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Aesculap®
Hi-Line XS handpiece
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Symbols on product and packages

@ Rotate "right" (clockwise) to unlock the handpiece
-

B Rotate "left" (counterclockwise) to lock the handpiece
—

G]: Short handpiece or tool
(one ring)

Medium handpiece or tool (two rings)

Long handpiece or tool (three rings)

Short XL handpiece or tool (one wide ring)

Medium XL handpiece or tool (two wide rings)

] | .

# Reference to the next due maintenance appointment (date)
with the international B. Braun/Aesculap agency, see Technical

e.g. 2011-02 Service

Long XL handpiece or tool (three wide rings)

1.  Safe handling

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

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

» Prior to use, check that the product is in good working order.
» To prevent damage caused by improper setup or operation, and in order not to compromise warranty and man-
ufacturer liability:
- Use the product only according to these instructions for use.
- Follow the safety and maintenance instructions.
- Only combine Aesculap products with each other.

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

» Keep the instructions for use accessible for the user.
» Only combine handpieces and tools with matching ring markings.

Single-use product

Infection hazard for patients and/or users and impairment of product functional-
ity due to reuse. Risk of injury, illness or death due to contamination and/or
impaired functionality of the product!

WARNING » Do not reprocess the product.

The products GE280SU to GE298SU, GE401SU to GE729SU and GB761SU to GB766SU are sterilized by radiation
and are supplied in sterile packaging.

The product must not be reused.

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

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

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

Do not re-sterilize the product.

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

2. Product description

2.1 Components required for operation

Art. no. Designation

€.g. GA740R, GA741R, GA519
e.g. GD670, GD675

HiLAN XS motor
microspeed uni

GB751R, GB752R, GB753R Handpieces, straight

GB756R, GB757R, GB758R Handpieces, angled

GB771R, GB772R, GB773R Handpieces, angled, XL

Tools for:

GB751R, GB756R
GB752R, GB757R
GB753R, GB758R

GE401R/SU to GE437R/SU, GE4565SU to GE475SU
GE501R/SU to GE574R/SU
GEBO3R/SU to GE658R/SU

GE700SU to GE729R/SU GB771R
GE280SU to GE288SU GB772R
GE290SU to GE298SU GB773R

GB761SU to GB766SU Spray nozzles

2.2 Intended use

The straight handpieces GB751R to GB753R and the angled handpieces GB756R to GB758R, GB771R to GB773R are
used in micro-, neuro-, spinal, ENT, maxillary and orthopedic surgery.

2.3 Operating principle

The handpieces take up the rotational speed of the motor and transfer the motor rotation to the tool held by the
handpiece, at a transmission ratio of 1:1.

The handpieces can be coupled to the motor in 15 different positions.

The tools (e.g. GE401R/SU to GE655R/SU) and the XL tools (e.g. GE280SU to GE298SU and GE700R/SU to GE729R/
SU) are used to work on bones.

The cutting wheels (GE430SU, GES30SU) and routers (GE528SU, GE628SU) are used to work on metal (implants, bone
screws, etc.) and bones.

3. Preparation
Non-compliance with the following instructions will preclude all responsibility and liability in this respect on the
part of Aesculap.
» When setting up and operating the product, adhere to
- national regulations for installation and operation,
- national regulations on fire and explosion protection.

3.1 First use

Risk of injury and/or product malfunction due to incorrect operation of the pneu-
matic medical system!
» Adhere to the instructions for use of any medical device.

WARNING

» Prior to using the handpieces and their accessories, check for visible damage.
» Only use handpieces and accessories if they are in perfect condition.

4.  Working with the handpieces

4.1  System set-up

Risk of injury and material damage due to inadvertent activation of the motor!
» Turn the safety stop on the motor to the “0" position.
» Change tools only with the motor secured by the safety stop.

WARNING
Risk of infection and contamination! The handpieces are supplied in unsterile con-
dition!
» Prepare handpieces sterile before putting them into operation.
WARNING
Risk of injury from bent or snapped tools!
» Only use handpieces and tools marked with the same number of rings.
» Do not use tools on which the ring markings are not visible anymore.
WARNING

Connecting the accessories

Combinations of accessories that are not mentioned in the present instructions for use may only be employed if they
are specifically intended for the respective application, and if they do not compromise the performance and safety
characteristics of the products.

4.2 Coupling a tool

Risk of burns and other injuries due to bent or incorrectly coupled tools!
» Only use perfectly straight tools.
» Make certain that the tool is coupled correctly.

WARNING » Do not use tools on which the ring markings are not visible anymore.

» To prevent cutting through the glove, be careful when touching the tool where it is sharp.

Insert tool 8 into the tool coupling 9 on the handpiece 2 until the pressure point. Do not use tools that get
jammed or are difficult to insert.
» Insert tool 8 into the handpiece 2 as far as it will go, until the correct position is found.
The labeling of the rings on the tool must be covered by the handpiece shaft.
The tool is locked automatically.
» If the pressure point cannot be passed with the tool: Completely pull back slide 3 against the spring pressure and
push the tool into the handpiece 2 down to the stop.
» Release slide 3.
The tool must remain fixed in position even when pulled.
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4.3 Uncoupling the tool
» Hold tool 8.

» Pull back slide 3 at handpiece 2.

» Remove tool 8 from the handpiece.

4.4  Connecting a handpiece to the motor

» Turn safety stop 7 on motor 6 to the "0"-position.

» Turn threaded ring 4 of handpiece 2 in the direction of the arrow in symbol a- as far as it will go.

» Install handpiece 2 on the handpiece coupling 5 of the motor 6 in such a way that the pin on the handpiece
engages in one of the notches of the handpiece coupling.

» Turn threaded ring 4 in the direction of the arrow in symbol -8 as far as it will go.

» Make certain that the threaded ring is fastened to its limit stop, because otherwise it may come loose due to
vibrations during operation.
The handpiece is connected now.

4.5 Disconnecting a handpiece from the motor

» Turn safety stop 7 on motor 6 to the "0"-position.
» Turn threaded ring 4 in the direction of the arrow in symbol ﬂ— as far as it will go.
» Detach handpiece 2 from the motor.

4.6  Connecting/Disconnecting the spray nozzle

Risk of spray nozzle breakage caused by excessive or frequent bending!
» Handle the spray nozzle with appropriate care.

WARNING

Note

A spray nozzle can be attached to the handpieces for the purpose of cooling the tools and, especially, to avoid heat
necroses.

If the connection of the spray nozzle at handpiece shaft is unstable, vibrations can cause the tip of the spray nozzle to
touch the rotating tool, leading to metal chipping.

