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Instructions for use/Technical description
Dermatome GA340 [ Dermatome 0.1 mm GA341
Note for U.S. users

This Instructions for Use is NOT intended for United States users. Please

discard. The Instructions for Use for United States users can be obtained by

visiting our website at www.aesculapusa.com. If you wish to obtain a paper
copy of the Instructions for Use, you may request one by contacting your

local Aesculap representative or Aesculap's customer service at 1-800-

ru

282-9000. A paper copy will be provided to you upon request at no addi-

tional cost.
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Product (Dermatome)
Trigger (for oscillation frequency control)
Safety catch

Battery bay

Locking pin

Sterile funnel

Battery

Lid

Lid release element
Battery removal device
Dermatome blade
Sliding surfaces

Blade cover

Roll pin

Clamping lever

Blade guide peg
Pusher dog

Setting lever

Lock (of setting lever)
Dial wheel

Surface

Guide slots

Flap rod

Flaps

Flap tab

Nut

Symbol for alignment of flaps (on the flap rod)

The depictions are schematic only.

Symbols on product and packages

Caution

Labeling of electrical and electronic devices pursuant to
directive 2002/96/EG (WEEE)

Classification Type BF

Manufacturer's batch designation

Manufacturer serial number

Manufacturer order number

Temperature limits during transport and storage

Air humidity limits during transport and storage

Atmospheric pressure limits during transport and stor-
age
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Operating mode

Rx only

According to US federal law, this product may only be
sold by a physician or by the order of a physician

C€..

CE mark according to Regulation (EU) 2017/745

MD

Medical device

Motor speed control

Observe important safety information such as warnings
and precautions in the instructions for use.

Maintenance label
Indication of the next maintenance appointment (Date:
Year-Month)

Rotational direction for loosening the nut

Direction of rotation for tightening the nut

Two-dimensional machine readable code

The code contains a unique serial number that can be
used for electronically tracking single instruments. The
serial number is based on the worldwide standard sGTIN
(GS1).

Manufacturer

Date of manufacture

Follow the instructions for use

Alignment of flaps on the flap rod
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1.  About this document
1.1 Scope

These instructions for use apply to the products listed below:

Art. no. Designation
GA340 Dermatome
GA341 Dermatome 0.1 mm

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

1.2 Warnings

Warnings indicate risks to patients, users, and/or the product that could
develop while using the product. Warnings are marked as follows:

/\ DANGER

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

/\ WARNING

Indicates a potential danger. Minor or moderate injuries may result if
this is not prevented.

A\ cauTION

Indicates a potential damage to property. The product may become
damaged if it is not prevented.

2. General information

2.1 Intended use

Task/Function

When combined with a dermatome blade, the Dermatome GA340 / Der-
matome 0.1 mm GA341, is used to obtain split skin grafts with a thickness
that can be set.

Application Environment

The product fulfills the requirements for type BF pursuant to
IEC/DIN EN 60601-1 and is used in operating rooms in sterile environ-
ments of explosion risk areas (such as areas with pure oxygen or anesthe-
sia gases).

2.2  Main functions and design characteristics

Oscillation frequency min. O rpm to max. 6 500 rpm

2.2.1 Operating mode
Operation with non-periodic load and speed changes (type S9 pursuant to
IEC EN 60034-1)

B 60 second application, 60 second pause
B 10 repetitions

B 30 min cooling time

B Max. temperature 48 °C

Electrical systems generally heat up during continual operation. It is
advised to give the system a break after use to cool down, as listed in the
table on operating mode.

Heating depends on the tool used and the load. After a certain number of
repetitions, the system should cool down. This procedure prevents the sys-
tem overheating as well as possible injury to the patient or user.

The user is responsible for the use and adherence to the pause sequence
described.



2.3 Indications
Type and area of application depend on the selected tool.

2.4  Absolute contraindications

The product is not approved for use in the central nervous system or cen-
tral circulatory system.

2.5 Relative contraindications

The safe and effective use of the product depends greatly on factors that
only operators themselves can control. The information provided therefore
only represents general conditions.

The clinically successful use of the product depends on the knowledge and
experience of the surgeon. They must decide which structures can be sen-
sibly treated and must take the safety information and warnings in the
instruction for use into account.

3. Safe handling

/\ WARNING

Risk of injury and material damage if this product is not used as
intended!

» Use the product only for its intended purpose.

/\ WARNING

Risk of injury and damage to property due to improper handling of the
product!

» Follow the instructions for use of all products used.

B General risk factors associated with surgical procedures are not
described in this documentation.

B It is the operating surgeon's responsibility to ensure that the surgical
procedure is performed correctly.

B The operating surgeon must have a thorough understanding of both the
hands-on and conceptual aspects of the established operating tech-
niques.

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

» Check the functionality and proper condition before using the product.

» Observe "Guidance on Electromagnetic Compatibility (EMC) for
Acculan Components" TA022450, see B. Braun elFU at eifu.bbraun.com

» To prevent damage caused by improper setup or operation, and in order
not to compromise warranty and manufacturer 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.
» Comply with valid standards.

» Ensure that the electrical installation of the room is consistent with the
requirements of I[EC/DIN EN.

» Do not operate the product in explosion-hazard areas.
» Sterilize product before use.

» When using ECCOS holder systems, observe relevant instructions for
use TA009721, see B. Braun elFU at eifu.bbraun.com

Note

The user must report all serious incidents occurring in connection with the
product to the manufacturer and to the competent authority of the country
in which the user is registered.

4. Product description
4.1  Scope of supply

Art. no. Name
GA340 Dermatome
- Or -
GA341 Dermatome 0.1 mm
GA678 Sterile funnel

TA014549 Instructions for use of Dermatome GA340/GA341 (flyer)

4.2 Components required for operation
M Li-lon battery short GA346 (charged)

| Sterile funnel GA678

W Lid GA675

B Dermatome blade GB228R

4.3  Operating principle

The product 1 contains an electric motor, which is powered by a replace-
able battery 7.

The charged non-sterile battery 7 is inserted into the product 1 via the
sterile funnel 6 and sealed with the lid 8 so that it is sterile.

The product moves the dermatome blade 11 in oscillation. The oscillation
frequency is controlled electronically and can be continuously requlated
with the trigger 2.

5. Preparation

Aesculap assumes no liability if the following rules are not followed:

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

» Prior to use, inspect the product and its accessories for any visible dam-
age.

» Use the products and their accessories only if they are in perfect tech-
nical condition.

6. Working with the device
6.1  System set-up

/\ WARNING
Risk of infection and contamination!
Product is delivered unsterilized!

» Sterilize the product before use pursuant to the operating instruc-
tions.

/\ WARNING

Risk of injury and material damage due to accidental activation of the
product!

» Products which are not being actively used must be secured against
accidental activation (position OFF).

/\ WARNING
Risk of injury and material damage due to inappropriate use of tools!

» Always follow the safety advice and information given in the
instructions for use.

» When coupling/uncoupling, handle tools with cutting edges with
care.



/\ WARNING
Damage to the product if dropped!

» Use the products only if they are in perfect technical condition, see
Function check

/\ WARNING

Risk of burns to skin and tissue through blunt tools or if product has
not been maintained properly!

» Use tools only if they are in perfect condition.
» Replace blunt tools.
» Maintain the product properly, see maintenance guide.

/\ WARNING

Risk of injury and/or malfunction due to unrecognized change to cut-
ting setting!

The basic calibration of the cutting setting can change if the product
is dropped, for instance.

» Do not use product.

» Have the manufacturer inspect the product.

6.1.1 Inserting the rechargeable battery
» Product 1 with the battery shaft 4 must be turned upwards and the
sterile funnel 6 (sterile) attached, see Fig. A.

» Battery 7 (non-sterile) is inserted into the battery shaft 4 by a second
(non-sterile) person, see Fig. A.
Note

After the battery has been inserted, multiple signals will sound, which indi-
cate that the product is ready to use.

» After insertion of the battery, have the sterile funnel 6 (non-sterile)
removed by a second person.

» Attach the lid 8 (sterile) in such a manner that it clicks into place with
both release catches 9.

Note

The sterility of the product is only guaranteed with a correctly placed lid.

6.1.2 Intraoperative battery change

/\ WARNING

Risk of injury from hot battery!

Battery may be hot after use in the machine.

» Remove the battery with the battery removal device and let it cool.

The battery removal device is used for replacing the battery during surgery
while ensuring that sterile conditions are maintained.

» Turn the product 1 with the battery shaft 4 upwards.

» Press both safety catches 9 on the lid 8 at the same time and remove
the lid 8.

» Attach the sterile battery removal device 10, see Fig. B.

» Gently shake the product 1 with the attached battery removal
device 10 with battery compartment 4 facing downwards.

The battery 7 slides easily into the battery removal device 10.

» Hand battery removal device 10 including dead battery 7 to a non-
sterile person.

» Insert a charged battery 7, see Inserting the rechargeable battery.

6.1.3 Removing the rechargeable battery

/\ WARNING

Risk of injury from hot battery!

Battery may be hot after use in the machine.

» Let the battery cool in the machine and then remove.
- or-

» Remove the battery with the battery removal device and let it cool.

/\ cAUTION
Damage to the battery caused by knocking it against hard objects!

» Only remove battery by tapping the product on the palm of the
hand.

/\ cAUTION
Damage to, or destruction of the batteries due to processing!
» Do not sterilize batteries.

Rechargeable battery must be removed after each surgical procedure and
prior to processing of the device.
Note

The battery removal device can be used for easier battery removal, see
Fig. B.

» Turn the product 1 with the battery shaft 4 upwards.

» Press both safety catches 9 on the lid 8 at the same time and remove
the lid 8.

» Tightly grasp the battery shaft 4 at the lower end.

» Tap the battery shaft 4 on the palm of the hand until the battery 7
slides out of the battery shaft 4 and can be removed.

6.1.4 Protection against inadvertent activation
To prevent inadvertent activation of the product during blade change, for
example, the trigger can be locked.

To lock trigger:
» Twist the safety catch 3 to position OFF.
The trigger 2 is blocked and the product 1 cannot be operated.
To unlock trigger:
» Twist the safety catch 3 to position ON.
The trigger 2 is unlocked and the product 1 can be operated.

6.1.5 To mount the flap rod and flaps
» Install the flaps 24 on flap rod 23 to the edge of the rear surface.
Observe the symbol 27 on the face of the thread, see Fig. C.

» Screw the nut 26 counterclockwise onto the thread of flap rod 23
(left-handed thread).

» Turn the nut 26 up to the edge of the visible surface.

» Insert and twist the complete flap rod 23 in its guide slots 22 on the
side surfaces.

» Push the flap rod 23 laterally all the way so that the cross pin of the
flap rod 23 comes to rest in the guide slot 22.

» Tighten nut 26 by turning it counterclockwise.



