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Aesculap® activl”
Chisel and chisel guides

Legend

1 Handle (for chisel guide)
2 Chisel guide

3 Double chisel

4 Single chisel

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 activL chisel and
chisel guides.

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

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

1.2 Safety messages

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

A 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

activL chisels and chisel guides are used to prepare the
keel bed in one or two vertebral bodies for anchoring
the activL disk prosthesis with keel.

A double or single chisel is required depending on
whether the keel or combined version is being used.

2.1.2 Available sizes

Designation Size Art. no.

activL handle for chisel - FW980R

guide

activL chisel guide 8.5 mm, 6° FW981R
10 mm, 6° FW982R
12 mm, 6° FW983R
14 mm, 6° FW984R
8.5 mm, 11° FW993R
10 mm, 11°  FW994R
12mm, 11°  FW995R
14 mm, 11°  FW996R

activL double chisel 8.5 mm FW985R
10 mm FW986R
12 mm FW987R
14 mm FW988R

activL single chisel 8.5 mm FW989R
10 mm FW990R
12 mm FW991R
14 mm FW992R
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Note
The manufacturer is not responsible for any use of the
product against the specified indications and/or the
described applications.

Indications

For indications, see Intended use.

2.1.4 Contraindications
No known contraindications.

2.2 Safety information

Use of the activL chisels and chisel guides requires pre-
cise knowledge about spine surgery and the stabiliza-
tion and biomechanical situation at the spine.
Surgical application of the activL chisels and chisel
guides is described in detail in the respective Operating
Manual.

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 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.

A WARNING

Risk of injury when using the product beyond the

field of view!

» Apply the product only under visual control.

» Handle the chisel with utmost care in order to
prevent injuries to the vessels and nerve struc-
tures, as well as to surgical staff.

A WARNING

Damage to the implant from bone residues!

» Prior to inserting the implant, ensure that no
residual bone can be found in the intervertebral
space and slits.



Mount chisel guide 2 with the desired implant

height and angle onto the handle 1, see Fig. 1.

» Turn wheel b clockwise and adjust safety stop a to
the shortest chisel length, see Fig. 1.

» Insert chisel guide 2 centrally into the disk space

and adjust safety stop a to the desired chisel depth

while monitoring radiographically, see Fig. 1.
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Fig. 1

» Press button ¢ and remove handle 1, see Fig. 2.
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Fig. 2

» Introduce double chisel 3 or single chisel 4 via
chisel guide 2.

» Under radiographic control, insert the chisel into
the vertebral body as far as safety stop a. In doing
so, the protective sleeve will push back automati-
cally.

» Once safety stop a is reached, carefully withdraw
the chisel using a slotted hammer.

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 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:

B 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.

m 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

» 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.

3.5 Preparing for cleaning

» Disassemble the product immediately after use, as
described in the respective instructions for use.

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

3.6 Disassembly

3.6.1 Prepare the double and single chisels

» Slide cage d back and rotate counterclockwise by
90°.

» Position guideway e on cage d in the chisel bridge,
see Fig. 3.

Fig. 3



3.6.2 Prepare the chisel guide

» Push irrigation tube A 7/1D4 at least 20 mm onto
the end of the guide. In doing so, ensure that
guideway f is covered by the tube.

» Adjust the safety stop to the central position g, see
Fig. 4.

Fig. 4

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, e.g., aluminum, plastics and high-grade steel,
according to the manufacturer's instructions.
Observe specifications regarding concentration,
temperature and exposure time.

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

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

If the microsurgical products can be securely fixed
in machines or storage devices in such a way that
they will be cleaned thoroughly, clean and disinfect
them mechanically.