Assignment of spray nozzles

Handpieces (art. no.) Rings Spray nozzles (art. no.)
GB751R, GB756R | GB761SU
GB752R, GB757R Il GB762SU
GB753R, GB758R 1] GB763SU
GB771R XLI GB764SU
GB772R XL GB765SU
GB773R XL GB766SU

Connecting the spray nozzle

» From the front, push spray nozzle10 onto sheath1 of the handpiece.

» Fasten irrigation tube 12 onto tube connector 11. To do this, hold spray nozzle10 at tube olive 11.

» If necessary, align the tip of spray nozzle towards the tool.

» Set the irrigation flow at the control unit, as described in the instructions for use of HiLAN irrigation pump GA530
or microspeed uni control unit with cooling unit GD670.

Disconnecting the spray nozzle
» Pull off irrigation tube12 from tube olive11.
» Remove spray nozzle 10 from shaft 1.

4.7  Function checks

» Always perform a trial run prior to using the system.

Make certain the handpieces and tools are in proper condition.

Make certain the handpiece is coupled correctly.

Make certain the tool is coupled correctly.

Watch out for damage, irregular running noises, excessive vibrations and excessive heat developed by the hand-
piece.

» Verify that the handpiece is no hotter than lukewarm after a short period of use.

>
>
>
>

4.8 Safe operation

Risk of injury and/or malfunction!
» Always carry out a function check prior to using the product.

>

WARNING

Risk of injury when using the product beyond the field of view!
» Apply the product only under visual control.

>

WARNING

Risk of injury from bent or snapped tools!
» Only use perfectly straight tools. Only apply mild pressure when using a tool.

>

WARNING

Eye injuries caused by particles coming loose from the tool!
» Always wear protective goggles when using the motor system.

>

WARNING

Risk of burns and necroses from hot cutting edges of the tool!
» Tools must be continuously cooled during operation.
» Only use sharp tools.

>

WARNING

Coagulation of patient's tissue caused by a hot handpiece!
» Allow the handpiece to cool down.
» Do not use a handpiece whose bearings are damaged.

>

WARNING

Risk of injury from uncoupled tools!

Risk of burns from a hot fixation screw!

Damage to the fixation screw resulting in loss of functionality due to moving the
WARNING slide during operation!

» Never move the slide on the handpiece while the system is operating.

>

Risk of infection and contamination due to aerosol formation!

» Take appropriate protective measures, e.g., watertight protective clothing,
face mask, protective goggles, and a suction extraction system.

>

WARNING

Risk of injury and damage to the tool/system! The rotating tool may catch cover
drapes (textile or other)!
» Never allow the tool to touch cover drapes (textile or other) during operation.

>

WARNING

Risk of tissue injuries/necrosis when cutting through metals (e.g. implants) using
the cutting wheel or the routers!

» Cover the operating area.

WARNING » Carefully remove metal shavings from the operating site.

» Make certain that the implant is properly cooled.

>

Damage to micro instruments caused by incorrect handling!
» Protect products against overstraining.
» Do not bend the handpiece shaft.

>

CAUTION

Note
Do not run the handpiece without a tool coupled for any length of time!

» To fully exploit the advantages of this power system, operate it at maximum motor speed whenever possible.
» Remove any surface contamination with a moistened, disposable wipe/paper tissue immediately after use.

5.  Validated reprocessing procedure

5.1  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 CJD, 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
www.extranet.bbraun.com

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

5.2  Single-use products

Risk of infection for patients and/or users and impairment of product functional-
ity due to reuse. Risk of injury, illness or death due to contamination and/or
impaired functionality of the product!

WARNING » Do not reprocess the product!
Art. no. Designation
GE401SU to GE6555U Tools

GE280SU to GE298SU
GE700SU to GE729SU

GB761SU to GB766SU Spray nozzles




5.3  Reusable products

Reprocessing limit

Reusable products supplied in sterile condition

GE401R to GE655R Tools
GE702R to GE729R

» Do not use products from open or damaged sterile packaging.
» Do not use the product after its use-by date.
Reusable products supplied in an unsterile condition

GB751R, GB752R, GB753R Handpieces, straight

GB756R, GB757R, GB758R Handpieces, angled

GB771R, GB772R, GB773R Handpieces, angled, XL

» Carry out sterile processing of the product prior to first use.

5.4  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:

M 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.

W 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.

5.5  Preparations at the place of use

» 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.

5.6  Preparation before cleaning
» Carry out non-fixating/NaCl-free pre-cleaning immediately after use.

5.7  Cleaning/disinfection

Product-specific safety instructions for the reprocessing procedure

Fire hazard!
» Do not use flammable or explosive cleaning or disinfecting solutions.
» Ensure that no fluids will penetrate the product.

DANGER
Damage to the product due to inappropriate cleaning/disinfecting agents!
» Only use cleaning/disinfecting agents approved for surface cleaning. Follow
the manufacturer's instructions for the respective cleaning/disinfecting agent.
CAUTION

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 plastic material and high-grade steel,
» Observe specifications regarding concentration, temperature and exposure
time.
» Do not exceed the i permitted cleaning temperature of 55 °C.

» Do not clean motors/handpieces by ultrasonic treatment and do not immerse them in any liquids. To avoid the
risk of corrosion/malfunctioning, allow any fluid that has entered the product to drain out immediately.
» Carry out ultrasound cleaning:
- as an effective mechanical supplement to manual cleaning/disinfecting.
- as a pre-cleaning procedure for products with encrusted residues, in preparation for mechanical cleaning/
disinfecting.
- asan integrated mechanical support measure for mechanical cleaning/disinfecting.
- for additional cleaning of products with residues left after mechanical cleaning/disinfecting.

Validated cleaning and disinfection procedure

Manual cleaning and ® When cleaning products with movable hinges, ~ Chapter Manual cleaning/
wipe disinfection ensure that these are in an open position and, if disinfecting and subsection:
applicable, move the joint while cleaning. W Chapter Manual clean-
ing and wipe disinfecting

B Handpiece

W Drying phase: Use a lint-free cloth or com-
pressed air for medical purposes

W Ensure that the product is positioned in such a
way that water will not enter the product e.g.
through coupling interfaces. (Immediately
remove any fluid that entered the product inad-
vertently.)