6.1.6 Inserting the dermatome blade

/\ DANGER
Risk of infection and contamination due to torn or cut surgical gloves!

» Avoid contact with the cutting edge when inserting the dermatome
blade.

/\ DANGER

Risk of injury and material damage due to inadvertent activation of
the dermatome while inserting the dermatome blade!

» Prior to inserting the dermatome blade, engage the safety catch,
see Protection against inadvertent activation.

» Engage safety catch 3.

» Push both clamping levers 15 in the direction of the arrows, see Fig. C.
Blade cover 13 is now unlocked.

» Open blade cover 13 in the direction of the arrow.

» Securely insert dermatome blade 11 in tappet 17 and blade guide
pin 16, see Fig. D.

» Close blade cover 13.

» Tighten both clamping levers 15 so that roll pin 14 engages in the
recess of clamping lever 15.

6.1.7 Removing the dermatome blade
» Release both clamping levers 15.
» Open blade cover 13.

» Remove the dermatome blade 11 from tappet 17 and blade guide
pin 16.

6.1.8 Intraoperative storage
Note

The ECCOS holder can be used for depositing during surgery. However, the
dermatome must not be processed in this position. For the correct process-
ing position, refer to see Validated reprocessing procedure.

» Engage safety catch 3.
» Fold back the clamp of the ECCOS holder.
» Insert product 1 in the ECCOS holder, see Fig. E

6.2 Function checks

The function checks must be carried out prior to each use and after each
intraoperative battery change.

» Make certain there is a battery in the battery compartment.
Ensure that the lid has completely clicked into place.

Ensure that the dermatome blades are not mechanically damaged.
Ensure that a dermatome blade is correctly seated in the dermatome.
Check that the dermatome blade is securely seated.

Check that the roll pin is securely seated.

Release product for use (ON position).

Briefly operate product at maximum oscillation frequency.

Make certain that the rotational direction is correct in each case.
Do not use the product if it is damaged or defective.

Set aside the product if it is damaged.
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6.3  Safe operation

/\ WARNING
Risk of infection from aerosol formation!
Risk of injuries caused by particles scaling off the tool!

» Use suitable protection (such as waterproof protective clothing,
face mask, safety gases, suction).

/\ WARNING
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.

Note

The drive motor of the product is operated by a magnetic sensor system. In
order to prevent inadvertent activation of the motor, the product may not
be exposed to any magnetic fields (such as magnetic instrument pads).

Note

The slight whistling noise when the product is starting up is due to the con-
struction.

6.3.1  Adjusting the cutting thickness
Note

The skin condition (e.g. due to age) of the patient must be considered when
adjusting the cutting depth (graft thickness).

» Set the cutting depth with setting lever 18. The lock 19 of the setting
lever 18 prevents any unintentional change to the setting of the cut-
ting depth, see Fig. C.

» Read the cutting depth on dial wheel 20 (1/10 mm gradation).

» Follow the troubleshooting information, see Troubleshooting list.

6.3.2  Adjusting the cutting width

/\ WARNING

Risk of injury/cuts by the dermatome blade if the flaps are opened
incorrectly!

» Always use the flap tabs for lifting the flaps.

Note

The width of the skin graft will be approx. 2mm less than the cutting width
set by the flaps.

» Set the required cutting width by opening the appropriate number of
flaps 24.

» Safely lift flaps 24 by pressing flap tabs 25, see Fig. F.

6.3.3 Operating the product
Note

The slight whistling noise when the product is starting up is due to the con-
struction.

» Activate trigger 2.
The saw runs at the continuously controlled oscillation frequency.



6.3.4 Taking skin grafts
Note

To familiarize with the operation of the Dermatome prior to its first surgical
application, the user should carry out some test cuts on a specimen.

» Stretch flabby skin.

» With the sliding surface in level contact with the skin, push product 1
forward in a smooth movement, applying gentle pressure. Be careful
not to cant the product 1.

» For very thin grafts, use a forceps, from time to time, to lay up the
resected portion of the graft on surface 21, see Fig. C.

» Turn off the motor and pull the freshly cut skin graft out of the device
- Or -
» Lower the handle and cut off the skin graft with the product 1.

7. Validated reprocessing procedure

7.1 General safety notes

Note

Adhere to national statutory regulations, national and international stan-
dards and directives, and local, clinical hygiene instructions for reprocess-
ing.

Note

For patients with Creutzfeldt-Jakob disease (CJD), suspected CJD, or possi-
ble 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

It should be noted that successful reprocessing of this medical device can
only be guaranteed following prior validation of the reprocessing method.
The operator/reprocessing technician is responsible for this.

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

Note

See also B.Braun elFU at eifu.bbraun.com for current information on pro-
cessing and compatibility of material

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

7.2 General information

Dried or affixed surgical residues can make cleaning more difficult or inef-
fective and lead to corrosion. Therefore the time interval between applica-
tion and processing should not exceed 6 h; also, neither fixating pre-
cleaning temperatures >45 °C nor fixating disinfecting agents (active
ingredient: aldehydes/alcohols) should be used.

Excessive neutralizing agents or basic cleaners may result in a chemical
attack and/or fading and the laser marking becoming unreadable either
visually or by machine.

On stainless steel, residues containing chlorine or chloride (such as surgi-
cal residues, drugs, saline solutions in water for cleaning, disinfection and
sterilization) may lead to corrosion (pitting corrosion, tensile corrosion)
and thus to the destruction of the product. These must be removed by rins-
ing thoroughly with demineralized water and then drying.

Perform 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. Failure to do so can
result in the following problems:

B Material damage (such as corrosion, cracks, breaks, premature aging or
swelling).

» Do not use metal cleaning brushes or other abrasives that would dam-
age the product surface and could cause corrosion

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

7.3  Reusable products

The service life of the product is limited by damage, normal wear, type and
duration of the application, handling, storage and transportation of the
product.

Careful visual and functional testing prior to next use is the best way to
identify a malfunctioning product.

7.4  Preparations at the place of use

» Remove all attached components from the product (dermatome blade,
battery, accessories).

» Remove any visible surgical residues as much as possible with a damp,
lint-free cloth.

» Place the dry product in a sealed waste container and forward it on for
cleaning and disinfection within 6 hours.

7.5 Disassembling the product before carrying out the
reprocessing procedure

» Remove battery 7 from the product 1, see Removing the rechargeable
battery.

» Open the clamping levers 15 to remove the dermatome blade 11, see
Removing the dermatome blade.

» Disassemble the product 1 immediately after use, according to instruc-
tions.

7.5.1 Removing the flap rod of the dermatome
» Loosen nut 26 by turning it clockwise (left-handed thread).
» Screw the nut 26 back to the end of the visible surface.
» Press on nut 26 and push flap rod 23 approx. 4 mm to one side.
» Twist flap rod 23 until it can be removed.
» Remove flap rod 23.
» Slide off the flaps 24 from flap rod 23.
The flap rod 23 has been dismantled.

7.6  Preparation before cleaning

» Prior to first mechanical cleaning/disinfection: Mount the ECCOS
holders in a suitable basket (e.g. JC254R) or use the ECCOS basket
GB256R equipped with holders.

» Insert the products in the correct position into the ECCOS holders, see
Fig. G.

7.7  Single-use products
Dermatome blade GB228R

/\ WARNING

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

» Do not reprocess the dermatome blade GB228R.



7.8  Product-specific safety instructions for the pro-
cessing procedure

A\ cAUTION

Damage to the product due to inappropriate cleaning/disinfecting
agents and/or excessive temperatures!

» Use cleaning and disinfecting agents according to the manufac-
turer's instructions which

- are approved for plastic material and high-grade steel,
- and which do not affect softeners (e.g., in silicone).
» Do not use cleaning agents that contain acetone.

» Observe information concerning concentration, temperature and
exposure time.

» Do not exceed the maximum temperature of 60 °C in chemical
cleaning and/or disinfection.

7.9 Manual cleaning with wipe disinfection

» Do not exceed maximum temperature during thermal disinfection
using 96 °C DI water.

» Dry the product for at least 10 minutes at a maximum of 120 °C.

/\ cAuTION
Damage or destruction of the batteries due to processing!
» Protect battery from moisture.

Note

The drying time listed is only indicative. It has to be checked taking into
account the specific conditions (e.g. load) and adjusted if necessary.

Phase Step T t Conc. Water qual- Chemicals
[°C/°F] [min] [%%] ity

| Pre-cleaning RT (cold) >2 - D-W Until visually clean
[ Cleaning with enzyme solution  RT (cold) >2 0.8 D-W pH-neutral*

i Intermediate rinse RT >5 - D-W -

v Drying RT - - - -

Vv Wipe disinfection - >1 - - Meliseptol HBV wipes 50 % Propan-1-ol
\Y/| Final rinse RT (cold) 0.5 - FD-W -

Vil Drying RT - - - -
D-W: Drinking water
FD-W: Fully de-ionized water (de-mineralized, microbiological, with minimum quality of drinking water)
RT: Room temperature

» Do not clean the product in a ultrasonic bath and do not immerse the
product in any fluids. Let any fluid incursions drain out immediately,
otherwise there is a danger of corrosion and loss of function.

Phase |
» Mobilize non-rigid components during cleaning.

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

» Brush difficult to access surfaces with a suitable plastic cleaning brush
for at least 1 min.

Note

For details on difficult to access surfaces, see Acculan pre-cleaning and
care information TAO16000 (available in Aesculap Extranet at
https.//extranet.bbraun.com).

Phase I
» Follow the operating instructions of the enzyme cleaner with regard to
correct concentration, dilution, temperature and water quality.

» Spray products with a pH neutral enzyme solution, let soak in for at
least 2 minutes and then wipe off.

» Contamination should be removed with a lint-free cloth or soft brush
moistened with enzyme cleaner.

Suitable enzyme solution: Helizyme, Cidezyme (the latter for validation purposes)

» Flexible components should be rinsed for 20 seconds with the water
pistol (cold water, at least 2.5 bar).

» After manual cleaning, check visible surfaces and areas of flexible com-
ponents for residues.

Phase llI

» Mobilize non-rigid components during cleaning.

» Rinse product under running tap water for at least 5 minutes.
» If necessary, repeat the cleaning process (phase 1 to 3).
Phase IV

» Dry the product in the drying phase with suitable equipment (such as
lint-free cloths, pressurized air).

Phase V
» Wipe all surfaces of the product with a single-use disinfecting wipe.

Phase VI
» Rinse disinfected surfaces after the prescribed reaction time for at least
1 minute under running demineralized water.

» Drain any remaining water fully.

Stage VI
» Dry the product in the drying phase with suitable equipment (such as
lint-free cloths, pressurized air).



7.10 Automatic cleaning/disinfection with manual pre-cleaning
Note

The cleaning and disinfection device must fundamentally have a tested
efficacy (such as FDA approval or CE label pursuant to DIN EN ISO 15883).

