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Aesculap®
Modulift VBR General Instruments

Legend

Modulift VBR Sz. S Expansion Driver (MF801R)
Modulift VBR Sz. S Set Screw Driver (MF802R)
Modulift VBR Sz. S Set Screw Removal Driver (MF827R)
Modulift VBR Sz. S/M Bone Tamp (MF708R)
Modulift VBR Sz. S/M Graft Funnel (MF709R)
Modulift VBR Sz. S Implant Tamp (MF806R)
Modulift VBR Sz. S/M Caliper (MF807R)
Modulift VBR Sz. S Bench Block (MF809P)
9 Modulift VBR Sz. S Footplate Sizer (MF810R)
10 Modulift VBR Sz. S Trial Implant 19-23mm (MF811T)
11 Modulift VBR Sz. S Trial Implant 21-27mm (MF812T)
12 Modulift VBR Sz. S Trial Implant 25-35mm (MF813T)
13 Modulift VBR Sz. S Trial Implant 30-45mm (MF814T)
(
(

O NG RWN =

14 Modulift VBR Sz. S Trial Implant 38-57mm (MF815T)
15 Modulift VBR Sz. S Trial Implant 48-74mm (MF816T)
16 Modulift VBR Sz. S Trial Implant 34-49mm (MF808T)
17 Modulift VBR Sz. S Footplate Trial 0° (MF795T)

18 Modulift VBR Sz. S Footplate Trial 5° (MF796T)

19 Modulift VBR Sz. S Footplate Trial 10° (MF797T)

20 Modulift VBR Sz. S Handle for Trial Implants (MF817R)

Symbols on product and packages

Caution, general warning symbol
Caution, see documentation supplied with the product

Date of manufacture

Intended use

The application of this instrument as a medical measure relates to the specific clinical disease which is intended for
the application of Modulift VBR System. Autonomous indications/contra-indications cannot be declared for this
instrument itself, as they comply with the indications/contraindications of the implants of the Modulift VBR System.
The implant indications/contraindications can be found in the implant IFU TAO15038.

B The Modulift VBR Sz. S Expansion Driver (MF801R) is used in conjunction with the implant inserter under fluo-
roscopic conditions to extend the Modulift VBR implants to the appropriate height and optimal curvature cor-
rection after insertion. They also provide a tactile feel during use to ensure the desired expansion is achieved.

® The Modulift VBR Sz. S Set Screw Driver (MF802R) and the Modulift VBR Sz. S Set Screw Removal Driver
(MF827R) are used to tighten or loosen the grub screws that lock the implant at the desired expansion height.

B The Modulift VBR Sz. S/M Bone Tamp (MF708R) is used to thrust bone substitute through the graft funnel into
the designated cavities of the Modulift VBR implants.

® The Modulift VBR Sz. S/M Graft Funnel (MF709R) is used to facilitate the addition of bone substitute into the
desired Modulift VBR implant cavities prior to expansion.

B The Modulift VBR Sz. S Implant Tamp (MF806R) is used to adjust the position of the VBR implant after insertion.

® The Modulift VBR Sz. S/M Caliper (MF807R) is used to approximately measure the displacement between pre-
pared vertebral bodies so that the appropriate VBR height selection can be made.

B The Modulift VBR Sz. S Bench Block (MF809P) is used to stabilize the Modulift VBR implants so that the graft
funnel and bone tamp can be used to pack bone or bone substitute into the implant.

M The Modulift VBR Sz. S Footplate Sizer (MF810R) is used to establish the proper implant footplate size cranially
and caudally to provide sufficient coverage of the VBR endplate.

B The Modulift VBR Sz. S Trial Implants (MF811T, MF812T, MF813T, MF814T, MF815T, MF816T, MF808T) and the
Modulift VBR Sz. S Footplate Trials (MF795T, MF796T, MF797T) help to establish the expansion height and cur-
vature correction angle of the VBR.

® The Modulift VBR Sz. S Handle for Trial Implants (MF817R) is used to hold and control the VBR and footplate
trials during insertion.

Safe handling and preparation

CAUTION

Federal law restricts this device to sale by, or on order of a physician!

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

» Read, follow, and keep the instructions for use.

» Use the product only in accordance with its intended use, see Intended use.

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

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

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

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

» Replace any damaged components immediately with original spare parts.

» To avoid damage to the working end: Carefully insert the product through the working channel (e.g., MF801R in
MF800R).

Safe operation

Risk of injury and/or malfunction!

» Always carry out a function check prior to using the product.

» Do not use MF810R if the epoxy paint is scratched or damaged.
WARNING

Validated reprocessing procedure

General safety instructions

Note

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

Note

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

Note

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

Note

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

The recommended chemistry was used for validation.

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

Note

For the latest information on reprocessing and material compatibility see also the Aesculap extranet at
https://extranet.bbraun.com

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

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 temper-

atures >45 °C nor fixating disinfecting agents (active ingredient: aldehydes/alcohols) should be used.

Excessive measures of neutralizing agents or basic cleaners may result in a chemical attack and/or to fading and the

laser marking becoming unreadable visually or by machine for stainless steel.