Chapter Manual cleaning/
disinfecting and subsection:

Manual cleaning with = Cleaning brush
ultrasound and immer-

sion disinfection ® When cleaning products with movable hinges,

ensure that these are in an open position and, if ® Chapter Manual clean-

| Tools applicable, move the joint while cleaning. ing with ultrasound and
X i immersion disinfection
W Drying phase: Use a lint-free cloth or com-
pressed air for medical purposes
Mechanical alkaline B Insert the product in its proper position in the Chapter Mechanical clean-

cleaning and thermal Eccos holder. ing/disinfecting and subsec-

disinfecting . - . tion:
B When using the rinsing device (GB694R), couple

the handpiece onto the rinsing device and con-
nect the rinsing device using the silicone tube
with the rinsing connector of the rinsing cart
(cleaning and disinfection device).

W Chapter Mechanical
alkaline cleaning and
thermal disinfecting

W The products may only be cleaned mechanically
with an appropriate Eccos holder or rinsing
device.

5.8 Manual cleaning/disinfecting

» 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 and wipe disinfecting

- D-W -

| Cleaning RT (cold) -
Il Drying RT - - - -
mn Wipe disinfec- - >1 - - Meliseptol HBV wipes
tion 50 % Propan-1-ol
v Final rinse RT (cold) 0.5 - 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

Phase |

» Clean the product under running faucet water, using a suitable cleaning brush until all visible residues have been
removed from the surfaces.

» Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

Phase Il

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

Phase llI

» Wipe all surfaces of the product with a single-use disinfectant wipe.

Phase IV
> After the specified exposure time (at least 1 min), rinse the disinfected surfaces under running FD water.
» 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.

5.9 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

| D-W B

Prerinse <25/77 3

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.

5.10 Inspection, maintenance and checks

» Allow the product to cool down to room temperature.

» Inspect the product after each cleaning and disinfecting cycle to be sure it is: clean, functional, and undamaged.

» Hi-Line XS handpiece must be sprayed through with Aesculap-STERILIT oil spray GB600 with adapter GB600820
until clear oil emerges from the product.

» Check the product for any damage, abnormal running noise, overheating or excessive vibration.

Inspect tools for broken, damaged or blunt edges.

» Set aside the product if it is damaged.

v

5.11 Packaging

» Always follow the instructions for use of the respective packaging and storage devices (e.g. instructions for use
TA009721 for the Aesculap-Eccos storage system).

» Insert the product in its proper position in the Eccos holder, or put it on a tray in such a way that the product is
protected against damage. Ensure that all cutting edges are protected.

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

» Ensure that the packaging will prevent a recontamination of the product.

5.12 Steam sterilization

Note
The handpieces must be steam sterilized due to the limited tolerance to high temperature of the materials in them. Do
not sterilize the handpieces with hot air or ethylene oxide (Et0).

The handpieces and tools (GE401R to GE729R) can be sterilized in their storage units.

» Check to ensure that the sterilizing agent will come into contact with all external and internal surfaces (e.g. by
opening any valves and faucets).

» Validated sterilization process
- Disassemble the product
- Steam sterilization 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.

5.13 Sterilization for the US market

B 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.

5.14 Storage

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

6. Maintenance

Risk of burns, necroses and reduced functionality of the tools due to hot blades!
» Do not re-sharpen or manipulate the tools.

WARNING

To ensure reliable operation, the product must be maintained as indicated on the maintenance label.

e.g. 2011-02
For technical service, please contact your national B. Braun/Aesculap agency, see Technical Service.

7.  Troubleshooting list

Handpiece cannot be - Threaded ring not in Turn the threaded ring in the
coupled to the motor "unlocked" position direction of the arrow in sym-

bol B» as far as it will go

Tool cannot be coupled - Tool shaft bent Use a new tool
to the handpiece
- Handpiece sheath bent ~ Have product repaired by the

manufacturer

Tool cannot be uncou-
pled

Pressure point cannot
be passed

Tool can not be uncou-
pled even with the slide
fully actuated

Automatic locking
mechanism defective

Fixation screw worn

Couple the tool with the slide
actuated

Have product repaired by the
manufacturer

Locking ring/clip in Slide locked Rotate the locking ring/locking
locked position clip by 180° to unlock the slide
Handpiece not running  Motor runs with hand- Handpiece blocked Have product repaired by the

piece decoupled

Motor safety stop in "0"
position

Motor locked

manufacturer

Turn the safety stop on the
motor to the "I" position

Loud running noise

Handpiece heats up
too much

Loud running noise dur-
ing normal operation

Significant heat-up
after short period of
operation

Worn gear or bearing

Worn gear or bearing

Have product repaired by the
manufacturer

Have product repaired by the
manufacturer

8. Technical Service

WARNING

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

» For service and repairs, please contact your national B. Braun/Aesculapagency.
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 -1601
Fax: +49 (7461) 14 -939
E-Mail: ats@aesculap.de

Or in the US:

Attn. Aesculap Technical Services

615 Lambert Pointe Drive

Hazelwood

MO, 63042 USA

Aesculap Repair Hotline

Phone: +1(800) 214 -3392

Fax: +1(314) 895 -4420

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



9.  Accessories/Spare parts

GB600 Aesculap maintenance oil

GB600820 STERILIT-Power Systems adapter

GB473 Eccos storage mounting set

GB613R Eccos storage aid for tools

GB614R/GB611R Eccos storage aid for handpieces

GB694R Rinsing device

GB761SU Spray nozzles (for single use): 1 ring
GB762SU 2 rings
GB763SU 3 rings
GB764SU XL, 1 ring
GB765SU XLI, 2 rings
GB766SU XLI, 3 rings
GE401R to GE655R Tools: reusable
GE401SU to GE658SU single use
GE702R to GE729R XL tools: reusable
GE280SU to GE298SU single use
GE700SU to GE729SU

GB770 Locking clip

JF223R, JF222R Tray

JK400, JK401 Container

10. Technical data

GB751R 30¢g 1ring 38 mm @ 17.5%x91.5
S74932

GB752R 359 2 rings 68 mm @ 175x%x121.5
S74933

GB753R 409 3 rings 98 mm @ 17.5x 151.5
S74934

GB756R 359 1ring 38 mm & 17.5x108.5
GB757R 409 2 rings 68 mm @ 17.5x 1385
GB758R 4549 3 rings 98 mm @ 17.5x 168.5
GB771R 549 1ring 128 mm & 17.5x198.5
GB772R 58 ¢g 2 rings 158 mm @ 17.5x 2285
GB773R 68 g 3 rings 218 mm @ 17.5x 2885

11. Disposal

» Detailed information concerning the disposal of the product is available through your national B. Braun/Aesculap
agency, see Technical Service.

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

Aesculap Inc.