Note

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

7.10.1 Manual pre-cleaning with a brush

Rinse RT (cold) - D-W Until visually clean
1] Brush RT (cold) - - D-W Until visually clean
D-W: Drinking water
RT: Room temperature
» Do not clean the product in a ultrasonic bath and do not immerse the Phase Il
product in any fluids. Let any fluid incursions drain out immediately, » Mobilize non-rigid components during cleaning.
otherwise there is a danger of corrosion and loss of function. » Brush difficult to access surfaces with a suitable plastic cleaning brush
Phase | for at least 1 min.
» Dismantle the ﬂap rod for Cleaning_ Store flap rods' ﬂaps and nut sep- » After manual preparation, check visible surfaces for residue and I’epeat
arately in tray. the pre-cleaning process as needed.
» Mobilize non-rigid components during cleaning. Note
» Thoroughly clean the product under running water. For details on difficult to access surfaces, see Acculan pre-cleaning and

care information TAO16000 (available in Aesculap Extranet at
https://extranet.bbraun.com).

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

Pre-rinse <25[77
l Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH~13
- <50% anionic surfactants
B Working solution 0.5%
- pH~11*
1] Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 90/194 5 FD-W -
\" Drying max. 120/248  min. 10 min - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)
*Recommended: BBraun Helimatic Cleaner alkaline
» Insert the product in its proper position in the ECCOS holder. Attach the » Dismantle the flap rod 23 for cleaning. Store flap rod 23, flaps 24 and
battery compartment over the clamp and swivel device into the ECCOS nut 26 separately in tray.
holder until the knob 2 points upwards. » After automatic cleaning/disinfection, check visible surfaces for resi-
» Ensure that the blade cover 13 is kept open through the entire process- dues and repeat the cleaning/disinfection process as needed.

ing procedure.



7.11 Inspection, maintenance and checks
» Allow the product to cool down to room temperature.
Note

Aesculap recommends lubricating the flap rod, flaps, sliding surfaces, and
other moving parts, (e.g. knob, cover lids) using STERILIT Power Systems oil
spray GB600 prior to every sterilization. Remove excess oil using a lint-free
wipe.

» Inspect the product after each cleaning and disinfecting cycle for:
cleanliness, damage, function, abnormal operation noise, excessive
heat, or heavy vibration.

» Set aside the product if it is damaged.

7.12 Packaging

» Observe the instructions for use of the respective packaging and hold-
ers (e.g. Instructions for use TAO09721 for Aesculap ECCOS holder sys-
tems).

» Insert the products in the correct position into the ECCOS holders, see
Fig. G.

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

» Ensure that the packaging will prevent a recontamination of the prod-
uct.

7.13 Steam sterilization

/\ cAUTION

Damage or destruction of the batteries due to processing!
» Do not sterilize the rechargeable battery.

Note

The product may only be sterilized with the blade, battery and lid as well as
opened blade cover all demounted.

9. Troubleshooting list

Note

The product can be sterilized with a mounted flap tab and flaps in the open
position.

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

» Use a validated sterilization method:
- Steam sterilization using fractional vacuum process

- Steam sterilizer DINEN 285 and validated pursuant to
DIN EN ISO 17665

- Sterilization using fractionated vacuum process at 134 °C/holding
time 5 min

When sterilizing multiple products in one steam sterilizer:

» Ensure that the maximum permitted load specified by the manufac-
turer for the steam sterilizer is not exceeded.

7.14 Storage

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

» Store sterile single-use GB228R product in germ-proof packaging in a
dry, dark and temperature-controlled room.

8. Maintenance

To ensure reliable operation, the product must be maintained in accor-
dance with the maintenance labeling or at least once a year.

#

YYYY-MM
For technical service, please contact your national B.Braun/Aesculap
agency, see Technical Service.

» Have defective products repaired by Aesculap Technical Service, see Technical Service.

Issue Cause Detection

Product not running No battery

No battery in the battery shaft

Remedy

Insert battery.

Battery not charged
tery

Battery defective
tery

No signal tone when inserting the bat- Charge battery in charger.

No signal tone when inserting the bat- Have the manufacturer repair the battery.

Product in locked OFF position Safety catch is in OFF position

Turn the safety catch to the ON position.

Product defective

Product not running

Have the manufacturer repair the product.

Product becomes too hot Excessive use

Processing/care not per-
formed properly

Product becomes hot

Product heating

Observe operating instructions (nominal operating
mode).

Follow operating instructions (preparation, care).
Preventive measure: Oil product before every ster-
ilization.

Fall damage, product defec-
tive

Blunt tool

Product becomes hot

Heating of tool and product

Return the product to the manufacturer for
repairs.

Change tool.
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Issue

Insufficient power

Cause

Product defective

Blunt tool

Detection

Insufficient product performance

Steep rise in temperature after a short
period of time

Tool blades worn out

Remedy

Observe instructions for use (processing, care).
Preventative: lubricate product before every steril-
ization.

Have the manufacturer repair the product.

Follow operating instructions (operating mode).
Return the product to the manufacturer for repairs

Change tool.

Loud running noise

Lid cannot be fit-
ted/removed

Defective product drive/ball
bearings

Lid not compatible

Lid deformed/broken

Loud, perceptible noise during opera-
tion

Lid does not click into place

Lid is hard to fit/remove or cannot be
fitted/removed

Follow operating instructions (preparation, care).
Preventive measure: Oil product before every ster-
ilization.

Return the product to the manufacturer for repairs

Use the compatible lid for GA340/GA341.

Have the manufacturer repair the lid.

Connection to product
deformed/defective

Lid is difficult or cannot be
mounted/removed

Have the manufacturer repair the product.

Battery cannot be
inserted/removed

Battery not compatible

Battery deformed/defective

Battery cannot be completely inserted
into the battery shaft

Battery is hard to fit/remove or cannot
be fitted/removed

Use the compatible battery for GA340/GA341.

Have the manufacturer repair the battery.

Battery compartment on
product deformed/broken

Battery is difficult or cannot be
mounted/removed

Have the manufacturer repair the product

Sterile funnel or battery
removal device cannot be
attached

Speed control knob not
working

Sterile funnel or battery
removal device not compati-
ble

Sterile funnel or battery
removal device deformed/bro-
ken

Sterile funnel or battery removal device
cannot be attached to the battery com-
partment

Sterile funnel or battery removal device
difficult to attach or cannot be
attached

Use compatible sterile funnel or battery removal
device for GA340/GA341.

Change sterile funnel or battery device.

Battery shaft to product
deformed/defective

Product in locked OFF position

Speed control knob sticks/is
defective

Sterile funnel or battery removal device
difficult or not attachable

Safety catch is in OFF position

Speed control knob not working

Have the manufacturer repair the product.

Turn the safety catch into the ON position.

Have the manufacturer repair the product.

Dermatome blade not
moving

Insufficient cutting per-
formance of dermatome
blade

Defective gearings

Dermatome blade blunted

Dermatome maladjusted

High operating noise levels of product

Worn cutting edge of dermatome blade

Performance of product is inadequate

Return the product to the manufacturer for repairs

Replace dermatome blade

Have the manufacturer repair the product

Cutting depth
uneven/deviating from
setting

Skin grafts uneven/too
thick/too thin

Mechanical effect (e.g. dropped)

Return the product to the manufacturer for repairs




10. Technical Service

/\ DANGER

Danger to life of patients and users in case of malfunctions and/or
failure of protective measures!

» Do not perform any servicing or maintenance work under any cir-
cumstances while the product is being used on a patient.

A\ cAUTION

Modifications of medical devices may result in a loss of potential
guarantee/warranty claims and forfeiture of applicable licenses.

» Do not modify the product.

» Contact national B. Braun/Aesculap representative for service and
repair.

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

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

11. Accessories/Spare parts

Art. no. Name

GA346 Li-lon battery short

GA340345 Nut

GA643817 Flap rod

GA670210 Flap

GA675 Lid

GA678 Sterile funnel

GA679 Battery removal device

GB228R Dermatome blade

GB256R ECCOS set for dermatome

GB487R ECCOS fixation for lid

GB488R ECCOS fixation for sterile funnel

GB489R ECCOS holder for battery removal device

GB498R ECCOS fixation for straight machine

GB600 STERILIT Power Systems oil spray

TA014548 Instructions for use of Dermatome GA340/GA341
(A4 for ring binder)

TA014549 Instructions for use of Dermatome GA340/GA341

(flyer)
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12. Technical data
12.1 Classification according to Regulation (EU)

2017/745
Art. no. Name Class
GA340 Dermatome lla
GA341 0.1 mm Dermatome lla

12.2 Performance data, information about standards
Max. power approx. 250 W

Max. oscillation frequency 6 500 rpm

Blade travel approx. 3.1 mm

0.2 mm to 1.2 mm (with GA340)
0.1 mm to 1.1 mm (with GA341)
Scale gradations 1/10 mm

Cutting depth setting

Cutting width max. approx. 78 mm, set by

10 flaps of width 8 mm

Weight (ready for operation) 1.65 kg =10 %

Dimensions (L x W x H, ready for 277 mm x 113 mm x 83 mm %5 %

operation)
Application part Type BF
EMC IEC/DIN EN 60601-1-2

Compliance with standards IEC/EN 60601-1

The product was subject to 500 preparation cycles as a test by the manu-
facturer and has passed.

12.3 Nominal operating mode

Operation with non-periodic load and speed changes (type S9 pursuant to
IEC EN 60034-1)

B 60 second application, 60 second pause
B 10 repetitions

B 30 min cooling time

B Max. Temperature 48 °C

12.4 Ambient conditions

Operation Transport and storage

Temperature 10 °Cto 27 °C -10°Cto 50 °C

Relative humid- 30 % to 75 %
ity

10 % to 90 %

Atmospheric 700 hPa to 1 060 hPa 500 hPa to 1 060 hPa

pressure




13. Disposal

/\ WARNING
Risk of infection from contaminated products!

» Observe national regulations when disposing of or recycling the
product, its components, and their packagings.

Note

The operator must process the product before disposal, see Validated repro-
cessing procedure.

The recycling pass can be downloaded from the Extranet
as a PDF document under the respective article number.
(The recycling pass includes disassembling instructions for
the product, as well as information for proper disposal of
components harmful to the environment.)

Products carrying this symbol are subject to separate col-
lection of electrical and electronic devices. Within the
European Union, disposal is taken care of by the manufac-
turer as a free-of-charge service.

» For questions regarding the disposal of the product, please contact your
local B. Braun/Aesculap representative, see Technical Service.