Residues containing chlorine or chlorides e.g. in surgical residues, medicines, saline solutions and in the service water

used for cleaning, disinfection and sterilization will cause corrosion damage (pitting, stress corrosion) and result in

the destruction of stainless steel products. These must be removed by rinsing thoroughly 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' recommendations may be used

for processing the product. All the chemical manufacturer's application specifications must be strictly observed. Fail-

ure to do so can result in the following problems:

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

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

» Do not use metal cleaning brushes or other abrasives that would 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 Publications, Red Brochure - Proper maintenance of instruments.

Preparations at the place of use

» [f applicable, rinse non-visible surfaces preferably with deionized water, with a disposable syringe for example.
» Remove any visible surgical residues to the extent possible with a damp, lint-free cloth.
» Transport the dry product in a sealed waste container for cleaning and disinfection within 6 hours.

Cleaning/disinfection

Product-specific safety notes on the reprocessing procedure

Damage to the product due to inappropriate cleaning/disinfecting agents and/or
excessive temperatures!
» Use cleaning and disinfecting agents according to the manufacturer's instruc-
CAUTION tions which
- are approved for (e.g., plastics, high-grade steel),
- do not attack softeners (e.qg., in silicone).

» Observe specifications regarding concentration, temperature and exposure
time.

» Do not exceed the maximum allowable washing temperature.

Validated cleaning and disinfection procedure

All instruments should be cleaned and washed outside of the provided Aesculap tray unless otherwise instructed by
an Aesculap representative.

For MF801R, MF802R, MF827R, MF708R, MF806R*, MF810R, MF795T*, MF796T*, MF797T*, and MF817R

Validated procedure Specific requirements Reference
Manual cleaning with immersion B Suitable cleaning brush Chapter Manual cleaning/disinfec-

disinfection X ) tion and sub-chapter:
W Disposable syringe 20 ml i i
m Chapter Manual cleaning with

W Drying phase: Use a lint-free immersion disinfection

cloth or medical compressed air

Mechanical alkaline cleaning and ® Place the product in a tray that ~ Chapter Mechanical cleaning/dis-
thermal disinfection is suitable for cleaning (avoid infecting and sub-chapter:
rinsing blind spots). W Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing

* If bone, tissue, or other gore is present on the instrument, remove it with a brush before initiating mechanical
cleaning.



For MF709R, MF809P, MF811T, MF812T, MF813T, MF814T, MF815T, MF816T, and MF808T

Manual cleaning with immersion ® Suitable cleaning brush Chapter Manual cleaning/disinfec-
disinfection . ) tion and sub-chapter:

W Disposable syringe 20 m| . .

X ® Chapter Manual cleaning with
W Keep .worklng ends open for immersion disinfection
cleaning.

Manual pre-cleaning with brush ® Suitable cleaning brush Chapter Mechanical cleaning/dis-
and subsequent mechanical alka- DI ol ) | infection with manual pre-clean-
line cleaning and thermal disinfec- W Disposable syringe 20 m ing and sub-chapter:
tion W Place the product in a tray that ® Chapter Manual pre-cleaning

is suitable for cleaning (avoid

with a brush

rinsing blind spots).
9 pots) W Chapter Mechanical alkaline

cleaning and thermal disinfect-
ing

m Connect components with
lumens and channels directly to
the rinsing port of the injector
carriage

m Keep working ends open for
cleaning

® Place products in the ray with
their hinges open.

For MF807R*

Manual cleaning with ultrasound ® Suitable cleaning brush Chapter Manual cleaning/disinfec-
and immersion disinfection tion and sub-chapter:

Disposable syringe 20 ml i .
® Chapter Manual cleaning with

ultrasound and immersion dis-
infection

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

Manual pre-cleaning with ultra- ® Suitable cleaning brush Chapter Mechanical cleaning/dis-

sound and brush, and subsequent infection with manual pre-clean-

mechanical alkaline cleaning and ing and sub-chapter:

thermal disinfection M Place the product in a tray that
is suitable for cleaning (avoid
rinsing blind spots).

Disposable syringe 20 ml

Chapter Manual pre-cleaning
with ultrasound and brush

W Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing

* If bone, tissue, or other gore is present on the instrument, remove it with a brush before initiating mechanical
cleaning.

Manual cleaning/disinfection

» Prior to manual disinfecting, allow water to drip off for a sufficient length of time to prevent dilution of the dis-
infecting solution.

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

> Repeat the cleaning /disinfection process if necessary.

Manual cleaning with immersion disinfection

Disinfecting RT (cold) Aldehyde-free, phenol-free,
cleaning and QUAT-free concentrate,
pH~9*
1] Intermediate RT (cold) 1 - D-W -
rinse
1] Disinfection RT (cold) 15 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

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection procedure.

Phase |

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

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

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

» 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 llI
» Fully immerse the product in the disinfectant solution.
» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

» Rinse lumens at least 5 times at the beginning of the exposure time using an appropriate disposable syringe.
Ensure that all accessible 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 Validated cleaning
and disinfection procedure.