3773 Corporate Parkway
Center Valley, PA, 18034,
USA

TA-Nr. 011267 11/12 V6  And.-Nr. 46302
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Aesculap”
Nasadce Hi-Line XS

Legenda

Drik

Nésadec

Zarazka

Zavitovy krouzek
Spojka nasadce
Motor HiLAN XS
Bezpecnostni zarazka
Nastroj

9 Uchyceni nastroje
10 Ostfikovaci tryska
11 Hadicova olivka

12 Oplachovaci hadice

©®NOU A WN =

Symboly na produktu a na baleni

ﬁ Smér otaceni "doprava” k odblokovani nasadce
-

g Smér otaceni "doleva" k zablokovani nasadce
—

Kratky nasadec, resp. nastroj
(azky krouzek)

-l -

Stredni nasadec, resp. nastroj (dva malé krouzky)

- | -

Dlouhy nésadec, resp. nastroj (tfi malé krouzky)

] || -
i

Krétky XL nasadec resp. nastroj (Siroky krouzek)

Stredni XL nasadec resp. nastroj (dva Siroké krouzky)

] | .

Dlouhy XL nasadec resp. nastroj (tfi Siroké krouzky)

i | | I
#

napf. 2011-02

Upozornéni na nasledujici termin Gdrzby (datum) u mezinérod-
niho zastoupeni B. Braun/Aesculap, viz Technicky servis

1.  Bezpeéna manipulace

» Novy vyrobek od vyrobce po odstranéni transportniho obalu a pred prvni sterilizaci vy&istéte (ruéné nebo stro-
jové).

» Pred pouzitim vyrobek zkontrolujte na funkénost a bezchybny stav.

» Aby se predeslo Skodam v disledku neodborné montaze nebo provozu a nebyl ohrozZen narok na zaruku:
- Pouzivejte vyrobek pouze podle pokynl uvedenych v tomto navodu k pouziti.
- Respektujte bezpecnostni informace a pokyny k provozni udrzbé.
- Vzijemné kombinujte pouze vyrobky Aesculap.

» \iyrobek a prisluSenstvi sméji provozovat a pouzivat pouze osoby, které maji potfebné vzdélani, znalosti a zkuse-
nosti.

» Navod k pouziti uchovavejte na misté pristupném pro uzivatele.

» Kombinujte pouze nasadce a nastroje se stejnym oznacenim krouzku.

Vyrobek k jednomu pouZziti

Nebezpedi infekce pacienta a/nebo uZivatele a negativniho ovlivnéni funkénosti
vyrobki v pFipadé opétovného poutziti. Znedisténi a/nebo snizena funkénost
vyrobki mohou vést ke zdravotni ujmé, onemocnéni nebo umrti!

VAROVANI » Vyrobek neupravujte.

Vyrobky GE280SU - GE298SU, GE401SU - GE729SU a GB761SU - GB766SU jsou sterilizovany zafenim a sterilné

zabaleny.

Vyrobek se nesmi pouzivat opakovang.

» Nepouzivejte nikdy vyrobek z otevieného nebo poskozeného sterilniho baleni.

» \iyrobek pred kazdym pouzitim prohlédnéte, zda neobsahuje: uvolnéné, zprohybané, zlomené dily a odlomené
nebo trhlinkami poskozené dily.

» Nikdy nepouZivejte poskozeny a nebo vadny vyrobek. Poskozeny vyrobek okamzité vyradte.

» \iyrobek opétovné nesterilizujte.

» Viyrobek po uplynuti doby pouzitelnosti jiz nepouzivejte.

2.  Popis vyrobku

2.1  Komponenty potiebné k provozu

Kat. ¢. Nazev

Motor HiLAN XS
microspeed uni

napf. GA740R, GA741R, GA519
napf. GD670, GD675

GB751R, GB752R, GB753R Nasadce, rovné

GB756R, GB757R, GB758R Nasadce, uhlové

GB771R, GB772R, GB773R Nasadce, uhlové, XL

Nastroje pro:

GB751R, GB756R
GB752R, GB757R
GB753R, GB758R

GE401R/SU - GE437R/SU, GE456SU - GE475SU
GE501R/SU - GE574R/SU
GEBO3R/SU - GE658R/SU

GE700SU - GE729R/SU GB771R
GE280SU - GE288SU GB772R
GE290SU - GE298SU GB773R

GB761SU - GB7665U Postfikovaci trysky

2.2 Ugel pousiti
Rovné nasadce GB751R - GB753R i uhlové nésadce GB756R - GB758R, GB771R - GB773R se pouzivaji v mikrochi-
rurgii, neurochirurgii, v chirurgii patere, ORL chirurgii, v elistni chirurgii a v ortopedii.

2.3 Zpusob funkce

Nasadce prejimaji otacky motoru a prevadéji rotaci v poméru 1:1 na upnuty nastroj.

Nasadce Ize pfipojit k motoru v 15 riznych polohach.

Nastroje (napf. GE401R/SU - GE655R/SU) a nastroje XL (napf. GE280SU - GE298SU resp. GE700R/SU bis GE729R/SU)
se pouzivaji ke zpracovani kosti.

Oddélovaci kotouce (GE430SU resp. GE530SU) a hrubovaci frézy (GE528SU resp. GE628SU) se pouzivaji ke zpraco-
vani kovu (implantaty, kostni Srouby atd.) a kosti.

3.  Priprava

Pokud nebudou dodrzeny nasledujici predpisy, neprebira Aesculap zadnou zodpovédnost.
» Pfiinstalaci a provozu vyrobku dodrzujte:

- narodni instalacni a provozni predpisy,

- narodni predpisy k ochrané pfed pozarem a vybuchem.

3.1 Prvni uvedeni do provozu
Nebezpe&i zdravotni Gjmy a/nebo nespravného fungovani v disledku nespravné

bsluhy IékaFského [ ického systému!
» Dodrzujte navody k pouziti vSech medicinskych pFistroju.

VAROVANI

» Pred pouzitim zkontrolujte nasadce a jejich pfislusenstvi na viditelna poskozeni.
» Pouzivejte pouze bezvadné nasadce a pfislusenstvi.

4, Prace s nasadci

4.1  Prfiprava

Nebezpeéi poranéni a materialnich $kod v dusledku neimysiného spusténi motoru!
» Bezpecnostni zarazku na motoru otocte do polohy "0".
» Nastroje vyménujte pouze pfi zajisténém motoru.

VAROVANi
Nebezpedi infekei a kont: i! Nasadce se dodavaji v nesterilnim stavu!
» Pred uvedenim do provozu nasadce sterilné zpracujte.
VAROVAN{
Nebezpedéi zranéni zal ymi nebo z| ymi nastroji!
» PouZivejte pouze nasadce se stejnym poctem krouzki.
» Nastroje, u nichz jiz nelze rozpoznat krouzky, jiz nepouzivejte.
VAROVAN{

Pfipojeni pfislusenstvi

Kombinace pfislusenstvi, které nejsou uvedeny v tomto navodu k pouziti, Ize pouZit pouze tehdy, kdyz jsou vyslovné
uréeny k danému pouZziti. Vykonové charakteristiky ani bezpe¢nostni pozadavky tim nesméji byt negativné ovlivnény.