3.7.2 Validated cleaning and disinfection procedure

Manual cleaning with
immersion disinfection

B FW980R to FW984R
B FW993R to FW996R

m Cleaning brush: 30 mm/
@: 4.5 mm, e.g. TAO11944

Disposable syringe 20 ml

Chapter Manual cleaning/disinfection

and subsection:

H Chapter Manual cleaning with
immersion disinfection

When cleaning instruments with
movable hinges, ensure that these
are in an open position and, if

applicable, move the hinge while

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




Manual cleaning with ultra-  m  Cleaning brush: 30 mm/ Chapter Manual cleaning/disinfection
sound and immersion disin- @: 4.5 mm, e.g. TAO11944 and subsection:
fection m Disposable syringe 20 ml B Chapter Manual cleaning with ultra-
= FW985R to FW992R o ) sound and immersion disinfection
m When cleaning instruments with
movable hinges, ensure that these
are in an open position and, if
applicable, move the hinge while
cleaning.
B Drying phase: Use a lint-free cloth
or medical compressed air
Manual pre-cleaning with ® Cleaning brush: 30 mm/ Chapter Mechanical cleaning/disinfec-

brush and subsequent
mechanical alkaline clean-
ing and thermal disinfection
| All products

&: 4.5 mm, e.qg. TAO11944

m Disposable syringe 20 ml

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

Connect components with lumens
and channels directly to the rins-
ing port of the injector carriage.
To flush the product: Use a flush-
ing nozzle or flushing sleeve.
Keep working ends open for
cleaning.

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

tion with manual pre-cleaning and sub-

section:

m Chapter Manual pre-cleaning with a
brush

B Chapter Mechanical alkaline clean-
ing and thermal disinfecting

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 clean- RT (cold) Aldehyde-free, phenol-free,
ing and QUAT-free concentrate,
pH ~ 9*
] Intermediate rinse  RT (cold) 1 D-W -
mn 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
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.



3.8.2 Manual cleaning with ultrasound and immersion disinfection

Phase Step T t Conc. Water Chemical
[*C/°’F]1  [min] [00]  quality
| Ultrasonic cleaning RT (cold) >15 2 D-W Aldehyde-free, phenol-free, and
QUAT-free concentrate, pH ~ 9*
] 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 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 SO 15883).

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

3.9.1 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
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.



3.9.2 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
® 0.5 % working solution
- pH~11*
I} Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 90/194 5 FD-W -
\' Drying - - - According to the program for cleaning
and disinfection device
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality
at least)
*Recommended: BBraun Helimatic Cleaner alkaline
» Check visible surfaces for residues after mechanical
cleaning/disinfecting.
3.10 Inspection
» Allow the product to cool down to room tempera- » Check the cutting edges for continuity, sharpness,
ture. nicks and other damage.
» Dry the product if it is wet or damp. » Check the surfaces for rough spots.
. . . » Check the product for burrs that could damage tis-
3.10.1 Visual inspection -
> E that all soiling has b dl " sue or surgical gloves.
nsure that a SO.I ing has es?n removed. in p_ar e » Check the product for loose or missing parts.
ular, pay attention to mating surfaces, hinges, X . i .
» Immediately put aside damaged or inoperative

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.

products and send them to Aesculap Technical Ser-
vice, see Technical service.



3.10.2 Functional test

/\ cauTion

Damage (metal cold welding/friction corrosion) to

the product caused by insufficient lubrication!

» Prior to function checks, lubricate moving parts
(e.g. joints, pusher components and threaded
rods) with maintenance oil suitable for the
respective sterilization process (e.g. for steam
sterilization: STERILIT® | oil spray JG60O or
STERILIT® | drip lubricator JG598).

» Check that the product functions correctly.

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

» Check for compatibility with associated products.

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

3.11 Packaging

» Appropriately protect products with fine working
tips.

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

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

» Ensure that the packaging provides sufficient pro-
tection against contamination of the product dur-
ing storage.

3.12 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.

3.13 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

/\ 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.



Aesculap® activl”
Dlato a drzak dlata

Legenda

1 Rukojet (pro vedeni dlata)
2 \Vedeni dlata

3 Dvojité dlato

4 Jednoduché dlato

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 dlato a vodici pfipravky
dlata activL.

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

» Navody k pouziti pro konkrétni vyrobky a informace
o kompatibilité materiald a Zivotnosti naleznete
v sekci B. Braun elFU na webu eifu.bbraun.com

1.2 Vystrazna upozornéni

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

/\ VAROVANi

Oznacuje mozné hrozici nebezpedi. Pokud mu neni
zabranéno, mizZe mit za nasledek lehka nebo stfedné
zranéni.