Manual cleaning with ultrasound and immersion disinfection

Ultrasonic RT (cold) Aldehyde-free, phenol-free,
cleaning and QUAT-free concentrate,
pH ~9*
1] Intermediate RT (cold) 1 - D-W -
rinse
1] Disinfection RT (cold) 15 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

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection 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 llI
» Fully immerse the product in the disinfectant solution.
» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

» Rinse lumens at least five times at the beginning of the exposure time with an appropriate disposable syringe.
Ensure that all accessible 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 Validated cleaning
and disinfection procedure.

Mechanical cleaning/disinfecting

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 regular intervals.

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 H Concentrate, alkaline:
- pH=13
- <5 % anionic surfactant
W 0.5 % working solution
- pH=11"
mn Intermediate >10/50 1 FD-W -
rinse
v Thermal disin- 90/194 5 FD-W -
fecting
\ 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.



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 regular intervals.

Manual pre-cleaning with a brush

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

*Recommended: BBraun Stabimed

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection procedure.

Phase |

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

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

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

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.

v

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.

Manual pre-cleaning with ultrasound and brush

Ultrasonic RT (cold) >15 Aldehyde-free, phenol-free,
cleaning and QUAT-free concen-
trate, pH ~ 9*
1] Rinsing RT (cold) 1 - D-W -
D-W: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection 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.

v

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.

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

Prerinse <2577
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 % anionic surfactant
W 0.5 % working solution
- pH=11"
mn Intermediate >10/50 1 FD-W -
rinse
v Thermal disin-  90/194 5 FD-W -
fecting
\ 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.

Inspection, maintenance and checks

Damage (metal seizure/friction corrosion) to the product caused by insufficient
lubrication!
» Prior to function checks, lubricate moving parts (e.g. joints, pusher compo-
CAUTION nents and threaded rods) with maintenance oil suitable for the respective ster-
ilization process (e.g. for steam sterilization: Aesculap STERILIT® | oil spray
JG600 or STERILIT® | drip lubricator JG598).

» Allow the product to cool down to room temperature.

» After each complete cleaning, disinfecting and drying cycle, check that the product is dry, clean, operational, and
free of damage (e.g., broken insulation or loose, bent, broken, cracked, worn, or fractured components).

» Dry the product if it is wet or damp.

» Repeat cleaning and disinfection of products that still show impurities or contamination.

» Check that the product functions correctly.

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

» Check for compatibility with associated products.

Packaging

» Place the product in its holder or on a suitable tray. Ensure that all cutting edges are protected.

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

» Ensure that the packaging provides sufficient protection against recontamination of the product during storage.

Steam sterilization

» Check to ensure that the sterilizing agent will come into contact with all external and internal surfaces.

» All instruments should be sterilized inside of the provided Aesculap tray unless otherwise instructed by an Aes-
culap representative.

» Validated sterilization process
- Steam sterilization through fractionated 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

» When sterilizing several products at the same time in a steam sterilizer, ensure that the maximum load capacity
of the steam sterilizer specified by the manufacturer is not exceeded.

Sterilization for the US market

W Aesculap advises against sterilizing the device by flash sterilization or chemical sterilization.
W Sterilization may be accomplished by a standard prevacuum cycle in a steam autoclave.

To achieve a sterility assurance level of 10°%, Aesculap recommends the following parameters:

Prevacuum 270 °F[275 °F 4 min 20 min

*Aesculap has validated the above sterilization cycle and has the data on file. The validation was accomplished in an
Aesculap sterile container cleared by FDA for the sterilization and storage of these products. Other sterilization cycles
may also be suitable, however individuals or hospitals not using the recommended method are advised to validate
any alternative method using appropriate laboratory techniques. Use an FDA cleared accessory to maintain sterility
after processing, such as a wrap, pouch, etc.

WARNING for the US market

If this device is/was used in a patient with, or suspected of having Creutzfeldt-Jakob Disease (CJD), the device
cannot be reused and must be destroyed due to the inability to reprocess or sterilize to eliminate the risk of
crosscontamination.

Technical Service

Risk of injury and/or malfunction!
» Do not modify the product.

WARNING

» For service and repairs, please contact your national B. Braun/Aesculap agency.
Modifications carried out on medical technical equipment may result in loss of guarantee/warranty rights and for-
feiture of applicable licenses.

Service addresses
Aesculap Technischer Service
Am Aesculap-Platz
78532 Tuttlingen [ Germany

Phone: +49 (7461) 95-1602
Fax: +49 (7461) 16-5621
E-Mail: ats@aesculap.de

Or in the US:

Aesculap Implant Systems LLC
Attn. Aesculap Technical Services
615 Lambert Pointe Drive

Hazelwood

MO, 63042

Aesculap Repair Hotline

Phone: +1 (800) 214-3392
Fax: +1(314) 895-4420

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

Disposal

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

Distributor in the US/Contact in Canada for product information and
complaints

Aesculap Implant Systems LLC
3773 Corporate Parkway
Center Valley, PA, 18034,

USA

TA-Nr. 015036 2018-02 V6 And.-Nr. 58241
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Univerzalni nastroje Modulift VBR

Legenda

Modulift VBR Sz. S roztahovaci nastroj (MF801R)

