnim povrchiim (napf. otevienim
ventili a kohoutt).
» Validovana metoda sterilizace
- Vyrobek rozeberte
- 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
teploté 134 °C, doba pusobeni 5 min

» Pfi soucasné sterilizaci nékolika vyrobki v parnim
sterilizatoru najednou zajistéte, aby nedoslo
k prekro¢eni maximalniho stanoveného objemu
parniho sterilizatoru dle pokynu vyrobce.

3.16 Skladovani

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

4.  Technicky servis

A POZOR

Modifikace zdravotnickych prostfedki muze mit za

nasledek ztratu garanénich/zaruénich naroku, 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 servisii se dozvite prostfednictvim vyse
uvedené adresy.

4.1  Prislusenstvi/nahradni dily

FW233201 Nahradni matice (pro distraktor
FW238R a vietenovy distraktor
FW241R)

5. Likvidace

I\ vAROVANi

Nebezpedi infekce zplsobené kontaminovanymi

vyrobky!

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

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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