A\ pPozor

Oznacuje mozné hrozici vécné skody. Pokud tomu
neni zabranéno, nasledkem mize byt poskozeni
vyrobku.
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2.  Klinické pouziti
2.1 Oblasti pouziti a omezeni pouziti

2.1.1  Uréeni ucelu

Dlata avodici pfipravky dlata activL se pouzivaji
k pfipravé loZe pro hfeben v jednom nebo vice obratlo-
vych télech pro ukotveni nahrady meziobratlové plo-
ténky activL.

Podle toho, zda se pouziva vystupkova nebo kombino-
vana verze, je nutno pouzit dvojité nebo jednoduché
dlato.

2.1.2 Dodavané velikosti

Oznaceni Velikost Kat. ¢.
Rukojet activL provodici - FW980R
pripravek dlata
Vodici pfipravek dlata 8,5 mm, 6° FW981R
activt 10mm, 6 FW982R
12 mm, 6° FW983R
14 mm, 6° FW984R
8,5 mm, 11° FW993R
10 mm, 11°  FW994R
12mm, 11°  FW995R
14 mm, 11°  FW996R
Dvojité dlato activlL 8,5 mm FW985R
10 mm FW986R
12 mm FW987R
14 mm FW988R
Jednoduché dlato activL 8,5 mm FW989R
10 mm FW990R
12 mm FW991R
14 mm FW992R




2.1.3 Indikace

Upozornéni

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

Pro indikace, viz Urceni ucelu.

2.1.4 Kontraindikace
Nejsou znamy kontraindikace.

2.2 Bezpecnostni pokyny

Predpokladem k pouziti dlata a vodiciho pripravku
dlata activL je pfesnd znalost chirurgie patere, stabili-
zace a biomechanické situace patere.

Chirurgicka aplikace dlat a vodicich pfipravki dlat
activL je podrobné popsana v pfislusném navodu
k obsluze.

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 pokynid uvedenych
v tomto navodu k pouZziti.

» Respektujte bezpecnostni informace a pokyny
k provozni udrzbé.

» Vyrobek a pfislusenstvi 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

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

Pokyny k operaénim zakrokum

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 Sterilita

Vyrobek se dodava v nesterilnim stavu

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

2.3 Pouziti

/\ VAROVANI

Nebezpedi urazu a/nebo nespravného fungovani!

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

» Pred kazdym pouZzitim proved'te funkéni zkousku.

/\ VAROVANI

Riziko trazu pfi pouzivani vyrobku mimo zorné pole!

» Aplikujte vyrobek pouze pod vizualni kontrolou.

» Manipulujte s dlatem s maximalni opatrnosti,
aby nedoslo k poranéni tkani a nervovych struk-
tur ani k urazu operacniho personalu.

/\ vAROVANi

Poskozeni implantatu zbytky kosti!

» Pred nasazenim implantatu zajistéte, aby v mezi-
obratlovém prostoru a ve Stérbinach nebyly
zadné zbytky kosti.
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Namontujte vodici pfipravek dlata 2
s pozadovanou vySkou implantatu a pod pozadova-
nym Uhlem na rukojet 1, viz Obr. 1.

v

» Otacejte koleckem b ve sméru pohybu hodinovych
ru€iCek a nastavte bezpe€nostni zarazku a na nej-
kratsi délku dlata, viz Obr. 1.

» Vodici pfipravek dlata 2 zavedte do stfedu prostoru
meziobratlové ploténky a nastavte bezpecnostni
zarazku a pod rentgenovou kontrolou na pozadova-
nou hloubku dlata, viz viz Obr. 1.

2

Obr. 1

» Stisknéte tlacditko c a vyjméte rukojet 1, viz Obr. 2.

_—

- C

Obr. 2

» Zavedte dvojité dlato 3 nebo jednoduché dlato 4 za
pomoci vodiciho pfipravku dlata 2.

» Zavedte dlato pod rentgenovou kontrolou do obrat-
lového téla po bezpecnostni zarazku a. Tim dojde k
automatickému zatlaéeni ochranné objimky zpét.