Modulift VBR Sz. S Sroubovak (MF802R)

Modulift VBR Sz. S vyjimaci $roubovak (MF827R)

Modulift VBR Sz. S/M péchovadlo (MF708R)

Modulift VBR Sz. S/M voditko $tépu (MF709R)

Modulift VBR Sz. S péchovadlo implantatu (MF806R)
Modulift VBR Sz. S/M mérka (MF807R)

Modulift VBR Sz. S stolni pfipravek (MF809P)

9 Modulift VBR Sz. S dimenzovaci néstroj (MF810R)

10 Modulift VBR Sz. S zkusebni implantat 19-23 mm (MF811T)
11 Modulift VBR Sz. S zkusebni implantat 21-27 mm (MF812T)
12 Modulift VBR Sz. S zkusebni implantat 25-35 mm (MF813T)
13 Modulift VBR Sz. S zkusebni implantat 30-45 mm (MF814T)
14 Modulift VBR Sz. S zkusebni implantat 38-57 mm (MF815T)
15 Modulift VBR Sz. S zkusebni implantat 48-74 mm (MF816T)
16 Modulift VBR Sz. S zkusebni implantat 34-49 mm (MF808T)
17 Modulift VBR Sz. S zkusebni patni deska 0° (MF795T)

18 Modulift VBR Sz. S zkusebni patni deska 5° (MF796T)

19 Modulift VBR Sz. S zkusebni patni deska 10° (MF797T)

20 Modulift VBR Sz. S rukojet pro zkusebni implantaty (MF817R)
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Symboly na produktu a na baleni

Pozor, vSeobecny varovny symbol
Pozor, respektujte priivodni dokumentaci

Datum vyroby

Ucel pouziti

Pouziti tohoto nastroje jako Iékarského vybaveni souvisi se specifickym onemocnénim, pro které je pouZiti systému

Modulift VBR uréeno. Autonomni indikace/kontraindikace nemohou byt deklarovany pro samotny tento nastroj, pro-

toze se tykaji indikaci/kontraindikaci implantati systému Modulift VBR. Indikace/kontraindikace implantétu nalez-

nete v navodu k pouziti implantatu TAO15038.

B Modulift VBR Sz. S roztahovaci nastroj (MF801R) se pouziva ve spojeni s vkladatem implantatu za podminek
radioskopie pro roztazeni implantatu Modulift VBR na vhodnou vysku a korekci optimalniho zakfiveni po vloZeni.
Rovnéz béhem pouzivani poskytuje hmatovou zpétnou vazbu, aby bylo zajisténo pozadované roztazeni.

B Modulift VBR Sz. S $roubovak (MF802R) a Modulift VBR Sz. S vyjimaci Sroubovak (MF827R) se pouzivaji pro dota-
Zeni nebo povolené zavrtnych Sroubd, které zajistuji implantat na pozadované roztazené délce.

B Modulift VBR Sz. S/M péchovadlo (MF708R) se pouzivé pro nasazeni kostni nahrady voditkem $tépu do uréenych
dutin implantatd Modulift VBR.

B Modulift VBR Sz. S/M voditko $tépu (MF709R) se pouziva pro usnadnéni pfidavani kostni ndhrady do pozadova-
nych dutin implantatu Modulift VBR pfed jeho roztazenim.

B Modulift VBR Sz. S péchovadlo implantat (MF806R) se pouziva pro nastaveni polohy implantatu VBR po jeho vio-
zeni.

B Modulift VBR Sz. S/M mérka (MF807R) se pouziva pro pfiblizné méfeni posunu mezi pfipravenymi tély obratld
tak, aby bylo mozné provést potrebny vybér vysky VBR.

M Modulift VBR Sz. S stolni pfipravek (MF809P) se pouziva pro stabilizaci implantati Modulift VBR tak, aby voditko
Stépu a péchovadlo mohly byt pouzity k napéchovani kosti nebo kostni nahrady do implantatu.

B Modulift VBR Sz. S dimenzovaci nastroj (MF810R) se pouziva pro stanoveni spravné velikosti patni desky v kra-
nialnim a kaudalnim sméru k zajisténi dostate¢ného pokryti koncové desky VBR.

B Modulift VBR Sz. S zkusebni implantaty (MF811T, MF812T, MF813T, MF814T, MF815T, MF816T, MF808T) a
Modulift VBR Sz. S zku3ebni patni desky (MF795T, MF796T, MF797T) pomahaji stanovit potfebnou vy3ku rozta-
Zzeni a uhel korekce zakfiveni VBR.

B Modulift VBR Sz. S rukojet pro zkusebni implantaty (MF817R) se pouziva pro podrZeni a ovladani VBR a zkuseb-
nich patnich desek béhem vkladani.

Bezpecna manipulace a pfiprava k pouziti

» Vyrobek a prislusenstvi sméji provozovat a pouzivat pouze osoby, které maji potiebné vzdélani, znalosti a zkuse-
nosti.

» Prostudujte si ndvod k pouziti, postupujte podle néj a uschovejte si ho.

» \iyrobek pouZivejte pouze k uréenému ucéelu pouziti, viz Ucel pouziti.