Aesculap® Acculan 4
Dermatom GA340 [/ Dermatom 0,1 mm GA341

Legenda

Produs (Dermatom)

Piedicd (pentru reglarea frecventei de oscilatie)
Siguranta piedicii

Compartimentul acumulatorului

Bolt de blocare

0 NG~ WN =

©

Palnie sterila
Acumulator

Capac de inchidere
Element de deblocare a inchiderii

10 Accesoriu de indepdrtare a acumulatorului
11 Lama de dermatom

12 Suprafete glisante

13 Capacul lamei

14 Bolturi de prindere

15 Parghie de prindere
16 Pini de ghidare a lamei

17 Pin de preluare

18 Parghie de reglare
19 Blocare (a parghiei de reglare)

20 Disc gradat
21 Suprafata

22 Fante de ghidare
23 Tija pentru clapete

24 (Clapete

25 Ciocul clapetei

26 Piulit

27 Simbol pentru alinierea clapetelor (pe tija pentru clapete)

Reprezentarile sunt doar schematice.

Simbole pe produs si ambalaj

Precautie

Respectati atat informatiile importante legate de
siguranta, cat si indicatiile de avertizare si masurile de
precautie din instructiunile de utilizare.

Indicator de intretinere
Indicati cu privire la urmatoarea data de intretinere
(data: an-luna)

Urmati instructiunile de utilizare

Etichetarea echipamentelor electrice si electronice in
conformitate cu Directiva 2002/96/UE (DEEE)

Tipul de clasificare BF

Numarul de lot al producatorului
Numadrul de serie al producatorului
Numdrul de comandd al producatorului

Limite de temperaturd pentru transport si depozitare

Limite de umiditate a aerului pentru transport si depo-
zitare

s e ~EHEE> O

Rx only

Limite de presiune atmosferica pentru transport si
depozitare

Regim de functionare nominal

in conformitate cu legislatia federald din SUA, acest
produs poate fi vandut numai de cdtre un medic sau la
comanda unui medic

CE€..

MD

Marcajul CE in conformitate cu Regulamentul (UE)
2017/745

Produs de uz medical

Controlul turatiei

Sens de rotire pentru desfacerea piulitei

Cod bidimensional care poate fi citit automatizat
Codul contine un numar de serie unic care poate fi uti-
lizat pentru urmarirea electronica a fiecarui instrument
in mod individual. Numarul de serie se bazeazd pe stan-
dardul mondial sGTIN (GS1).

Producator
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Data fabricatiei

Sens de rotire pentru strangerea piulitei

Alinierea clapetelor pe tija pentru clapete
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1.  Despre acest document

1.1 Domeniul de aplicare
Aceste instructiuni de utilizare sunt valabile pentru urmatoarele produse:

Nr. art. Denumire
GA340 Dermatom
GA341 Dermatom 0,1 mm

» Pentru instructiuni de utilizare specifice articolului, precum si pentru
informatii  privind  compatibilitatea  materialelor,  consultati
instructiunile de utilizare in variantd electronicd B. Braun elFU la
eifu.bbraun.com

1.2 Indicatii de avertizare

Indicatiile de avertizare avertizeaza cu privire la orice riscuri care pot apa-
rea in timpul utilizrii produsului, pentru pacienti, utilizatori si/sau produs.
Indicatiile de avertizare sunt marcate dupa cum urmeaza:

/\ PERICOL

Indica un posibil pericol iminent. Daca nu se evita, poate rezulta dece-
sul sau ranirea grava.

/\ AVERTIZARE

Indica un posibil pericol iminent. Daca nu se evita, pot rezulta raniri
minore sau moderate.

/\ ATENTIE

Indica posibile daune materiale iminente. Daca nu se evita, produsul
poate fi deteriorat.

2. Informatii generale

2.1 Destinatia prevazuta

Sarcind/Functie

Dermatomul GA340/Dermatomul de 0,7 mm GA341, combinat cu lama de
dermatom, este utilizat pentru prelevarea fasiilor de piele la grosimea
reglata.

Mediul de aplicare
Produsul indeplineste cerintele tipului BF in conformitate cu
IEC/DIN EN 60601-1 si este utilizat in zona sterila din afara zonei pericu-
loase a sililor de operatie (de ex. zone cu oxigen de inaltd puritate sau
gaze de anestezie).

2.2 Principalele caracteristici de performanta

Frecventa de oscilatie de lamin.0 min”" pan3 la max. 6 500 min™"
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2.2.1  Regim nominal de functionare

Functionare cu modificdri neperiodice ale sarcinii si turatiei (tip S9 con-
form IEC EN 60034-1)

B 60 s utilizare, 60 s pauza
W 10 repetari

B Timp de racire 30 de min.
B Max. temperatura 48 °C

In general, sistemele electrice se incalzesc in timpul functionarii continue.
Pentru a permite sistemului sa se raceasca, dupa utilizare sunt utile pau-
zele, conform tabelului pentru regimul nominal de functionare.

incilzirea depinde de instrumentul folosit si de sarcini. Dup3 un anumit
numadr de repetitii, ar trebui sa raciti sistemul. Aceasta procedura previne
atat supraincdlzirea sistemului, cat si posibile leziuni ale pacientului sau
utilizatorului.

Utilizatorul este responsabil pentru aplicarea si respectarea pauzelor
descrise.

2.3 Indicatii

Tipul de utilizare si utilizarea depind de instrumentul selectat.

2.4  Contraindicatii absolute

Produsul nu este aprobat pentru utilizare in sistemul nervos central sau
sistemul circulator central.

2.5 Contraindicatii relative

Utilizarea sigura si eficientd a produsului depinde foarte mult de
influentele pe care doar utilizatorul insisi le poate controla. Prin urmare,
informatiile mentionate mai sus sunt constituie doar conditii-cadru.
Utilizarea clinica cu succes a produsului depinde de cunostintele si
experienta chirurgului. Acesta trebuie sa decida ce structuri pot fi tratate
in mod util, tindnd seama de siguranta si avertismentele specificate in
instructiunile de utilizare.

3. Manevrarea in siguranta

/\ AVERTIZARE

Pericol de ranire si daune materiale la utilizarea produsului contrar
destinatiei prevazute respective!

» Utilizati produsul numai conform destinatiei de utilizare.

/N AVERTIZARE
Pericol de ranire si daune materiale ca urmare a manipularii incorecte
a produsului!

» Respectati instructiunile de utilizare ale tuturor produselor utili-
zate.

Bl Riscurile generale ale unei interventii chirurgicale nu sunt descrise in
acest manual de utilizare.

B Utilizatorul este responsabil pentru executarea corecta a procedurii
chirurgicale.

B Utilizatorul trebuie sa stapaneasca tehnicile chirurgicale recunoscute,
atat teoretic, cat si practic.

» Curitati (manual sau automatizat) produsul nou livrat, dupa indepar-
tarea ambalajului de transport si inainte de prima sterilizare.

» Verificati functionalitatea si starea corespunzatoare inainte de a utiliza
produsul.

» Respectati ,Indicatiile privind compatibilitatea electromagnetica
(CEM) pentru componentele Acculan” TA022450, consultati
instructiunile de utilizare in format electronic B. Braun elDU la
eifu.bbraun.com
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» Pentru a evita daunele cauzate de montarea si operarea necorespunza-
toare si pentru a nu periclita garantia si raspunderea:

- Utilizati produsul numai in conformitate cu aceste instructiuni de
utilizare.

- Respectati informatiile privind siguranta si indicatiile de intretinere.
- Combinati intre ele numai produse Aesculap.

» Produsul si accesoriile vor fi operate si utilizate numai de catre per-
soane care dispun de pregdtirea, cunostintele sau experienta necesare.

» Pastrati instructiunile de utilizare intr-un loc accesibil utilizatorului.

» Respectati standardele valabile.

» Asigurati-va ca instalatia electricd a incaperii indeplineste cerintele
IEC/DIN EN.

» Nu utilizati produsul in zone in care exista pericol de explozie.

» Reprocesati steril produsul inainte de utilizare.

» La utilizarea sistemelor de depozitare ECCOS, respectati instructiunile
de utilizare relevante TAO09721, consultati instructiunile de utilizare in
format electronic B. Braun elFU la eifu.bbraun.com

Mentiune

Utilizatorul este obligat sd raporteze producdtorului si autoritdtilor compe-
tente ale statului in care este inregistrat orice incidente grave care au avut
loc in legdturd cu produsul.

4. Descrierea dispozitivului

4.1  Continutul livrarii

Nr. art. Denumire
GA340 Dermatom
- sau -
GA341 Dermatom 0,1 mm
GA678 Palnie sterila
TA014549 Instructiuni de utilizare pentru dermatom

GA340/GA341 (prospect)

4.2 Componente necesare pentru utilizare
B Acumulator Li-ion scurt GA346 (incarcat)

B Palnie sterila GA678

B Capac de inchidere GA675

B Lama de dermatom GB228R

4.3 Mod de functionare

Produsul 1 are un motor electric care este alimentat cu tensiune de la un
acumulator inlocuibil 7.

Acumulatorul incarcat, nesteril 7 , se introduce prin intermediul palniei
sterile 6 in produsul 1, iar acesta este inchis steril cu capacul de
inchidere 8.

Produsul introduce in oscilatie lama de dermatom 11. Frecventa de
oscilatie este controlata electronic si poate fi reglatd fard trepte cu
piedica 2.

5. Pregatire

in cazul in care nu sunt respectate urmatoarele prevederi, Aesculap nu fsi
asuma nicio responsabilitate:

» Nu utilizati niciun produs din ambalaje sterile deschise sau deteriorate.

» Inainte de a utiliza produsul si accesoriile acestuia, verificati daca
exista deteriordri vizibile.

» Utilizati numai produse si accesorii in stare tehnica ireprosabila.
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6. Operarea produsului
6.1  Pregatire

/\ AVERTIZARE
Pericol de infectii si contaminari!
Produsul este livrat nesteril!

» Reprocesati steril produsul inainte de punerea in functiune, in con-
formitate cu instructiunile de utilizare.

/\ AVERTIZARE

Pericol de ranire si daune materiale ca urmare a actiondrii accidentale
a produsului!

» Asigurati impotriva actionarii neintentionate (pozitia OFF) produ-
sul cu care nu se lucreaza in mod activ.

/\ AVERTIZARE

Pericol de ranire si deteriorare a bunurilor din cauza utilizarii necores-

punzatoare a instrumentelor!

» Respectati informatiile de siguranta si indicatiile din instructiunile
de utilizare.

» La cuplarea/decuplarea instrumentului cu taisuri, procedati cu
atentie.

/\ AVERTIZARE
Deteriorarea produsului prin cadere!

» Utilizati numai produse in stare tehnica ireprosabila, consultati
sectiunea Testarea functionala.

/\ AVERTIZARE

Pericol de arsuri la nivelul pielii si tesuturilor din cauza instrumentelor
tocite/a instrumentului intretinut insuficient!

» Folositi numai instrumente in stare impecabila.
> inlocuiti instrumentele tocite.
> intretineti corect produsul, consultati intretinerea.

/\ AVERTIZARE

Risc de ranire sifsau defectiune din cauza unei modificari nedetecta-
bile a setarii de taiere!