» Po dosaZeni bezpecnostni zarazky a dlato opatrné
vytlucte kladivem s drazkou uprostred.
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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 lepSimu 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 neuskutecéni zdvéreénd 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 Cisténi

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 neutralizaénich 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-

ridd, 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 znieni
vyrobkUl. K odstranéni je zapotiebi 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, popt.

oznaceni CE) a doporucené vyrobcem chemikalie s

ohledem na snasenlivost material. Veskeré pokyny k

pouziti od vyrobce chemikalie je nutno dusledné 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 mize
dojit k viditelnym zmé&nam na povrchu jiZ pfi hod-
noté pH >8 aplika¢niho/hotového roztoku.

B PosSkozeni materialu jako napf. koroze, trhlinky,
nalomeni, pred¢asné starnuti nebo bobtnani.

» K ¢isténi nepouzivejte kovové kartdce nebo jiné
abrazivni prostfedky, které by mohly povrchy
poskodit, protozZe jinak hrozi nebezpedi koroze.

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

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 vlihkou, vlas nepoustéjici utérkou.

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

3.5  Priprava pred Cisténim

» \Vyrobek ihned po pouziti demontujte podle navodu.

» \/yrobek pred ¢iSténim rozeberte, viz Demontaz.

3.6 Demontaz

3.6.1 Pripravte dvojita a jednoducha dlata

» Posunte klicku d zpét a otocte ji proti sméru hodi-
novych rucic¢ek o 90°.

» Umistéte vodici drazku e na klicced do mustku
dlata, viz Obr. 3.

Obr. 3
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3.6.2 Priprava vedeni dlata
» Zatlatte iriga¢ni hadicku AQD7/ID4 alespon
20 mm na konec vodiciho pfipravku. Pfitom dbejte
na to, aby vodici drazka f byla zakryta hadickou.
» Nastavte bezpecnostni zarazku do stredové
polohy g, viz viz Obr. 4.

Obr. 4

3.7.2 Validovany postup ¢isténi a dezinfekce

3.7  Cisténi/dezinfekce
3.7.1 Bezpecnostni pokyny k postupu pred-

sterilizacni pripravy specifické pro
vyrobek

Riziko poskozeni nebo zni¢eni vyrobku nevhodnymi &is-
ticimi/dezinfekénimi prostiedky a/nebo pfilis vysokymi
teplotami!

» Pouzivejte Cistici a dezinfekéni prostiedky, které

jsou schvaleny napf. pro hlinik, plastové materialy
a pro nerezovou ocel, podle pokyn( vyrobce.
Dodrzujte pokyny pro koncentraci, teplotu a dobu
pUsobeni.

Neprekracujte dezinfekéni teplotu 95 °C.

Pfi dekontaminaci mokrou cestou pouZivejte
vhodné &isticif/dezinfekéni prostfedky. Pro zamezeni
tvorby pény a zhorseni Ucinnosti procesni chemie:
Pfed strojnim ¢iSténim a dezinfekci vyrobek
dikladné oplachnéte pod tekouci vodou.

Pokud se vyrobky pro mikrochirurgii daji ve stroji
nebo na ukladacich pom(ickach zafixovat spoleh-
livé a z hlediska ¢iSténi spravné, je mozné tyto
vyrobky pro mikrochirurgii Cistit a dezinfikovat
strojné.

Manudlni ¢isténi a dezin-
fekce ponofenim
m FWO980R az FW984R

m FW993R az FW996R

napf. TAO11944

B Jednorazova strikacka 20 ml

B Vyrobek s pohyblivymi klouby €is-

m Cisticikartad: 30 mm/@: 4,5 mm, Kapitola Rucni ¢isténi/dezinfekce a pod-

kapitola:
B Kapitola Ruéni ¢isténi a desinfekce
ponorenim

téte v oteviené poloze, resp.

pohybujte klouby.