» Novy vyrobek od vyrobce po odstranéni transportniho obalu a pfed prvni sterilizaci vyCistéte (ru¢né nebo stro-
jove).

» Novy vyrobek z vyroby ¢i nepouzity vyrobek skladujte na suchém, ¢istém a chranéném misté.

» Vyrobek pred kazdym pouzitim prohlédnéte, zda neobsahuje: volné, ohnuté, zlomené, prasklé, opotfebené a odlo-
mené ¢asti.

» Nikdy nepouzivejte poskozeny a nebo vadny vyrobek. PoSkozeny vyrobek okamzité vyradte.

» Jednotlivé poskozené dily okamzité nahradte originalnimi nahradnimi dily.

» Aby nedoslo k poskozeni pracovniho konce, opatrné vlozte vyrobek skrze pracovni kanal (napfiklad MF801R v
MF800R).

Obsluha

Nebezpe¢i urazu a/nebo nespravné funkce!

» Pred kazdym pouzitim proved'te funkéni kontrolu.

» Je-li poskozeny nebo poskrabany natér MF810R, nepouzivejte jej.
VAROVANI

Validovana metoda upravy

Vseobecné bezpecnostni pokyny

Upozornéni

Dodrzujte ndrodni zdkonné predpisy, ndrodni @ mezindrodni normy a smérnice a také viastni hygienické predpisy pro
upravu.

Upozornéni

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

Upozornéni

Strojni upravu je zapotrebi kvili lepsimu a spolehlivéjsimu vysledku ¢isténi upfednostnit pred ruénim ¢isténim.

Upozornéni

Meéjte na paméti, Ze uspésnd uprava tohoto zdravotnického prostredku mize byt zajisténa pouze po predchozi validaci
procest upravy. Zodpovédnost za to nese provozovatel/subjekt provddéjici ipravu.

K validovdni byly pouzity doporucené chemikdlie.

Upozornéni
Pokud se neuskutecni zdvérecnd sterilizace, je nutno pouZit virucidni desinfekéni prostredek.

Upozornéni

Aktudini informace k dpravé a materidlovou sndSenlivost viz téZ extranet Aesculap na adrese
https//extranet.bbraun.com

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

Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou ¢isténi zkomplikovat resp. eliminovat jeho Ucinnost a mohou vést ke

korozi. Proto by neméla doba mezi pouZitim a tpravou prekrocit 6 hodin a nemély by se aplikovat fixacni teploty k

predCisténi >45 °C a nemély pouZivat zadné fixacni desinfekéni prostfedky (na bazi aldehydu nebo alkoholu).

Predavkovani neutralizacnich prostiedki nebo zakladnich isticich prostfedki mize mit za nasledek chemické napa-

deni a/nebo vyblednuti a vizudlni nebo strojni necitelnost laserovych popiskii na nerezavéjici oceli.

U nerezavéjicich oceli vedou zbytky chléru nebo chloridd, napf. zbytky po operaci, medikamenty, roztoky kuchyriské

soli, obsazené ve vodé k ¢isténi, desinfekci a sterilizaci, ke koroznim poskozenim (dilkova koroze, koroze po mecha-

nickém napéti) a tim ke zniceni vyrobki. K odstranéni je zapotiebi dostatecny oplach demineralizovanou vodou

s naslednym susenim.

V pripadé potieby dosuste.

Smi se pouzivat pouze prezkouSené a schvélené procesni chemikélie (napF. schvéleni VAH nebo FDA, popf. oznaceni

CE) a doporucené vyrobcem chemikélie s ohledem na snasenlivost materiali. Veskeré pokyny k pouziti od vyrobce

chemikalie je nutno dusledné dodrzovat. V opacném pripadé mohou nastat nasledujici problémy:

W Optické zmény materidlu jako napf. vyblednuti nebo zmény barvy u titanu a hliniku. U hliniku mize dojit
k viditelnym zménam na povrchu jiZ pfi hodnoté pH >8 aplikaéniho/hotového roztoku.

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

» K ¢isténi nepouzivejte kovové kartdce nebo jiné abrazivni prostiedky, které by mohly povrchy poskodit, protoze
jinak hrozi nebezpeci koroze.

» Dalsi podrobné informace o hygienicky bezpecné opétovné tpravé Setrné vici materialu a zachovavajici hodnoty
viz na www.a-k-i.org, odstavec ,Verdffentlichungen Rote Broschiire/Publikace Cervena brozura - Péce o
nastroje”.

Pfiprava na misté pouziti

» V pfipadé potreby oplachnéte neviditelné povrchy pokud mozno demineralizovanou vodou, napf. s pouzitim jed-
norazové strikacky.

» Viditelné zbytky po operaci pokud mozno Uplné odstrante vihkou, vlas nepoustéjici utérkou.