4.2 Pfipojeni nastroje

Nebezpedi popaleni, resp. urazu ohnutymi, resp. nespravné pfipojenymi nastroji!
» Pouzivejte vyhradné bezvadné rovné nastroje.
» Zajistéte, aby byl nastroj spravné pripojen.

VAROVANI » Nastroje, u nichz jiz nelze rozpoznat krouzky, jiz nepouzivejte.

» Uchopte nastroj v fezné oblasti opatrné, aby nedoslo k profiznuti rukavice.

» Zavedte nastroj 8 do uchyceni nastroje 9 na nasadci 2 k tlakovému bodu. Nastroje, které se obtizné zavadéji nebo
se zablokovaly jiz nadale nepouzivejte.

» Nasurite nastroj 8 na dosaz na nisadec 2 do nalezeni spravné polohy.
Oznaceni krouzk(i na nastroji musibyt zakryto drikem nasadce.
Nastroj se automaticky zablokuje.

» Pokud nelze tlakovy bod nastrojem prekonat: Zarazku 3 zcela potahnéte zpét proti sile pruziny a nastroj nasunte
na doraz do nasadce 2.

» Uvolnéte zarazku 3.
Nastroj se jiz nesmi tahem uvolnit.



4.3  Odpojeni nastroje

» Drzte nastroj 8 pevné.

» Zarazku 3 na nasadci 2 vytahnéte zpét.
» Sejméte nastroj 8 z nasadce.

4.4 Pfipojeni nasadce k motoru

» Bezpecnostni zarazku 7 na motoru 6 otocte do polohy "0".

Zavitovy krouzek 4 nasadce 2 otacejte ve sméru Sipky symbolu 3» na doraz.

Basadec 2 nasurite na spojku nasadce 5 na motoru 6 tak, aby kolik nasadce zapad| do vybrani na spojce nasadce.
Zavitovy krouzek 4 otocte na doraz ve sméru Sipky symbolu <ﬂ.

Zajistéte, aby byl zavitovy krouzek dotaZeny na doraz, protoZe by se za provozu mohl vlivem vibraci uvolnit.
Nasadec je pfipojeny.

>
>
>
>

4.5 Odpojeni nasadce od motoru

» Bezpecnostni zarazku 7 na motoru 6 otocte do polohy "0".

» Zavitovy krouzek 4 otocte na doraz ve sméru Sipky symbolu 3».
» Nasadec 2 sejméte z motoru.

4.6  Pfipojeni/odstranéni postfikovaci trysky

Nebezpeci zlomeni postikovaci trysky pfilis silnym ¢i ¢astym ohybanim!
» S postfikovaci tryskou zachazejte opatrné.

VAROVANI

Upozornéni

K chlazeni ndstrojii a zejména pro zamezeni vzniku nekrozy v dusledku pfilis vysoké teploty Ize na ndsadce upevnit
postrikovaci trysku.

Pokud postrikovaci trysky drZi pfilis slabé, mizZe dfik ndsadce v disledku vibraci Spicky potfikovaci trysky prijit do styku
s rotujicim ndstrojem a mohou se tak vytvorit kovové Spony.

Umisténi postfikovacich trysek

Nasadce (kat. &) Krouzky Postfikovaci trysky (kat. &.)
GB751R, GB756R | GB761SU
GB752R, GB757R 1l GB762SU
GB753R, GB758R 1} GB763SU
GB771R XLI GB764SU
GB772R XLII GB765SU
GB773R XL GB766SU

PFipojeni postfikovaci trysky
» Nasunte postfikovaci trysku 10 zepfedu na dfik 1 nasadce.

» Pripevnéte oplachovou hadicku 12 na hadicovou olivku 11. Pfitom podrzte postfikovaci trysku 10 na hadicové
olivee 11.

» Popfipadé nastavte Spicku postfikovaci trysky na nastroj.
» Mnozstvi oplachové kapaliny nastavte na fidicim pfistroji, viz navod k pouziti oplachového cerpadla HiLAN
GAS530, resp. fidici jednotky microspeed uni s chladici jednotkou GD670.

Odstranéni post¥ikovaci trysky
» Stahnéte oplachovou hadicku 12 z hadicové olivky 11.
» Postrikovaci trysku 10 stahnéte z dfiku 1.

4.7  Funkéni zkouska

» Pred kazdym pouzitim zkontrolujte ndsadce ve zkuSebnim chodu.

» Zajistéte, aby byly nasadce a nastroje v fadném stavu.

» Zajistéte, aby byly nasadce spravné pfipojeny.

» Zajistéte, aby byly nastroje spravné pfipojeny.

» Davejte pozor na poskozeni, neobvyklé zvuky pfi chodu, pfilis silné vibrace a nadmémé zahfivani nasadca.
» Zajistéte, aby nasadce nebyly po kratkém provozu teplejsi nez teplota ruky.

4.8 Obsluha

Nebezpedi urazu a/nebo nespravné funkce!
» Pred kazdym pouzitim proved'te funkéni kontrolu.

>

VAROVANIi

Nebezpeci poranéni pfi pouZiti vyrobku mimo zorné pole!
» Vyrobek pouzivejte pouze pod vizualni kontrolou.

>

VAROVANIi

Nebezpedi zranéni zal ymi nebo i nastroji!
» Pouzivejte pouze bezvadné a rovné nstroje. Nastroj nasazujte pouze s pouzitim
mirného tlaku.

>

VAROVANIi

Nebezpedi poskozeni oéi ¢asticemi uvolnénymi z nastroje!
» Pfi praci se sy y motord je b d ¢né nutno p

t ochranné bryle.

>

VAROVANIi

Nebezpec¢i popaleni a vzniku nekréz od horkych Fezu nastroje!
» Nastroj v priib&hu nasazeni stale ochlazujte.
» Pouzivejte pouze ostré nastroje.

>

VAROVANIi

Koagulace tkané pacienta zpusobena horkym nasadcem!
» Nechejte nasadec vychladnout.
» Nasadce s poskozenymi lozisky nadale nepouzivejte.

>

VAROVANI

Neh

peci poranéni odpojenym nastrojem!
Nebezpeci popaleni o horké upeviiovaci Srouby!
i ich Sroubl a v disledku toho ztraty funkénosti pFi

Neh X oot

>

pecip P
VAROVANI dotyku zarazky za provozu!
» Za provozu nikdy nespoustéjte zarazku na nasadci.