Ajustarea de baza a setarii de tdiere se poate modifica, de ex. din cauza
caderii produsului pe pardoseala.

» Nu utilizati produsul.
» Solicitati verificarea produsului de catre producator.

6.1.1 Introducerea acumulatorului
» intoarceti produsul 1 cu compartimentul acumulatorului 4 in sus si
introduceti palnia sterild 6 (sterild), consultati fig. A.

» 0 a doua persoana (nesterild) introduce acumulatorul 7 (nesteril) in
compartimentul acumulatorului 4, consultati fig. A.

Mentiune

Dupd introducerea acumulatorului, se emit concomitent mai multe sem-
nale sonore care semnaleazd disponibilitatea produsului.

» Dupi introducerea acumulatorului, palnia sterild 6 (nesterild) trebuie
indepartata de o a doua persoana.

» Asezati capacul de inchidere 8 (steril) astfel incat s& se inclicheteze in
pozitie cu ambele elemente de blocare a inchiderii 9.

Mentiune

Sterilitatea produsului este garantatd numai atunci cdnd capacul de inchi-
dere este asezat corect.

6.1.2 Inlocuirea intraoperatorie a acumulatorului

/\ AVERTIZARE
Pericol de ranire din cauza acumulatorului fierbinte!
Acumulatorul poate deveni fierbinte dupa utilizarea in dispozitiv.

» Scoateti acumulatorul cu ajutorul de accesoriului de indepartare a
acumulatorului si lasati-I sa se raceasca.

Accesoriul de indepartare a acumulatorului este utilizat pentru inlocuirea
intraoperatorie a acumulatorului cu respectarea sigura a conditiilor sterile.

» Intoarceti produsul 1 cu compartimentul acumulatorului 4 in sus.

» Apasati concomitent cele doua elemente de deblocare a inchiderii 9 de
pe capacul de inchidere 8 si scoateti capacul de inchidere 8.

» Introduceti accesoriul steril de indepdrtare a acumulatorului 10,
consultati fig. B.

» Scuturati usor in jos produsul 1 cu accesoriul de indepartare a
acumulatorului 10 cu compartimentul acumulatorului 4 introdus.

Acumulatorul 7 alunecd wusor in accesoriul de indepartare a
acumulatorului 10.

» Predati accesoriul de Tindepartare a acumulatorului 10, incl.
acumulatorul 7 epuizat, unei persoane nesterile.

» Introduceti acumulatorul incarcat 7, vezi Introducerea acumulatorului.

6.1.3 Scoaterea acumulatorului

/\ AVERTIZARE
Pericol de ranire din cauza acumulatorului fierbinte!
Acumulatorul poate deveni fierbinte dupa utilizarea in dispozitiv.

» Lasati acumulatorul sd se raceasca in dispozitiv si scoateti-1 doar
dupa aceea.

- sau -

» Scoateti acumulatorul cu ajutorul de accesoriului de indepartare a
acumulatorului si lasati-I sa se raceasca.

/\ ATENTIE
Deteriorarea acumulatorului prin contactul cu obiecte dure!
» Scoateti acumulatorul doar batand produsul in palma.

/\ ATENTIE
Deteriorarea sau distrugerea acumulatorului prin reprocesare!
» Nu sterilizati acumulatorii.

Dupa finalizarea interventiei chirurgicale, acumulatorul trebuie scos Tna-
inte de reprocesare.

Mentiune

Pentru o indepdrtare mai usoard a acumulatorului se poate utiliza acceso-
riul aferent, consultati fig. B.

» Intoarceti produsul 1 cu compartimentul acumulatorului 4 in sus.

» Apdsati concomitent cele doud elemente de deblocare a inchiderii 9 de
pe capacul de inchidere 8 si scoateti capacul de inchidere 8.

» Cu mana, prindeti tot compartimentul acumulatorului 4 de la capatul
inferior.

» Bateti in palmd compartimentul acumulatorului4 pana cénd
acumulatorul 7 aluneca din compartimentul aferent 4 si poate fi scos.
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6.1.4 Siguranta impotriva actionarii accidentale
Pentru a preveni punerea accidentald in functiune a produsului la schim-
barea instrumentului, piedica poate fi blocata.

Blocarea piedicii:
» Rotiti siguranta piedicii 3 in pozitia OFF.
Piedica 2 este blocatd si produsul 1 nu poate fi pus in functiune.
Deblocarea piedicii:
» Rotiti siguranta piedicii 3 n pozitia ON.
Piedica 2 este deblocata si produsul 1 poate fi pus in functiune.

6.1.5 Montarea tijei pentru clapete si a clapetelor

» Asezati clapetele 24 pe tija pentru clapete 23 pana la inceputul
suprafetei din spate. Acordati atentie simbolului 27 de pe partea fron-
tala a filetului, consultati fig. C

» Rotiti piulita 26 in sens antiorar pe filetul tijei pentru clapete 23 (filet
pe stinga).

» Rotiti piulita 26 pana la inceputul suprafetei vizibile.

» Introduceti tija pentru clapete 23 montata, prin suprafetele laterale, in
fantele de ghidare 22 si rotiti-o.

» impingeti tija pentru clapete 23 in lateral pan3 la opritor, astfel incat
pinul transversal al tijei pentru clapete 23 sa ajungad in fanta de
ghidare 22 si sa stea in aceasta.

» Strangeti piulita 26 in sens antiorar.

6.1.6 Introducerea lamei de dermatom

/\ PERICOL

Pericol de infectii si contaminari din cauza manusilor chirurgicale per-
forate!

» La introducerea lamei de dermatom, evitati contactul cu taisul
lamei.

A\ PERICOL

Pericol de ranire si daune materiale ca urmare a actionarii accidentale
a dermatomului la introducerea lamei de dermatom!

» inainte de a introduce lama de dermatom, activati siguranta piedi-
cii, consultati Siguranta impotriva actionarii accidentale.

» Activati siguranta piedicii 3.

» Apdsati ambele parghii de prindere 15 in sensul sagetii, consultati
fig. C.
Capacul lamei 13 este deblocat.

» Deschideti capacul lamei 13 in sensul sdgetii.

» Introduceti in sigurantd lama de dermatom 11 in pinul de preluare 17
si Tn pinii de ghidare a lamei 16, consultati fig. D.

> inchidet,i capacul lamei 13.

» Strangeti ambele parghii de prindere 15 astfel incat bolturile de
prindere 14 sd ajunga in nisa parghiei de prindere 15.

6.1.7 Scoaterea lamei de dermatom
» Eliberati ambele parghii de prindere 15.
» Deschideti capacul lamei 13.

» Scoateti lama de dermatom 11 din pinul de preluare 17 si din pinii de
ghidare a lamei 16.
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6.1.8 Depozitarea intraoperatorie
Mentiune

Suportul ECCOS poate fi utilizat pentru depozitarea intraoperatorie. Cu
toate acestea, dermatomul nu poate fi procesat in aceastd pozitie. Pentru
pozitia corectd, vezi Procedura de procesare validatd.

» Activati siguranta piedicii 3.
» Rabatati in spate colierul suportului ECCOS.
» Asezati produsul 1 in suportul ECCOS, consultati fig. E

6.2  Testarea functionala

Testarea functionala trebuie efectuatd Tnainte de fiecare utilizare si dupa
fiecare schimbare intraoperatorie a acumulatorului.

» Asigurati-va ca este introdus un acumulator.

» Asigurati-va ca este inclichetat complet capacul de inchidere.
» Asigurati-va ca taisurile lamei de dermatom nu sunt deteriorate meca-
nic.

Asigurati-va ca este introdusa corect o lama de dermatom.
Verificati pozitia fixa sigura a lamei de dermatom.

Verificati pozitia fixa sigurd a bolturilor de prindere.
Deblocati produsul pentru functionare (pozitia ON).

Operati scurt produsul cu frecventa de oscilatie maxima.
Asigurati-va ca sensul de rotatie este corect.

Nu utilizati niciun produs deteriorat sau defect.

Scoateti imediat din uz produsul deteriorat.

VVvyVYyVvVYVYyVYYVYY

6.3  Operare

/\ AVERTIZARE
Pericol de infectare din cauza formarii aerosolilor!

Pericol de ranire din cauza particulelor care se desprind din instru-
ment!

» Luati masurile de protectie corespunzitoare (de ex. imbracaminte
de protectie impermeabild, masca de fata, ochelari de protectie,
mecanism de aspira’gie).

/\ AVERTIZARE
Pericol de ranire si/sau defectiune!
» Efectuati testarea functionala inainte de fiecare utilizare.

/\ AVERTIZARE

Pericol de ranire din cauza utilizarii produsului ih afara campului
vizual!

» Utilizati produsul numai sub control vizual.

Mentiune

Motorul de actionare a produsului este actionat printr-un sistem de senzori
magnetici. Pentru a preveni pornirea accidentald a motorului, produsul nu
trebuie expus la cdmpuri magnetice (de ex. covorase magnetice pentru
instrumente).

Mentiune

Semnalul acustic cu volum redus de la pornirea produsului se datoreazd
designului.



6.3.1 Reglarea grosimii de taiere
Mentiune

La reglarea grosimii de tdiere trebuie luatd in considerare starea pielii paci-
entului (de ex. in functie de vdrstd).

» Reglati grosimea de tdiere cu parghia de reglare 18. Blocajul 19 al par-
ghiei de reglare 18 impiedicd reglarea accidentald a grosimii de taiere,
consultati fig. C.

» Cititi grosimea de taiere pe discul gradat20 (diviziunea scalei
1/10 mm).

» Respectati informatiile pentru remedierea defectiunilor, vezi Detecta-
rea si remedierea erorilor.

6.3.2 Reglarea latimii de taiere

/\ AVERTIZARE

Pericol de ranire/taiere din cauza lamei de dermatom la deschiderea
necorespunzatoare a clapetelor!

» Rabatati in sus clapetele numai cu ajutorul ciocurilor acestora.

Mentiune

Latimea fésiei de piele tdiate este cu aproximativ 2 mm mai micd decdt
latimea de tdiere reglata.

» Setati latimea de tdiere dorita prin asezarea numarului corespunzator
de clapete 24.

» Ridicati in sigurantd clapetele 24 apasand pe ciocurile acestora 25,
consultati fig. F.

6.3.3 Operarea produsului
Mentiune

Semnalul acustic cu volum redus de la pornirea produsului se datoreazd
designului.

» Actionati piedica 2.
Frecventa oscilatiei se regleaza fara trepte.

6.3.4 Scoaterea grefelor de piele
Mentiune

Inainte de a lucra pentru prima oard cu dermatomul, ar trebui si faceti
cdteva tdieturi de probd pe un preparat, pentru a va familiariza cu modul de
lucru cu dispozitivul.

» Prindeti pielea lasata.