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

Cisténi/desinfekce
Vseobecné bezpeénostni pokyny k postupu tpravy

Riziko posk i vyrobku v pouziti nevhodnych ¢isticich/desinfekénich
prostfedki a/nebo prilis vysokych teplot!
» Pouzivejte istici a desinfekéni prostfedky podle pokyni vyrobcee,
POZOR - jsou schvaleny pro (napfiklad hlinik, plasty, uslechtila ocel).
- neposkozuje zmék&ovadla (naptiklad v silikonu).
» Dodrzujte pokyny pro koncentraci, teplotu a dobu pusobeni.
» Neprekracujte maximalni povolenou teplotu myti.

Validovany postup cisténi a desinfekce
Vechny pfistroje by mély byt ¢istény a omyvany mimo dodany tac Aesculap, pokud zastupce spole¢nosti Aesculap
nestanovi jinak.

Pro MF801R, MF802R, MF827R, MF708R, MF806R*, MF810R, MF795T*, MF796T*, MF797T* a MF817R
Validovany postup 2Zvlastnosti Reference

Rutni ¢iSténi a desinfekce ponofe-  m Vhodny Gistici karta¢ Kapitola Ruéni ¢isténi/desinfekce a
nim ko s podkapitola:
B Jednorazova stfikacka 20 ml . X X
X L . . M Kapitola Rucni ¢isténi a desin-
B Faze Sl;lsvell?l.' Pouzijte uterkllj ) fekce ponofenim
nepoustéjici vlas nebo medicin-

sky stlaceny vzduch

Kapitola Strojni ¢isténi/desinfekce
a podkapitola:

Strojni alkalické ¢isténi a tepelna B Umistéte vyrobek na podnos
desinfekce vhodny pro &isténi (zabraiite
oplachnuti slepych skvrn). W Kapitola Strojni alkalické ¢is-

téni a tepelna desinfekce

* Pokud se na nastroji nachazi kost, tkdii nebo srazend krev, pred mechanickym ¢isténim ji odstrafite kartacem.



Pro MF709R, MF809P, MF811T, MF812T, MF813T, MF814T, MF815T, MF816T a MF808T

Ruéni ¢isténi a desinfekce ponofe-  m Vhodny istici kartaé Kapitola Ruéni ¢isténi/desinfekce a
nim o podkapitola:
B Jednoréazova stfikacka 20 ml . R .
B Kapitola Rucni ¢isténi a desin-
fekce ponofenim

W Pracovni konce udrZujte pfi ¢is-
téni oteviené.

Kapitola Strojni ¢isténi/ desinfekce
s ruénim predcisténim a podkapi-
tola:

Rucni pred¢isténi kartackem a ® Vhodny Gistici karta¢
nasledné strojni alkalické ¢isténi a
tepelna desinfekce

Jednorazova stfikacka 20 ml

B Umistéte vyrobek na podnos
vhodny pro ¢isténi (zabrante
oplachnuti slepych skvrn).

W Kapitola Rucni predcisténi kar-
tackem
W Kapitola Strojni alkalické ¢is-

W Pripojte soucasti s lumeny a téni a tepelna desinfekce

kanaly pfimo k proplachova-
cimu hrdlu vstfikovaciho
voziku.

W Udrzujte pracovni konce volné
pro Cisténi

B Umistéte vyrobky do paprskd s
otevienymi zavésy.

Pro MF807R*

Ruéni CiSténi ultrazvukem a desin- @ Vhodny &istici karta¢ Kapitola Ruéni &isténi/desinfekce a
fekce ponofenim podkapitola:

Jednorazova stfikacka 20 ml ) i
W Kapitola Ruéni ¢isténi ultrazvu-

B Faze suseni: Pouzijte utérku kem a desinfekce ponofenim

nepoustéjici vlas nebo medicin-
sky stlaceny vzduch

Ruéni pred¢isténi ultrazvukem a ® Vhodny Cistici kartaé Kapitola Strojni ¢isténi/ desinfekce
kartackem a nasledné strojni alka- . s ruénim predcisténim a podkapi-
lické cisténi a tepelna desinfekce Jednorézova stfikacka 20 ml tola:

W Umistéte vyrobek na podnos ® Kapitola Ruéni predgisténi

vhodny pro ¢isténi (zabrante

ultrazvukem a kartackem

lichnuti slepych skvr).
oplachnuti slepych skvrn) B Kapitola Strojni alkalické &ié-

téni a tepelna desinfekce

* Pokud se na nastroji nachazi kost, tkaii nebo srazena krev, pfed mechanickym ¢isténim ji odstrante kartacem.

Rugni ¢isténi/desinfekce

» Pied rucni desinfekei nechejte z vyrobku dostatecné okapat oplachovaci vodu, aby nedoslo ke zfedéni roztoku
desinfekéniho prostredku.

» Po ruénim ¢&isténi/desinfekci zkontrolujte viditelné povrchy vizuéIné na pFipadné zbytky.

» V piipadé potteby postup &isténi/desinfekce zopakujte.

Rucni ¢isténi a desinfekce ponofenim

Desinfekéni Koncentrat neobsahujici
&isténi (chladno) aldehydy, fenoly a QAV, pH
~9*
Il Mezioplach PT 1 - PV -
(chladno)
n Desinfekce PT 15 2 PV Koncentrat neobsahujici
(chladno) aldehydy, fenoly a QAV, pH
~9*
1\ Zavérecny PT 1 - DEV -
oplach (chladno)
v Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska miniméaIné v kvalité pitné
vody)
PT: Pokojov teplota

*Doporucen: BBraun Stabimed

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych stfikackach, viz Validovany postup ¢isténi
a desinfekce.