Nebezpe¢i infekce a kontaminace v dusledku tvorby aerosolu!
» Ucifite vhodna ochranna opatfeni jako napf. vodotésny ochranny odév, obli-
Cejova maska, ochranné bryle, odsavani.

>

VAROVANI

Nebezpeéi urazu a poskozeni nastroje/systému! Rotujici nastroj miize zachytit
kryci rousky (textilie, atd.)!
» Nastroj nesmi za provozu prijit do styku s krycimi rouskami (textiliemi, atd.).

>

VAROVANI

Nebezpedi poranéni tkané/tvorby nekréz pri oddélovani kovi (napf. implantati)
oddélovacim kotoucem, resp. hrubovaci frézou!

» Zakryjte operacni pole.

VAROVANI » Z operacniho pole peclivé odstrarite kovové t¥isky.

» Implantat dostatecné chlad'te.

>

Riziko posk i mikronastroju v du nespravného zachazeni!
» Chraiite vyrobky pfed nadmérnou namahou.
» Drik nasadce neohybejte.

>

POZOR

Upozornéni
Nepouzivejte ndsadec delsi dobu bez upnutého ndstroje!

» Pro pokud mozno nejlepsi vyuziti systému motoru pracujte s co nejvy3simi otackami.

» Povrchové znecisténi odstrante bezprostfedné po pouziti navlhéenou jednorazovou utérkou nebo papirovym
kapesnikem.

5.  Validovana metoda upravy

5.1 Vseobecné bezpecnostni pokyny

Upozornéni

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

Upozornéni

U pacientu s Creutzfeldt-Jakobovou nemoci (CIN), podezienim na CJN 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
www.extranet.bbraun.com

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

5.2 Vyrobky k jednorazovému pouziti

Nebezpe¢i infekce pacienta a/nebo le a naruseni fungovani vyrobki v
dusledku opakovaného pouziti. Zne¢isténi a/nebo naruseni fungovani vyrobki
mize mit za nasledek zranéni, nemoc nebo smrt!

VAROVANI » Vyrobek nezpracovavejte!
Kat. ¢. Nézev
GE401SU - GE655SU Nastroje

GE280SU - GE298SU
GE700SU - GE729SU

GB761SU - GB7665U Postfikovaci trysky




5.3  Produkty k vicenasobnému pouziti

Omezeni opétovné lpravy

Vyrobky k opakovanému pouZziti, dodavané jako sterilni

GE401R - GE655R Nastroje
GE702R - GE729R

» Nepouzivejte nikdy vyrobek z otevieného nebo poskozeného sterilniho baleni.
» Vyrobek po uplynuti doby pouzitelnosti jiz nepouzivejte.

Vyrobky k opakovanému pouZziti, dodavané jako nesterilni

GB751R, GB752R, GB753R Nasadce, rovné

GB756R, GB757R, GB758R Nésadce, Ghlové

GB771R, GB772R, GB773R Nasadce, thlové, XL

» \Vyrobek pred prvnim pouzitim zpracujte.

5.4  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 pfekrocit 6 hodin a nemély by se aplikovat fixa¢ni teploty k

pFedgisténi >45 °C a nemély pouzivat zadné fixaéni desinfekéni prostfedky (na bazi aldehydu nebo alkoholu).

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

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

U nerezavéjicich oceli vedou zbytky chléru nebo chloridl, napt. zbytky po operaci, medikamenty, roztoky kuchynské

soli, obsazené ve vodé k Cisténi, desinfekci a sterilizaci, ke koroznim poskozenim (diilkova koroze, koroze po mecha-

nickém napéti) a tim ke zni€eni vyrobki. K odstranéni je zapottebi dostate¢ny oplach demineralizovanou vodou

s naslednym susenim.

V pfipadé potieby dosuste.

Smi se pouzivat pouze prezkousené a schvalené procesni chemikalie (napf. schvaleni VAH nebo FDA, popf. oznageni

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

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

W Optické zmény materialu jako napf. vyblednuti nebo zmény barvy u titanu a hliniku. U hliniku mize dojit
k viditelngym zmé&nam na povrchu jiz pfi hodnoté pH >8 aplikaéniho/hotového roztoku.

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

» K Cisténi nepouzivejte kovové kartace nebo jiné abrazivni prostiedky, které by mohly povrchy poskodit, protoze
jinak hrozi nebezpedi koroze.

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

5.5  Priprava na misté pouziti

» Viditelné zbytky po operaci pokud mozno UpIné odstrarite vlhkou, vlas nepoustéjici utérkou.
» Vyrobek transportujte suchy v uzavienych prevoznich kontejnerech do 6 h k ¢isténi a desinfekci.

5.6  Priprava pred ¢isténim
» Ihned po pouziti provedte predisténi metodou nefixujici proteiny/bez pouziti NaCl.
5.7  Cisténi/desinfekce
Vseobecné bezpecnostni pokyny k postupu tpravy
Nebezpeci pozaru!

» Nepouzivejte Zadné hoflavé nebo vybusné ¢istici a dezinfekéni prostredky.
» Zajistéte, aby do produktu nevnikla Zadna kapalina.

NEBEZPEC
Nebezpegi posh i produktu v disledku pouziti nevhodnét . e
niho prostiedku!
» K &isténi ploch pouzivejte povolené &istici/dezinfekéni prostredky podle pokynii
POZOR ctee]
Riziko poskozeni vyrobku v disledku pouZiti nevhodnych &isticich/desinfekénick

prostiedku a/nebo pfili$ vysokych teplot!

» Pouzivejte cistici a d kéni prostfedky podle pokynii vyrobce,
POZOR - pripustné pro plasty a uslechtilou ocel,

» Dodrzujte pokyny pro koncentraci, teplotu a dobu pusobeni.

» Neprekracujte maximalni pripustnou teplotu cisténi 55 °C.

» Motory/nasadce nedistéte v ultrazvukové |azni ani je nevkladejte do tekutin. Vniknutou kapalinu nechte okamzité
vytéct, v opaéném pripadé hrozi nebezpedi koroze/vypadek funkce.
» Ultrazvukové Cisténi provadéjte:
- jako efektivni mechanickou podporu k ruénimu ¢€isténi/desinfekci.
-k pred¢isténi produktd se zaschlymi zbytky pred strojnim ¢isténim/desinfekci.
- jako integrovanou mechanickou podporu pfi strojnim €isténi/desinfekei.
-k dogisténi vyrobki s neodstranénymi zbytky po strojnim ¢isténi.