» La tdiere sub presiune usoara, Tmpingeti produsul 1 uniform cu
suprafata de tdiere. Asigurati-va cd produsul 1 nu prezinta bavuri.

» Pentru fasiile extrem de subtiri, asezati din cand in cand cu penseta
fasia de piele tdiata pe suprafata 21, consultati fig. C.

» Opriti motorul si scoateti fasiile de piele proaspat taiate din dispozitiv.
- sau -

» Lasati in jos manerul si taiati fasiile de piele cu produsul 1.

7. Procedura de procesare validata

7.1 Indicatii generale de siguranta
Mentiune

Respectati reglementdrile legale nationale, standardele si liniile directoare
nationale si internationale si propriile reglementdri privind igiena pentru
reprocesare.

Mentiune

La pacientii cu boala Creutzfeldt-Jakob (BCJ), suspiciune de BCJ sau posi-
bile variante, respectati reglementadrile nationale valabile respective cu pri-
vire la reprocesarea produselor.

Mentiune

Reprocesarea automatizatd este preferabild curdtdrii manuale datoritd
unui rezultat al curdatdrii mai bun si mai sigur.

Mentiune

Trebuie remarcat faptul cd procesarea cu succes a acestui dispozitiv medi-
cal poate fi asiguratd numai dupd validarea prealabild a procesului de
reprocesare. Responsabilitatea pentru aceasta ii revine operatorului/per-
soanei care efectueazd reprocesarea.

Mentiune

Dacd nu are loc sterilizarea finald, trebuie utilizat un dezinfectant cu efect
virucid.

Mentiune

Informatii actualizate privind reprocesarea si compatibilitatea materiale-
lor pot fi gdsite si in instructiunile de utilizare in variantd electronicd
B. Braun elFU la eifu.bbraun.com

Procedura de sterilizare cu abur validatd a fost efectuatd in sistemul de
containere sterile Aesculap.

7.2  Indicatii generale

Reziduurile chirurgicale uscate sau fixate pot face curatarea dificild sau
ineficientd si pot duce la coroziune. Prin urmare, intre utilizare si reproce-
sare nu trebuie depasita o perioada de 6 ore, nu trebuie aplicate tempera-
turi de pre-curatare >45 °C, care favorizeaza fixarea, si nu trebuie utilizati
dezinfectanti care favorizeaza fixarea (baza ingredientelor active: alde-
hida, alcool).

Supradozarea agentilor de neutralizare sau de curdtare de bazd poate duce
la un atac chimic si/sau decolorare si incapacitatea de citire liberd sau
automatizata a marcajelor cu laser in otelul inoxidabil.

in cazul otelului inoxidabil, reziduurile care contin clor sau cloruri (de ex.,
reziduuri chirurgicale, produse farmaceutice, solutii saline, in apa pentru
curitare, dezinfectie si sterilizare) conduc la daune legate de coroziune
(coroziunea orificiilor, coroziune de stres) si, prin urmare, la distrugerea
produselor. Pentru indepartare, trebuie efectuata o clatire suficienta cu
apa complet desalinizatd, urmata de uscare.

Uscati din nou, daca este necesar.

Se vor utiliza numai substantele chimice de proces care au fost testate si
aprobate (de ex. aprobarea VAH sau FDA sau marcajul CE) si care au fost
recomandate de producdtorul substantelor chimice in ceea ce priveste
compatibilitatea materialelor. Toate specificatiile de utilizare ale produca-
torului de substante chimice trebuie respectate cu strictete. in caz contrar,
pot apdrea urmatoarele probleme:

B Daune materiale (de ex., coroziune, fisuri, rupturi, imbatranirea prema-
tura sau umflarea).

» Nu folositi perii metalice sau alte materiale de curatare abrazive care
afecteaza suprafata; in caz contrar, exista riscul de coroziune.

» Pentru informatii mai detaliate privind reprocesarea sigurd din punct
de vedere igienic si care protejeazd materialele/pastreazi valoarea, a se
vedea www.a-k-i.org rubrica ,Brosuri AKI", ,Brosura rosie".
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7.3 Produse reutilizabile

Durata de viata a produsului este limitatd de deteriorare, uzura normala,
tipul si durata de utilizare, precum si de manipularea, depozitarea si trans-
portul produsului.

0O verificare vizuald si functionald atentd inainte de urmdtoarea utilizare
este cea mai buna modalitate de a detecta un produs care nu mai este
functional.

7.4  Pregatirea la locul de utilizare

» indepartati din produs toate componentele atasate (lam3 de derma-
tom, acumulator, accesorii).

» Indepartati reziduurile chirurgicale vizibile cat mai complet posibil cu
0 carpa umeda care nu lasa scame.

» in decurs de 6 ore, transportati produsul uscat, introdus intr-un recipi-
ent de eliminare inchis, pentru curatare si dezinfectare.

7.5 Demontarea inainte de procesare

» Scoateti acumulatorul 7 din produsul 1, vezi Scoaterea acumulatoru-
lui.

» Deschideti parghia de prindere 15 si scoateti lama de dermatom 11,
vezi Scoaterea lamei de dermatom.

» Imediat dupa utilizare, demontati produsul 1 conform instructiunilor.

7.5.1 Demontarea tijei pentru clapete a dermatomului

» Slabiti piulita 26 in sens orar (filet pe stanga).

» Desurubati piulita 26 pand la capdtul suprafetei vizibile.

» Apasati pe piulita 26 si impingeti in lateral tija pentru clapete 23 cca.
4 mm.

» Rasuciti tija pentru clapete 23 pana cand poate fi indepartata.

» Scoateti tija pentru clapete 23.

» Scoateti clapetele 24 de pe tija pentru clapete 23.
Tija pentru clapete 23 este demontata.

7.6  Pregatirea Tnainte de curatare

» inainte de prima curitare/dezinfectare automatizats: Montati suportul
ECCOS cosul tip grild adecvat (de ex. JC254R) sau utilizati cosul tip
grild ECCOS GB256R echipat cu suporturi.

» Introduceti in pozitie corectd produsele in suporturile ECCOS,
consultati fig. G.

7.7  Produse de unica folosinta
Lama de dermatom GB228R

/\ AVERTIZARE

Pericol de infectare a pacientului si/sau a utilizatorului si de afectare
a functionalitatii produselor din cauza reutilizarii. Contaminarea sifsau
afectarea functionalitatii produselor pot duce la raniri, boli sau deces!

» Nu reprocesati lama de dermatom GB228R.
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7.8 Indicatii de siguranta specifice produsului pentru
procedura de reprocesare

/\ ATENTIE

Deteriorarea produsului din cauza detergentilor/dezinfectantilor
inadecvati si/sau a temperaturilor prea de ridicate!

» Utilizati detergenti si dezinfectanti conform instructiunilor produ-
catorului,

- care sunt aprobati pentru mase plastice si otel inoxidabil,
- care nu ataca plastifiantii (de ex., din silicon).
» Nu folositi detergenti cu continut de acetona.

» Respectati informatiile privind concentratia, temperatura si timpul
de actiune.

» Nu depdsiti temperatura maxima de 60 °C la curatarea si/sau dez-
infectarea chimica.

» Nu depasiti temperatura maxima de 96 °C la dezinfectarea termica
cu apa demineralizata.

» Uscati produsul timp de cel putin 10 minute la maximum 120 °C.

/\ ATENTIE
Deteriorarea sau distrugerea acumulatorului prin reprocesare!
» Protejati acumulatorul impotriva umezelii.

Mentiune

Timpul de uscare mentionat este doar orientativ. Acesta trebuie verificat si,
dacd este necesar, trebuie adaptat in functie de circumstantele specifice
(de ex. incdrcare).



7.9  Curatare manuala cu dezinfectare prin stergere
| Pre-curatare TC (rece) pana la curat vizual
1l Curdtare cu solutie enzimaticda  TC (rece) =2 0.8 AP pH neutru*
1 Clatire intermediara TC =5 - AP -
\" Uscare TC - - - -
\ Dezinfectare prin stergere - >1 - - Servetele Meliseptol HBV 50 % propan-1-ol
Vi Clatire finala TC (rece) 0,5 - AD -
Vil Uscare TC - - - -
AP: Apa potabild
AD: Apé complet desalinizatd (demineralizatd, microbiologic cel putin calitatea apei potabile)
TC: Temperatura camerei

* Solutie enzimaticd adecvata: Helizyme, Cidezyme (cea din urm3 utilizatd pentru validare)

» Nu curatati produsul in baia cu ultrasunete si nu il introduceti in
lichide. Lasati imediat sa se scurga lichidele care au patruns in interior;
in caz contrar, exista pericolul de coroziune/defectare.

Faza |

» La curatare, miscati componentele care nu sunt rigide.

» Curatati produsul sub apa de la robinet cu o perie de curdtare adecvats,
pana cand nu mai sunt vizibile reziduuri pe suprafata.

» Periati suprafetele greu accesibile cu o perie de curdtare din plastic
adecvata, timp de cel putin 1 min.

Mentiune

Pentru detalii despre suprafetele greu accesibile, consultati Informatiile de
pre-curdtare si ingrijire Acculan TAO16000 (disponibile in extranetul
Aesculap la https.//extranet.bbraun.com).

Faza Il

» Respectati instructiunile de utilizare ale detergentului enzimatic in
ceea ce priveste concentratia, diluarea, temperatura si calitatea
corectd a apei.

» Pulverizati produsul cu o solutie enzimaticd cu pH neutru, lasati-I sa
actioneze timp de cel putin 2 minute si apoi stergeti-|.

» indepirtati murdiria cu o carp3 care nu lasi fird scame sau cu o perie
moale, umezita cu un detergent enzimatic.

» Clatiti fiecare dintre componentele care nu sunt rigide timp de 20 s cu
un pistol cu apa (apa rece, min. 2,5 bar).

» Dupa curdtarea manuald, verificati vizual suprafetele si zonele vizibile
ale componentelor care nu sunt rigide pentru a detecta eventualele
reziduuri.

Faza Il

» La curatare, miscati componentele care nu sunt rigide.

» Clatiti produsul sub jet de apa de la robinet timp de cel putin 5 minute.
» Daci este necesar, repetati procesul de curétare (fazele | -I11).

Faza IV

» Uscati produsul in faza de uscare cu accesoriul corespunzator (de ex.,
carpe care nu las3 scame, aer comprimat).

Faza V
» Stergeti complet produsul cu un servetel dezinfectant de unica
folosinta.

Faza VI

» Clatiti suprafetele dezinfectate sub apd demineralizatd curgdtoare
dupd expirarea timpului de actiune prevazut (cel putin 1 minut).

» Scurgeti suficient apa rdmasa.
Faza VII

» Uscati produsul in faza de uscare cu accesoriul corespunzator (de ex.,
carpe care nu lasi scame, aer comprimat).
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7.10 Curatare/dezinfectare automatizata cu pre-curatare manuala
Mentiune

in principiu, dispozitivul de curdtare si dezinfectare trebuie sd fi testat cu
privire la eficacitate (de ex. aprobare FDA sau marcaj CE in conformitate cu
DIN EN ISO 15883).