B Faze suseni: Pouzijte utérku, ktera
nepousti vlakna, nebo Iékarsky

stlaceny vzduch
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Ruéni ¢isténi ultrazvukem a  m Cistici kartaé: 30 mm/Q@: 4,5 mm, Kapitola Ruéni ¢isténi/dezinfekce a pod-
dezinfekce ponofenim napf. TAO11944 kapitola:

m FW985R az FW992R = B Kapitola Ru¢ni ¢isténi ultrazvukem a
desinfekce ponofenim

Jednorazova stfikacka 20 ml

m Vyrobek s pohyblivymi klouby ¢is-
téte v oteviené poloze, resp.
pohybujte klouby.

B Faze sudeni: Pouzijte utérku, ktera

nepousti vlakna, nebo Iékarsky

stlaceny vzduch

Ruéni pfed¢isténi kartacem  m  Cistici kartac:30 mm/@: 4,5 mm, Kapitola Strojni ¢isténi/dezinfekce
a nasledné strojni alkalické napf. TAO11944 s ruénim predcisténim a podkapitola:
Cisteni a tepema dezinfekece B Jednorazova stiikacka 20 ml u Kapitola Ruéni pFedE|§tén| kartac-

B Vsechny vyrobk
Y VYTOBRY B Vjrobek ukldejte do sitového kem

kose uréeného k ¢isténi (zabrante
vzniku oplachovych sting).

B Kapitola Strojni alkalické ¢isténi a
tepelna desinfekce

B Jednotlivé soucasti s luminy a
kanalky pfipojte pfimo na speci-
alni proplachovaci pfipoj injekto-
rového voziku.

m K proplachu vyrobku: pouZijte
oplachovou trysku nebo pouzdro.

B Pracovni konce nechejte pfi ¢is-
téni oteviené.

B Vyrobek ulozte na sito
s otevienym kloubem.

3.8  Ruéni ¢&isténi/dezinfekce

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

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

» V pfipadé potfeby postup ¢isténi/dezinfekce zopa-
kujte.
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3.8.1 Rucni ¢isténi a desinfekce ponofenim
Faze Krok T t Kone.  Kvalita Chemie
[*C/°F] [min]  [%]  vody
| Desinfekéni ¢is- PT >15 2 PV Koncentrat neobsahujici alde-
téni (chladno) hydy, fenoly a QAV, pH ~ 9%
] Mezioplach PT 1 - PV -
(chladno)
1] Desinfekce PT 5 2 PV Koncentrat neobsahujici alde-
(chladno) hydy, fenoly a QAV, pH ~ 9*
v Zavéreény oplach  PT 1 - DEV -
(chladno)
Vv Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)
PT: Pokojov teplota
*Doporuceno:BBraun Stabimed fresh

>

Faz
| 4

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

e |

Viyrobek tplné ponofte do €isticiho a dezinfekéniho
roztoku minimaln€ na 15 min. Dbejte pfitom na to,
aby byly namoceny viechny pfistupné povrchy.
Vyrobek Cistéte vhodnym ¢isticim kartacem v roz-
toku tak dlouho, aZ na povrchu nebudou viditelné
zadné zbytky.

V pripadé potfeby drhnéte neviditelné povrchy
nejméné 1 min vhodnym Eisticim kartacem.
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v prlibéhu ¢isténi pohybujte.
Zavérem tato mista dikladné proplachnéte pomoci
vhodné stfikacky na jedno pouZiti dezinfekénim
roztokem s Cisticim Gcinkem, minimalné vsak
5 krat.

Faze Il

>

>

>
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Vyrobek dikladné oplachnéte/proplachnéte pod
tekouci vodou (vSechny pfistupné povrchy).
Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v priibéhu 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 zac¢atku doby plsobeni
vhodnou jednordzovou stfikackou nejméné 5krat.
Dbejte pfitom na to, aby byly namoceny viechny
pfistupné povrchy.

Faze IV

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

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

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

» Zbytkovou vodu nechte dostatecné okapat.

Faze V

» Ve fazi suSeni vysuste vyrobek s pouZitim vhodnych

pomocnych prostiedkld (napf. utérek, stlateného
vzduchu), viz Validovany postup Cisténi a dezin-
fekee.