Validovany postup cisténi a desinfekce

Rucni &isténi a desin- m Vyrobek s pohyblivymi klouby Gistéte v oteviené  Kapitola Rucni &isténi/des-
fekce otiranim pozici resp. pohybuijte klouby. infekce a podkapitola:
W Kapitola Rucni ¢isténi a

B Nasadec B Faze sudeni: PouZijte utérku nepoustéjici vlas
desinfekce otiranim

nebo medicinsky stlaceny vzduch

W Dbejte na to, aby byla poloha vyrobku zvolena
tak, aby do vyrobku nemohla vniknout voda,
napf. pres spojku nasadce. (Nechténé vniknutou
kapalinu neprodlené odstrafite.)

Rucni ¢isténi ultrazvu- m Cistici karta¢ Kapitola Ruéni ¢isténi/des-
kem a desinfekce pono- 3 L Yy L. infekce a podkapitola:
fenim ® Vyrobek s pohyblivymi klouby Cistéte v oteviené

. pozici resp. pohybujte klouby. W Kapitola Ruéni CiSt.EnI
B Nastroje ) L N e ultrazvukem a desin-
B Faze suSeni: Pouzijte utérku nepoustéjici vlas fekee ponofenim

nebo medicinsky stlaceny vzduch

Kapitola Strojni ¢isténi/des-
infekce a podkapitola:

Strojni alkalické CiSténia  m \yrobek ulozte ve spravne poloze do drzaku
tepelna desinfekce Eccos.

m Pfi pouiti postfikovaciho zafizeni (GB694R) pii- ™ Kapitola Strojnialkalické
pojte nasadec na postfikovaci zafizeni a postfi- Cisténi a tepelnd desin-
kovaci zafizeni pfipojte silikonovou hadici na fekee
postfikovaci vozik (RDG).

W Strojové Cisténi vyrobku je pfipustné pouze s
pouzitim prislusného drzaku Eccos, resp. opla-
chovaciho zafizeni.

5.8  Ruéni &isténi/desinfekce

» Pred rucni desinfekei nechejte z vyrobku dostatecné okapat oplachovaci vodu, aby nedoslo ke zfedéni roztoku
desinfekéniho prostredku.
» Po ruénim ¢&isténi/desinfekci zkontrolujte viditelné povrchy vizualné na pfipadné zbytky.

» V piipadé potfeby postup Cisténi/desinfekce zopakujte.
PV -

Ruéni ¢isténi a desinfekce otiranim

Cisténi PT - -
(chladno)
] Suseni PT - - - -
n Desinfekce otiranim - >1 - - Meliseptol HBV ubrousky 50 %
propan-1-ol
1\ Zavérecny oplach PT 0,5 - DEV -
(chladno)
v Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimalné v kvalité pitné
vody)
PT: Pokojov teplota

Faze |

» Cistéte na povrchu pod tekouci vodou popfipadé za pouziti vhodného Eisticiho kartace, dokud nebudou vidét
Zadné zbytky.

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

Faze Il

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

Faze Ill
» Vyrobek dikladné cely a vytiete dezinfekcni utérkou k jednomu pouziti.

Faze IV
» Dezinfikované plochy po uplynuti doby pisobeni (minimalné 1 min) oplachnéte pod demineralizovanou vodou.
» 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.

Rucni ¢isténi ultrazvukem a desinfekce ponofenim

Ultrazvukové cisténi Koncentrat neobsahujici alde-

[chladno] hydy, fenoly a QAV, pH ~ 9*
Il Mezioplach PT 1 - PV -
(chladno)
n Desinfekce PT 15 2 PV Koncentrat neobsahujici alde-
(chladno) hydy, fenoly a QAV, pH ~ 9*
1\ Zavérecny oplach PT 1 - DEV -
(chladno)
v Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, 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 Cistéte minimané 15 min v ultrazvukové lazni (frekvence 35 kHz). Pfitom je zapotiebi dbat na to, aby
viechny pfistupné plochy byly namoceny a zabranit vzniku zvukovych stind.

Viyrobek Cistéte vhodnym ¢isticim karta¢em v roztoku tak dlouho, az na povrchu nebudou viditelné zadné 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 dukladné proplachnéte pomoci vhodné stfikacky na jedno pouziti dezinfekénim roztokem
s Cisticim ucinkem, minimalné vsak 5 krat.

Faze Il

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

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

Faze Il

» \iyrobek Uplné ponofte do desinfekéniho roztoku.

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

» Proplachnéte lumen na za¢atku doby plsobeni vhodnou stfikackou na jedno pouZziti nejméné 5 krat. Dbejte pfi-
tom na to, aby byly namoceny viechny pfistupné povrchy.

Faze IV

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

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi koneéném oplachu pohybujte.
» Proplachnéte lumen vhodnou stfikackou na jedno pouZiti nejméné 5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.

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

5.9  Strojni Cisténi/desinfekce

Upozornéni

Cistici a desinfekcni 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.

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

Féze Krok T t Kvalita Chemie/poznamka
[*C/°F]  [min] vody
| Predoplach <25[77 3 PV -
] 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 Termodesinfekce 90/194 5 DEV -
\ Suseni - - - Podle programu ¢isticiho a desinfeké-
niho pfistroje
T-W: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimalné v kvalité pitné
vody)

*Doporucen: BBraun Helimatic Cleaner alcaline
» Po strojovém ¢isténi a desinfekei zkontrolujte viechny viditelné povrchy, zda na nich nejsou zbytky.

5.10 Kontrola, udrzba a zkousky

» Vyrobek nechejte vychladnout na teplotu mistnosti.

» \iyrobek po kazdém cisténi a desinfekci zkontrolujte na: ¢istotu, funkei a pfipadna poskozeni.

» Nasadec Hi-Line XS proplachujte olejovym sprejem Aesculap-STERILIT GB60O s pouzitim adaptéru GB600820,
dokud nebude vychazet Ciry olej.

» Produkt zkontrolujte na poskozeni, nepravidelné zvuky za chodu, nadmérné zahfivani nebo pfilis silné vibrace.

» Nastroj zkontrolujte na ulomend, ohnuta a tupa ostfi.

» Poskozeny vyrobek okamzité vyradte.

5.11 Baleni

» Dodrzujte ndvody k pouZiti pouzitych baleni a uloZeni (napf. navod k pouziti TAO09721 pro ukladaci systémy
Aesculap-Eccos).

» Vyrobek ulozte ve spravné pozici do drzaku Eccos nebo jej uloZte do sita chranény proti poskozeni. Zajistéte
ochranu ostfi nastroji.

» Sita zabalte pfiméfené sterilizatnimu postupu (napF. do sterilnich kontejnerd Aesculap).