Mentiune

Dispozitivul de curdtare si dezinfectare utilizat trebuie sd fie intretinut si
verificat periodic.

7.10.1 Pre-curatare manuala cu peria

Clatire TC (rece) - - pana cand e curat vizual
1] Perii TC (rece) - - AP pana cand e curat vizual
AP: Apa potabila
TC: Temperatura camerei

» Nu curdtati produsul in baia cu ultrasunete sau nu il introduceti in
lichide. Lasati imediat sa se scurga lichidele care au patruns in interior;
in caz contrar, existd pericolul de coroziune/defectare.

Faza |

» Demontati tija pentru clapete pentru curatare. Asezati separat in cosul
tip grila tija pentru clapete, clapetele si piulita.

» La curatare, miscati componentele care nu sunt rigide.

» Curatati temeinic produsul sub jet de apa.

Faza Il

» La curatare, miscati componentele care nu sunt rigide.

» Periati suprafetele greu accesibile cu o perie de curdtare adecvata din
plastic, timp de cel putin 1 min.

» Dupd pre-curatarea manuald, verificati daca exista reziduuri pe
suprafetele vizibile si repetati procesul de pre-curatare, daca este nece-
sar.

Mentiune

Pentru detalii despre suprafetele greu accesibile, consultati Informatiile de
pre-curdtare si ingrijire Acculan TAO16000 (disponibile in extranetul
Aesculap la https.//extranet.bbraun.com).
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7.10.2 Curatare alcalina si dezinfectare termica automatizate

Tipul dispozitivului:Dispozitiv de curatare/dezinfectare uni-cameral fard ultrasunete

Faza Pas T t Calitatea Substante chimice
[°C/°F] [min] apei
| Pre-clatire <25[77 3 AP -
I Curatare 55/131 10 AD B Concentrat, alcalin:
- pH~13
- <bO% agenti tensioactivi anionici
B Solutie preparata 0,5%
- pH~11*
]} Clatire intermediara >10/50 1 AD -
v Termodezinfectare 90/194 5 AD -
Vv Uscare max. 120/248 min. 10 min - -
AP: Apa potabild
AD: Apé complet desalinizatd (demineralizatd, microbiologic cel putin calitatea apei potabile)

*Recomandat:BBraun Helimatic Cleaner alcaline

» Introduceti in pozitie corecta produsul in suportul ECCOS. Introduceti
compartimentul bateriei peste maner si inclinati dispozitivul in
suportul ECCOS, astfel incat piedica 2 sa fie pozitionata in sus.

» Capacul lamei 13 trebuie sa fie deschis pe tot parcursul procesului de
procesare.

» Demontati tija pentru clapete 23 pentru curdtare. Asezati separat in
cosul tip grila tija pentru clapete 23, clapetele 24 si piulita 26.

» Dupi curitarea/dezinfectarea automatizat3, verificati suprafetele vizi-
bile cu privire la existenta reziduurilor si, daca este cazul, repetati pro-
cesul de curdtare/dezinfectare.

7.11 Control, intretinere si verificare
» Lasati produsul sa se raceasca la temperatura camerei.

Mentiune

Aesculap recomandd lubrifierea tijei pentru clapete, clapetelor si
suprafetelor glisante, precum si a pieselor mobile (de ex. piedicd, capace de
inchidere) cu spray-ul de ulei STERILIT Power Systems GB600 inainte de fie-
care sterilizare. Excesul de ulei trebuie sters cu o cdrpd care nu lasd scame.

» Dupa fiecare curatare si dezinfectare, verificati produsul cu privire la:
Curdtenie, deteriorare, functionare, zgomot de functionare neobisnuit,
ncalzire excesiva sau vibratii prea puternice.

» Scoateti imediat din uz produsul deteriorat.

7.12 Ambalare

» Respectati instructiunile de utilizare a ambalajelor utilizate si de depo-
zitare (de ex. instructiuni de utilizare TAO09721 pentru sisteme de
depozitare Aesculap ECCOS).

» Introduceti in pozitie corectd produsele in suporturile ECCOS,
consultati fig. G.

» Ambalati cosurile tip grild in mod corespunzator pentru procedura de
sterilizare (de ex. in recipiente sterile Aesculap).

» Asigurati-va cd ambalajul previne recontaminarea produsului.

7.13 Sterilizare cu abur

/\ ATENTIE
Deteriorarea sau distrugerea acumulatorului prin reprocesare!
» Nu sterilizati acumulatorul.

Mentiune

Produsul poate fi sterilizat doar fard lamd, baterie si capac de inchidere,
precum si cu capacul lamei deschis.

Mentiune

Produsul poate fi sterilizat cu tija pentru clapete montatd si cu clapetele in
pozitie deschisd.

» Asigurati-va cd agentul de sterilizare are acces la toate suprafetele
exterioare si interioare (de ex. prin deschiderea supapelor si
robinetilor).

» Utilizati procedura de sterilizare validata:
- Sterilizare cu abur in procedura cu vid fractionat
- Sterilizator cu abur conform DIN EN 285 si validat conform
DIN EN ISO 17665
- Sterilizare in procedura cu vid fractionat la 134 °C, timp de
mentinere 5 min
Sterilizarea concomitentd a mai multor produse intr-un singur sterilizator
cu abur:
» Asigurati-va ca nu este depdsita sarcina maxima admisa a sterilizato-
rului cu abur in conformitate cu specificatiile producatorului.

7.14 Depozitare

» Depozitati produsele sterile in ambalaje rezistente la germeni, protejate
impotriva patrunderii prafului, intr-o camera uscatd, intunecata si cu
temperatura constanta.

» Depozitati produsul de unicd folosinta GB228R ambalat steril protejat
impotriva patrunderii prafului, intr-o camera uscatd, intunecata si cu
temperatura constanta.

275


ana vasiliev
Highlight


8. Intretinere

Pentru a asigura o functionare fiabild, intretinerea trebuie efectuata in

conformitate cu marcajul de intretinere sau cel putin anual.

b

AAAA-LL

Pentru astfel de servicii, va rugdm sa contactati reprezentantul dumnea-
voastra national B. Braun/Aesculap, vezi Serviciul Tehnic.

9.

Detectarea si remedierea erorilor

» Solicitati repararea produselor defecte de catre Serviciul Tehnic Aesculap, vezi Serviciul Tehnic.

Defectiune

Produsul nu functioneaza

Cauza

Lipsa acumulator

Detectare

Lipsa acumulatorului din comparti-
mentul acumulatorului

Remediere

Introduceti acumulatorul.

Acumulator neincércat

Nu se emite niciun semnal acustic la
introducerea acumulatorului

Incarcati acumulatorul in incdrcator.

Acumulator defect

Produs in pozitia asigurata
OFF

Nu se emite niciun semnal acustic la
introducerea acumulatorului

Siguranta piedicii este in pozitia OFF

Solicitati repararea acumulatorului de catre pro-
ducator.

Comutati siguranta piedicii in pozitia ON.

Produs defect

Produsul nu functioneaza

Solicitati repararea produsului de catre produca-
tor.

Produsul se Tncalzeste
prea puternic

Suprasolicitare

Procesare/ingrijire efectuat
incorect

Incélzirea produsului

Incdlzirea produsului

Respectati manualul de utilizare (regim nominal de
functionare).

Respectati manualul de utilizare (procesare, ingri-
jire).

Preventiv: Ungeti cu ulei produsul Tnainte de fie-
care sterilizare.

Daune cauzate de cadere, pro-
dus defect

Instrument tocit

Incélzirea produsului

Incdlzirea instrumentului si a produsu-
lui

Solicitati repararea produsului de catre produca-
tor.

Schimbati instrumentul.

Performanta insuficienta

Zgomot puternic la
functionare

Capac de inchidere
nemontabil/nedemonta-
bil

Produs defect

Instrument tocit

Transmisia/rulmentul cu bile
al produsului defecta/defect

Capacul de inchidere nu este
compatibil

Capac de inchidere defor-
mat/defect

Performanta insuficientad a produsului

Respectati manualul de utilizare (procesare, ingri-
jire).

Preventiv: Ungeti cu ulei produsul inainte de fie-
care sterilizare.

Solicitati repararea produsului de catre produca-
tor.

incalzire puternicd dupa o perioada
scurta de timp

Taisul instrumentului este uzat

Zgomot puternic, deosebit, in timpul
functionarii

Capacul de inchidere nu se incliche-
teazd

Capacul de inchidere este dificil sau
imposibil de montat/demontat

Respectati manualul de utilizare (regim de
functionare nominal).
Solicitati repararea produsului de catre producator

Schimbati instrumentul.

Respectati manualul de utilizare (procesare, ingri-
jire).

Preventiv: Ungeti cu ulei produsul Tnainte de fie-
care sterilizare.

Solicitati repararea produsului de catre producator

Utilizati capacul de inchidere potrivit pentru
GA340/GA341.

Solicitati repararea capacului de inchidere de catre
producator.

Conexiunea de pe produs este
deformati/defecta

Capacul de inchidere este dificil sau
imposibil de montat/demontat

Solicitati repararea produsului de catre produca-
tor.
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Defectiune

Acumulator nemonta-
bil/nedemontabil

Cauza

Acumulatorul nu este compa-
tibil

Detectare

Acumulatorul nu este complet monta-
bil in compartimentul acumulatorului

Remediere

Utilizati acumulatorul corespunzator pentru
GA340/GA341.

Acumulator deformat/defect

Compartimentul acumulato-
rului de pe produs este defor-
mat/defect

Acumulatorul este dificil sau imposibil
de montat/demontat

Acumulatorul este dificil sau imposibil
de montat/demontat

Solicitati repararea acumulatorului de catre pro-
ducator.

Solicitati repararea produsului de catre producator

Palnia sterild sau acceso-
riul de indepartare a acu-
mulatorului nu se poate
introduce

Piedica pentru controlul
turatiei nu poate fi
actionata

Palnia sterild sau accesoriul
de indepartare a acumulato-
rului nu este compati-
bild/compatibil

Palnia sterila sau accesoriul
de indepartare a acumulato-
rului este deformatd/deformat
sau defectd/defect

Palnia sterild sau accesoriul de inde-
partare a acumulatorului nu se poate
introduce pe compartimentul acumu-
latorului

Palnia sterild sau accesoriul de inde-
partare a acumulatorului se introduce
greu sau nu se poate introduce

Utilizati palnia sterila potrivita sau accesoriul de
indepartare a acumulatorului potrivit pentru
GA340/GA341.

Inlocuiti palnia sterila sau accesoriul de indepar-
tare a acumulatorului.