Faze |

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

Viyrobek ¢istéte vhodnym Cisticim karta¢em v roztoku tak dlouho, az na povrchu nebudou viditelné zadné zbytky.
V pripadé potieby drhnéte neviditelné povrchy nejméné 1 min vhodnym Cisticim kartacem.

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

Zavérem tato mista dukladné proplachnéte pomoci vhodné stikacky na jedno pouziti dezinfekénim roztokem
s Cisticim Gcinkem, minimalné v3ak 5 krat.

>
>
>
>

Faze Il

» \yrobek diikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu proplachovani pohybujte.
» Zbytkovou vodu nechte dostate¢né okapat.

Faze lll

» \Vyrobek Uplné ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu dezinfikovani pohybuijte.

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

Faze IV

» \yrobek dikladné oplachnéte/proplachnéte (viechny pFistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi kone¢ném oplachu pohybujte.
» Proplachnéte lumen vhodnou stfikackou na jedno pouziti nejméné 5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V
» Ve fazi suseni vysuste vyrobek s pouzitim vhodnych pomocnych prostredki (napf. utérek, stla¢eného vzduchu),
viz Validovany postup ¢isténi a desinfekce.

Ruéni ¢isténi ultrazvukem a desinfekce ponofenim

Ultrazvukové Koncentrat neobsahujici

Cisténi [chladno) aldehydy, fenoly a QAV, pH
~9*
Il Mezioplach PT 1 - PV -
(chladno)
mn Desinfekce PT 15 2 PV Koncentrat neobsahujici
(chladno) aldehydy, fenoly a QAV, pH
~9*
1\ Zavéreény PT 1 - DEV -
oplach (chladno)
Vv Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)
PT: Pokojov teplota

*Doporucen: BBraun Stabimed

» Respektujte informace o vhodnych ¢isticich kartacich a jednorazovych stiikackach, viz Validovany postup Cisténi
a desinfekce.

Faze |

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

Vyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na povrchu nebudou viditelné zadné zbytky.
V pripadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhodnym ¢isticim kartacem.

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

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

>
>
>
>

Faze ll

» \yrobek dikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pFistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu proplachovani pohybuijte.
» Zbytkovou vodu nechte dostate¢né okapat.

Faze Ill

» Vyrobek tpIné ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napt. stavécimi Srouby, klouby atd. v prabéhu dezinfikovani pohybuijte.

» Proplachnéte lumen na zacatku doby pasobeni vhodnou stfikackou na jedno pouZiti nejméné 5 krat. Dbejte pfi-
tom na to, aby byly namoceny v3echny pfistupné povrchy.

Faze IV
» Vyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).
» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi kone¢ném oplachu pohybujte.

» Proplachnéte lumen vhodnou stfikackou na jedno pouziti nejméné 5 krat.
» Zbytkovou vodu nechte dostate¢né okapat.

Faze V
» Ve fazi suseni vysuste vyrobek s pouzitim vhodnych pomocnych prostredki (napf. utérek, stlateného vzduchu),
viz Validovany postup ¢isténi a desinfekce.

Strojni ¢isténi/desinfekce

Upozornéni

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

Upozornéni
Pouzity ¢iatici a desinfekéni pistroj musi byt pravidelné udrZovany a kontrolovany.

Strojni alkalické ¢isténi a tepelna desinfekce
Typ pristroje: Jednokomorovy Cistici/desinfekéni pfistroj bez ultrazvuku

1 Pfedoplach <25[77
] Cisténi 55/131 10 DEV W Koncentrat, alkalicky:
- pH~13
- <5 % aniontové tenzidy
W pracovn roztok 0,5 %
- pH~11"
1] Mezioplach >10/50 1 DEV -
v Termodesin- 90/194 5 DEV -
fekce
Vv Suseni - - - Podle programu ¢isticiho a desinfeke-
niho pfistroje
T-W: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojovém ¢isténi a desinfekei zkontrolujte vSechny viditeIné povrchy, zda na nich nejsou zbytky.



Strojni ¢isténi/ desinfekce s ruénim pred¢isténim
Upozornéni

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

Upozornéni
Pouzity ¢iatici a desinfekéni pristroj musi byt pravidelné udrZovany a kontrolovany.

Rucni pfeddisténi kartackem

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

*Doporucen: BBraun Stabimed

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych stfikackach, viz Validovany postup ¢isténi
a desinfekce.

Faze |

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

Viyrobek ¢istéte vhodnym Cisticim karta¢em v roztoku tak dlouho, az na povrchu nebudou viditelné zadné zbytky.
V pripadé potieby drhnéte neviditelné povrchy nejméné 1 min vhodnym Cisticim kartacem.

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

Zavérem tato mista dikladné proplachnéte pomoci vhodné strikacky na jedno pouZiti dezinfekénim roztokem
s Cisticim G¢inkem, minimalné v3ak 5 krat.