» Zajistéte, aby obal zabezpedil uloZzeny vyrobek v roti opétovné kontaminaci.

5.12 Parni sterilizace

Upozornéni
Ndsadce jsou s ohledem na materidly a teploty uréeny k parni sterilizaci. Ndsadce proto nesterilizujte horkym vzdu-
chem ani etylenoxidem (EO).

Nasadce a nastroje (GE401R - GE729R) Ize sterilizovat v uloZeni.

» Zajistéte, aby sterilizani prostfedek mél pfistup ke viem vnéjsim i vnitfnim povrchim (napf. otevfenim ventill a
kohoutu).

» Validovana metoda sterilizace
- Vyrobek rozeberte
- Parni sterilizace frakéni vakuovou metodou
- Parni sterilizator podle DIN EN 285 a validovany podle DIN EN ISO 17665
- Sterilizace frakéni vakuovou metodou pfi teploté 134 °C, doba plsobeni 5 min

» Pfi soutasné sterilizaci vice vyrobki v parnim sterilizatoru: zajistéte, aby nebylo pfekroceno maximalni dovolené
naloZeni parniho sterilizatoru podle udaji vyrobce.

5.13 Skladovani

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

6. Provozni udrzba

VAROVANI

Nebezpedi popaleni, vzniku nekréz a omezeni funkce néstroji Fezanim za horka!

» Nastroje nepfibrusujte a nemanipulujte s nimi.

Pro zajisténi spolehlivého provozu je nutno provadét udrzbu podle vyznaceni udrzby.

napf. 2011-02

V otazkach servisu se obracejte na své narodni zastoupeni spole¢nosti B. Braun/Aesculap, viz Technicky servis.

7.  ldentifikace a odstrafiovani chyb

Porucha

Nasadec nelze pfizpl-
sobit motoru

Nastroj nelze pfizpiso-
bit nasadci

Nastroj neni mozné
odpojit

Identifikace

Picina

Zavitovy krouzek neni v
odblokované poloze

Drik nastroje ohnuty

Drik nasadce ohnuty

Odstranéni

Zavitovy krouzek otocte na
doraz ve sméru Sipky

symbolu B»
Pouzijte novy nastroj

Nechte opravu provést u
vyrobce

Tlakovy bod nelze pre-
konat

Nastroj nelze odpojit,
prestoze je zarazka
zcela spusténa

Blokovaci krouzek/klip
je v zablokované poloze

Automatické blokovani
vadné

Upeviiovaci Sroub je
opotfebeny

Zarazka je zajiSténa

Nastroj pfipojte pfi spusténé
zarazce

Nechte opravu provést u
vyrobce

Blokovaci krouzek/klip otoéte
pro odblokovani zarazky o
180°

Nasadec nebézi

Motor bézi bez nasadce

Bezpecnostni zarazka
na motoru je poloze "0".

Nasadec je zablokovany

Motor zajistén

Nechte opravu provést u
vyrobce

Bezpecnostni zardzku na
motoru otocte do polohy

Hluény provoz

Nasadec se pfilis
zahfiva

Hluény chod pfi normal-
nim provozu

Zahfivavi za kratky ¢as
ustane

Opotfebeni pfevodi/
lozZisek

Opotfebeni prevodi/
loZisek

Nechte opravu provést u
vyrobce

Nechte opravu provést u
vyrobce

8.  Technicky servis

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

VAROVANI

» V otazkach servisu a oprav se obracejte na své narodni zastoupeni spole¢nosti B. Braun/Aesculap.
Provadéni zmén na zdravotnickych prostfedcich mize mit za nasledek ztratu zaruky/narokd ze zaruky jakoz i pFipad-

nych povoleni.

Adresy servisi

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen / Germany

Phone: +49 7461 95-1601
Fax: +49 7461 14-939
E-Mail: ats@aesculap.de

Adresy dal3ich servisti se dozvite prostfednictvim vyse uvedené adresy.



9.  PrisluSenstvi/Nahradni dily

GB600 Aesculap-Pfleged!

GB600820 Adaptér STERILIT-Power Systems

GB473 Montazni sada ulozeni Eccos

GB613R UloZeni Eccos pro néstroje

GB614R/GB611R Ulozeni Eccos pro nasadce

GB694R Oplachovaci zafizeni

GB761SU Postfikovaci trysky (k jednorazovému pouziti): 1 krouzek

GB762SU 2 krouzky

GB763SU 3 krouzky

GB764SU XLI, 1 krouzek
GB765SU XLI, 2 krouzky
GB766SU XLI, 3 krouzky

GE401R - GE655R Nastroje: k opakovanému pouziti
GE401SU - GE658SU na jedno pouziti
GE702R - GE729R Nastroje XL: k opakovanému pouziti
GE280SU - GE298SU na jedno pouziti
GE700SU - GE729SU

GB770 Blokovaci sponu

JF223R, JF222R Sito

JK400, JK401 Kontejner

10. Technické parametry

GB751R 30g 1 krouzek 38 mm @ 175%x91,5
S74932

GB752R 359 2 krouzky 68 mm @175x1215
S74933

GB753R 409 3 krouzky 98 mm @ 175x 1515
S74934

GB756R 359 1 krouzek 38 mm @ 17,5x 108,55
GB757R 409 2 krouzky 68 mm @ 175x 1385
GB758R 459 3 krouzky 98 mm @ 17,5x 168,5
GB771R 549 1 krouzek 128 mm @ 17,5%x 1985
GB772R 58¢g 2 krouzky 158 mm @ 17,5x2285
GB773R 68¢g 3 krouzky 218 mm @ 17,5x288,5

11. Likvidace

>V pfipadé otazek ohledné likvidace vyrobku se obracejte na své narodni zastoupeni firmy B. Braun/Aesculap, viz
Technicky servis.

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

V Parku 2335/20

148 00 Praha 4

Tel.: 271091111
Fax: 271091 112
E-mail: servis.cz@bbraun.com

TA-Nr. 011267 11/12 V6  And.-Nr. 46302



	Title
	GB/USA - Hi-Line XS handpiece
	D - Hi-Line XS-Handstücke
	F - Pièces à main Hi-Line XS
	E - Piezas de mano Hi-Line XS
	I - Manipoli Hi-Line XS
	P - Cabos Hi-Line XS
	NL - Hi-Line XS-handstuk
	S - Hi-Line XS-handstycke
	RUS - Наконечники Hi-Line XS
	CZ - Násadce Hi-Line XS
	PL - Rękojeści Hi-Line XS
	SK - Násady Hi-Line XS
	TR - Hi-Line XS- el aletleri