3.8.2 Rucni Cisténi ultrazvukem a desinfekce ponofenim

Faze Krok T t Kone. Kvalita Chemie
[°C/°F] [min] [%]  vody
| Ultrazvukové cisténi  PT >15 2 PV Koncentrat neobsahujici alde-
(chladno) hydy, fenoly a QAV, pH ~ 9*
] Mezioplach PT 1 - PV -
(chladno)
1] Desinfekce PT 5 2 PV Koncentrat neobsahujici alde-
(chladno) hydy, fenoly a QAV, pH ~ 9*
v Zavérecny oplach PT 1 - DEV -
(chladno)
Vv Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)
PT: Pokojov teplota
*Doporuceno: BBraun Stabimed fresh
» Respektujte informace o vhodnych gisticich karta- » Zbytkovou vodu nechte dostateéné okapat.
¢ich a jednorazovych stfikackach, viz Validovany Faze Ill
postup &isteni a dezinfekee. » Vyrobek tplné ponofte do desinfekéniho roztoku.
Faze | » Netuhymi komponentami jako napf. stavécimi
» Vyrobek ¢istéte minimané 15 min v ultrazvukové Srouby, klouby atd. v pribéhu dezinfikovani pohy-
lazni (frekvence 35 kHz). Pfitom je zapotfebi dbat bujte.
na to, ab.y véec.hny pfistupne plochy byly namoceny . proplachnéte lumen na zadatku doby péisobeni
a zabranit vzniku zvukovych stind. vhodnou stfikackou na jedno pouziti nejméné
» Vyrobek Cistéte vhodnym ¢isticim kartacem v roz- 5 krat. Dbejte pfitom na to, aby byly namoceny
toku tak dlouho, az na povrchu nebudou viditelné viechny pfistupné povrchy.
\Z/adn'e' Z?Vtky' Feby drhné iditelné hy oz lV
> .prlrpaV € p‘otreh yd ’r nEte’ ?eV;( |te'[1e povrehy » Vyrobek dikladné oplachnéte/proplachnéte pod
neJmerje'1 min vhodnym C_'St_'C'm artavcem. L tekouci vodou (v3echny pFistupné povrchy).
> VNetuhym komponentaomi Jai(_(f Vnslapr. sta\'/emml » Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v pribéhu Cisténi pohybujte. Srouby, Klouby atd. pfi koneéném oplachu pohy-
» Zavérem tato mista dlkladné proplachnéte pomoci bujte.
vhodné Smkzj_CkY ’na y'ele.no pouzm. .dez'mfvekcnjm » Proplachnéte lumen vhodnou stfikackou na jedno
goit(?:em s Cisticim uéinkem, minimalné vsak pouziti nejméné 5 krat.
rat » Zbytkovou vodu nechte dostateéné okapat.
Faze Il Faze V
> Vyrobek diikladné oplachnéte/proplachnéte pod » Ve fazi suSeni vysuste vyrobek s pouZitim vhodnych

tekouci vodou (viechny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v priibéhu proplachovani pohy-
bujte.

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

173



3.9  Strojni ¢isténi/dezinfekce s ruénim predcisténim

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 pfistroj musi byt pravidelné
udrZovany a kontrolovany.

3.9.1 Rucni preddisténi kartackem

Desinfekéni ¢is-

Koncentrat neobsahujici alde-

téni (chladno) hydy, fenoly a QAV, pH ~ 9*
] Oplach PT 1 PV -
(chladno)
PV: Pitna voda
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 Cisticiho a dezinfekéniho
roztoku minimainé na 15 min. Dbejte pfitom na to,
aby byly namoceny viechny pristupné povrchy.

» Vyrobek Cistéte vhodnym Ccisticim kartacem v roz-
toku tak dlouho, aZ na povrchu nebudou viditelné
zadné zbytky.

» V pripadé potieby drhnéte neviditeIné povrchy
nejméné 1 min vhodnym ¢€isticim kartacem.

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

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

» Vyrobek dukladné oplachnéte/proplachnéte pod
tekouci vodou (v3echny pFistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi
Srouby, klouby atd. v prib&hu proplachovani pohy-
bujte.