>
>
>
>

Faze Il
» Vyrobek diikladné oplachnéte/proplachnéte pod tekouci vodou (vdechny pfistupné povrchy).
» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v priibéhu proplachovani pohybujte.

Rucni pfed¢isténi ultrazvukem a kartackem

Ultrazvukové Koncentrat neobsahujici

&isténi (chladno] aldehydy, fenoly a QAV, pH
~9*
] Oplach PT 1 - PV -
(chladno)
PV: Pitna voda
PT: Pokojov teplota

*Doporucen: BBraun Stabimed

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych stiikackach, viz Validovany postup cisténi
a desinfekce.

Faze |

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

» \Vlyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na povrchu nebudou viditelné Zzadné zbytky.

» V pfipadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhodnym €isticim kartacem.

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

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

Faze Il
» \lyrobek diikladné oplachnéte/proplachnéte pod tekouci vodou (vdechny pfistupné povrchy).
» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v priibéhu proplachovani pohybujte.

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

Predoplach <2577
I Cisteni 55/131 10 DEV ® Koncentrét, alkalicky:
- pH~13
- <5 % aniontové tenzidy
W pracovn roztok 0,5 %
- pH~11"
1] Mezioplach >10/50 1 DEV -
v Termodesin- 90/194 5 DEV -
fekce
Vv Suseni - - - Podle programu ¢isticiho a desinfekc-
niho 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 cisténi a desinfekci zkontrolujte viechny viditeIné povrchy, zda na nich nejsou zbytky.

Kontrola, udrzba a zkousky

Nebezpedi poskozeni (,zazrani" kovii/koroze v disledku tfeni) vyrobku pfi nedo-
stateéném promazani!
» Pred kontrolou funkce promazte viechny pohyblivé souéasti (napriklad spoje,
POZOR soudasti posunovace a zavitové tyce) pomoci oleje pro udrzbu vhodného pro
prislusny proces sterilizace (napfiklad pro parni sterilizaci: olej ve spreji Aescu-
lap STERILIT® | JG60O nebo kapaci mazivo STERILIT® | JG598).

» Vyrobek nechejte vychladnout na teplotu mistnosti.

» Po dokonceni kazdého ¢isténi, desinfikovani a suseni zkontrolujte, zda je produkt suchy, Cisty, provozuschopny a
neposkozeny (napfiklad praskla izolace nebo volné, ohnuté, prasklé, popraskané, opotfebované nebo zlomené
soucasti).

Mokry nebo vihky vyrobek vysuste.

Znedistény vyrobek znovu vycistéte a desinfikujte.

Zkontrolujte fungovani vyrobku.

Poskozeny anebo nefunkéni vyrobek okamzité vyfadte a predejte technickému servisu spolecnosti Aesculap, viz
Technicky servis.

» Zkontrolujte kompatibilitu s pfislusnymi vyrobky.

vyvvyyvyyvy

Baleni

» Vyrobek zafadte do pfislusného ulozeni nebo ulozte na vhodny sitovy kos. Zajistéte ochranu ostfi nastroji.
» Zabalte tacy vhodné pro zamysleny proces sterilizace (napFiklad do sterilnich nadob Aesculap).

> Zajistéte, aby obal zabezpecil ulozeny vyrobek v pribéhu skladovani proti opétovné kontaminaci.

Parni sterilizace

» Zkontrolujte, zda se sterilizacni ¢inidlo mize dostat do kontaktu se vSemi vnéjsSimi a vnitinimi povrchy.

» Vsechny pfistroje by mély byt sterilizovany uvnitf dodaného tacu Aesculap, pokud zastupce spolecnosti Aesculap
nestanovi jinak.

» Ovéfeny postup sterilizace
- Sterilizace parou pomoci frakcionovaného vakuového zpracovani
- Parni sterilizator podle normy DIN EN 285 a ovéfeny podle normy DIN EN ISO 17665
- Sterilizace pomoci frakcionovaného vakuového zpracovani pfi 134 °C/po dobu 5 min.

» Pri soucasné sterilizaci vice vyrobkd v parnim sterilizatoru: zajistéte, aby nebylo pfekro¢eno maximalni dovolené
nalozeni parniho sterilizatoru podle Udaji vyrobce.

Technicky servis

Nebezpedi urazu a/nebo nespravné funkce!
» Na vyrobku neprovadéjte zmény.

VAROVANI

» V otazkich servisu a oprav se obracejte na své narodni zastoupeni B. Braun/Aesculap.
Provadéni zmén na zdravotnickych prostfedcich mize mit za nasledek ztratu zaruky/narok ze zaruky jakoz i pripad-
nych povoleni.

Adresy servisu

Aesculap Technischer Service
Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1602
Fax: +49 7461 16-5621
E-Mail: ats@aesculap.de

Adresy dalSich servisti se dozvite prostfednictvim vySe uvedené adresy.

Likvidace

» P¥i likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obali dodrZujte narodni predpisy!

Distributor

B. BRAUN Medical s.r.o.
V Parku 2335/20

148 00 Praha 4

Tel.: 271091 111
Fax: 271091112
E-mail: servis.cz@bbraun.com
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