1 oviv

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

Pfedoplach <25[77 -
Il Cisténi 55/131 10 DEV m Koncentrat, alkalicky:
- pH~13
- <5 9% aniontové tenzidy
W pracovn roztok 0,5 %
- pH~11*
]l Mezioplach >10/50 1 DEV -
v Tepelna desinfekce ~ 90/194 5 DEV -
\" Suseni - - - Podle programu Cisticiho a desinfekéniho
pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné

vody)
*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojovém C¢iSténi a desinfekci zkontrolujte
vdechny viditeIné povrchy, zda na nich nejsou
zbytky.

3.10 Revize
» Vyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vihky vyrobek vysuste.

3.10.1 Vizualni kontrola

» Ujistéte se, Zze byly odstranény vSechny nedistoty.
Pritom je potfeba dat pozor zejména na napf. lico-
vané plochy, zavésy, driky, prohloubena mista,
vrtaci drazky i boky zubl na rasplich.

U znecisténych vyrobki: Proces ¢isténi/dezinfekce
zopakujte.

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

Zkontrolujte vyrobek, zda nechybi napisy nebo nej-
sou vybledIé.

Vyrobek s tzkym 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 jind poskozeni.

Zkontrolujte povrchy, zda nevykazuji hrubé zmény.
Zkontrolujte vyrobek, zda nema otrepy, které by
mohly poskodit tkah nebo chirurgické rukavice.
Zkontrolujte vyrobek, zda nema volné nebo chybé-
jici dily.

Poskozeny vyrobek okamzité vyfadte a predejte
technickému servisu spole¢nosti Aesculap, viz
Technicky servis.
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3.10.2 Funkéni zkouska

A\ pozor

Nebezpeéi poskozeni vyrobku (otérem/korozi)

v dusledku nedostateéného mazani olejem!

» Pohyblivé dily (nap¥. 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).

» Zkontrolujte fungovani vyrobku.

» Zkontrolujte, zda v3echny pohyblivé souéasti (napf.
zéavésy, zamky/zapadky, posuvné ¢asti atd.) spravné
funguji.

» Zkontrolujte kompatibilitu s pFisluSnymi vyrobky.

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

3.11 Baleni

» Vyrobek s citlivym pracovnim koncem chrante
odpovidajicim zpusobem.

» Vyrobek uloZte na pfislusné skladovaci misto nebo
do vhodného sitového ko3e. Zajistéte ochranu ostfi
nastrojl.

» Sitové koSe zabalte pFfimérené steriliza¢nimu
postupu (napf. do sterilnich kontejneri Aesculap).

» Zajistéte, aby obal zabezpecil uloZeny vyrobek
v pribéhu skladovani proti opétovné kontaminaci.
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3.12 Parni sterilizace
» Zajistéte, aby steriliza¢ni prostfedek mél pfistup ke
viem vnéjsim i vnitfnim povrchiim (napf. otevienim
ventilt a kohoutd).
» Validovana metoda sterilizace
- Parni sterilizace metodou frakcionovaného
vakua
- Parni sterilizator podle normy DIN EN 285 a
validovany podle normy DIN EN ISO 17665
- Sterilizace frakéni vakuovou metodou pfi tep-
loté 134 °C/doba pisobeni 5 min
» Pfi soucasné sterilizaci nékolika vyrobkl v parnim
sterilizdtoru najednou zajistéte, aby nedoslo
k prekro¢eni maximalniho stanoveného objemu
parniho sterilizatoru dle pokynG vyrobce.

3.13 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

Provadéni zmén na zdravotnickych prostfedcich

muze mit za nasledek ztratu zaruky/naroku ze

zaruky jakoz i pFipadnych povoleni.

» Na vyrobku neprovadéjte zmény.

» Pro servis a opravu se obratte na své narodni
zastoupeni 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 dal3ich servisii se dozvite prostfednictvim vyse
uvedené adresy.



5. Likvidace

/\ vaROVANi

Nebezpedi infekce zpusobené kontaminovanymi

vyrobky!

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

I\ vaROVANi

Nebezpedi poranéni o vyrobky s ostrymi hranami

a/nebo $picaté vyrobky!

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

Upozornéni
Vyrobek musi byt pred likvidaci zpracovdn provozovate-
lem, viz Validovand metoda upravy.

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

V Parku 2335/20

148 00 Praha 4

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