Compartimentul acumulato-
rului de pe produs este defor-
mat/defect

Produs in pozitia asigurata
OFF

Palnia sterild sau accesoriul de inde-
partare a acumulatorului se introduce
greu sau nu se poate introduce

Siguranta piedicii este in pozitia OFF

Solicitati repararea produsului de catre produca-
tor.

Comutati siguranta piedicii in pozitia ON.

Piedica pentru controlul
turatiei blocatd/defectd

Piedica pentru controlul turatiei nu
poate fi actionata

Solicitati repararea produsului de catre produca-
tor.

Lama de dermatom nu se
misca

Performanta insuficienta
de tdiere a lamei de der-
matom

Transmisie defecta

Lama de dermatom este tocita

Dermatom dereglat

Produsul nu functioneaza

Lama de dermatom cu tais uzat

Performanta produsului nu este sufici-
entd

Solicitati repararea produsului de catre producator

Inlocuiti lama de dermatom

Solicitati repararea produsului de catre producdtor

Grosimea de taiere ine-
gala/devierea fatd de
setare

Fasii de piele inegale/prea
groase/prea subtiri

Efect mecanic (de ex. prin ciderea pe
pardoseal)

Solicitati repararea produsului de catre producator

10. Serviciul Tehnic

/\ PERICOL

Pericol de moarte pentru pacient si utilizator din cauza defectarii
sifsau a avarierii masurilor de protectie!
» Nu efectuati activitati de service sau de intretinere in timpul utili-

zarii produsului pe pacient.

/\ ATENTIE

Modificarile aduse echipamentului medical pot duce la pierderea
dreptului de garantie/garantiei, precum si dreptului la posibile apro-

bari.

» Nu modificati produsul.

» Pentru service si reparatii contactati reprezentatul national

B. Braun/Aesculap.

Adrese de service

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen [ Germany

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

Alte adrese de service pot fi gasite la adresa de mai sus.
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11. Accesorii/piese de schimb

GA346 Acumulator Li-ion scurt

GA340345 Piulita

GA643817 Tija pentru clapete

GA670210 Clapeta

GA675 Capac de inchidere

GA678 Palnie sterila

GA679 Accesoriu de indepdrtare a acumulatorului

GB228R Lama de dermatom

GB256R Set ECCOS pentru dermatom

GB487R Suport ECCOS pentru capac de inchidere

GB488R Suport ECCOS pentru palnie sterila

GB489R Suport ECCOS pentru accesoriul de indepartare a
acumulatorului

GB498R Suport ECCOS pentru dispozitiv drept

GB600 Spray de ulei STERILIT Power Systems

TA014548 Instructiuni de utilizare pentru dermatom
GA340/GA341 (A4 pentru dosar cu inele)

TA014549 Instructiuni de utilizare pentru dermatom

GA340/GA341 (prospect)
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12. Date tehnice

12.1 Clasificare in conformitate cu Regulamentul
(UE) 2017/745

GA340 Dermatom lla

GA341 Dermatom 0,1 mm Ila

12.2 Date privind performanta, informatii despre stan-

darde
Max. Performanta cca. 250 W
Max. Frecventd de oscilatie 6 500 min~"
Butucul lamei cca. 3,1 mm

Setarea grosimii taieturii De la 0,2 mm pana la 1,2 mm
(pentru GA340)
De la 0,1 mm pana la 1,1 mm
(pentru GA341)

Diviziunea scalei de 1/10 mm

Latime de taiere max. cca. 78 mm, reglabild cu

10 clapete cu latime de cca. 8 mm

Greutate (gata de functionare) 1,65 kg + 10 %

Dimensiuni (L x I x I, gata de 277 mm x 113 mm x 83 mm

functionare) +50%
Aplicator Tip BF
CEM IEC/DIN EN 60601-1-2

Conformitatea cu standardele IEC/DIN EN 60601-1

Produsul a fost testat de producator dupa 500 de cicluri de procesare si a
trecut cu succes testarea.

12.3 Regim nominal de functionare

Functionare cu modificari neperiodice ale sarcinii si turatiei (tip S9 con-
form IEC EN 60034-1)

B 60 s utilizare, 60 s pauza
B 10 repetari

B Timp de racire 30 de min.
B Max. temperatura 48 °C

12.4 Conditii ambientale

Temperatura dela 10 °C pand la27 °C dela-10 °C pana la
50 °C
Umiditatea de la 30 % pandla759% de la 10 % pana la 90 %
relativa a aeru-
lui
Presiunea de la 700 hPa pana la de la 500 hPa pana la

atmosferica 1 060 hPa 1 060 hPa
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13. Eliminarea

/\ AVERTIZARE
Pericol de infectare din cauza produselor contaminate!

» La eliminarea sau reciclarea produsului, componentelor si ambala-
jelor acestuia, respectati reglementarile nationale.

Mentiune

Produsul trebuie reprocesat de cdtre operator inainte de eliminare, vezi
Procedura de procesare validatd.

Permisul de reciclare poate fi descarcat de pe extranet ca
document PDF, de la numarul articolului respectiv. (Permi-
sul de reciclare este un ghid de demontare a dispozitivului,
cu informatii privind eliminarea profesionala a compo-
nentelor ddunatoare mediului.)

Un produs marcat cu acest simbol se trimite pentru colec-
tarea separata a echipamentelor electrice si electronice.
Eliminarea se face gratuit in Uniunea Europeana, de catre
producator.

» Daca aveti intrebari cu privire la eliminarea produsului, va rugam sa
contactati reprezentantul dumneavoastra national B. Braun/Aesculap,
vezi Serviciul Tehnic.

279



Aesculap®

€n

de

fr

es

pt

nl

Instructions for use/Technical description
Skin mesh dermatome BA720R
Gebrauchsanweisung/Technische Beschreibung
Hautnetz-Dermatom BA720R

Mode d'emploi/Description technique
Dermatome pour trame dermique BA720R
Instrucciones de manejo/Descripcion técnica
Dermatomo para injertos de malla BA720R
Istruzioni per I'uso/Descrizione tecnica
Estensore di reticoli cutanei BA720R
Instrugdes de utilizagdo/Descricio técnica
Dermatomo cuténeo de rede BA720R
Gebruiksaanwijzing/Technische beschrijving
Dermatoom BA720R

sV

et

ru

cs

sk

tr

Bruksanvisning/Teknisk beskrivning
Huddermatom BA720R
Kasutusjuhend/Tehniline kirjeldus
Nahavdrgu dermatoom BA720R
NHcTpyKuma no npumeHutio/TexHnyeckoe onncaHne
KoxHblli nepdopaTtop BA720R

Névod k pouziti/Technicky popis

Sitovy kozni dermatom BA720R
Instrukcja uzytkowania/Opis techniczny
Siatkownica do dermatomu BA720R
Névod na pouzitie/Technicky opis
Dermatém BA720R pre koznu sietku
Kullanim Kilavuzu/Teknik agiklama

Cilt agr dermatomu BA720R

B/ BRAUN

SHARING EXPERTISE









Aesculap®
Skin mesh dermatome BA720R

Legend Contents

1 Carrying handle 1. Applicable to ... ... 2
2 Cutting cylinder 2. Safe handling. ... 3
3 Counter cylinder 3. Product description. ... 3
4 Cutting device 3.1 Scope of SUPPIY « oo 3
5 Carrier plate for skin graft 3.2 Intended USe. ... ...t 3
6 Setting wheel for cutting depth 3.3 Operating principle .. ... 3
7 Gearwheel transmission 4. Preparation. . ... 3
8 Cutting cylinder lock 5. Working with the skin mesh dermatome BA720R ........... 3
9 Hinge BT System Set-Up .. 3
10 Shaft of cutting cylinder 2 52 Functionchecks. ...... ..o 3
11 Fastening screws for upper part 17 5.3 Safeoperation........ ... 3
12 Hand ratchet for driving the cutting cylinder 6. Validated reprocessing procedure ......... ... ... 5
13 Screwdriver end for screws 11 and shaft 10 6.1  General safety instructions. . .............o i 5
14 Lower part 6.2 Single-use products. . ... 5
15 Guide strips for carrier plates 6.3  Generalinformation ....... .. .. 5
16 Insertion tray for carrier plates 5 6.4 Preparations at the place of use. ........... ... ... ... 6
17 Upper part, hinged 6.5 Preparation before cleaning ............ ... . il 6
18 Scale of the setting wheel 6.6  Cleaning/disinfection .............cooiiiiiiireinennannns 6
19 Removal tray for carrier plates 6.7 Manual cleaning/disinfecting............................ 6
6.8  Mechanical cleaning/disinfecting ........................ 7
Symbols on pl’OdUCt and packages 6.9 Inspection, maintenance and checks...................... 8
6.10 Packaging..........oiiiiii 8
Caution, general warning symbol 6.11 Steam sterilization. .. .......... .. i 8
A Caution, see documentation supplied with the product 6.12 Sterilization for the USmarket. ........ ... ... ... ... ... 8
B.13 StOrag€. . vttt e 8
B Scale symbol for “Skin graft cutting™ 7. Maintenance ......... ... 8
l I%: 8. Troubleshooting list. ... 8
D 9 Technical Service . ... ..o 9
D 10.  ACCesSOries/Spare Parts. .. .....veeeeeneereneieananeann. 9
Date of manufacture 11. Technicaldata .......ooiiiii e 9
MI 11.1 Ambient conditions........... .. ... . i i 9
12, Disposal ... 9

13.  Distributor in the US/Contact in Canada for product information
andcomplaints ........ . 9

1. Applicable to

» For item-specific instructions for use and information on material
compatibility, — see  also  the  Aesculap Extranet  at
https://extranet.bbraun.com



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

A\

WARNING

The operation and reprocessing instructions for the
skin mesh dermatome may differ from these
instructions for use!

These instructions for use describe only the opera-
tion and reprocessing of the skin mesh dermatome
as of series number 4000.

» For upgrades, please contact your national
B. Braun/Aesculap agency.

» 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 manufacturer 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.

3. Product description
3.1 Scope of supply

Designation Art. no.
Skin mesh dermatome, complete with hand ratchet  BA720R
Carrier plate for expansion factor 1.5; sterile BA721
Carrier plate for expansion factor 3; sterile BA722
Carrier plate for expansion factor 6; sterile BA723

3.2 Intended use

The skin mesh dermatome BA720R is used for the cutting of skin grafts in
general, burns and plastic surgery.

3.3  Operating principle

The cutting cylinder 2 is turned anticlockwise with hand ratchet 12. The
carrier plate 5 transports the skin graft between cutting cylinder 2 and
counter cylinder 3. During this transport, the skin graft is cut.

The cutting depth is set with setting wheel 6, using scale 18. The stag-
gered slits in the skin graft allow expanding the graft to rhombic skin
mesh.

The skin mesh can be used for covering defects of up to six times the size
of the grafting site.

4. Preparation
Non-compliance with the following instructions will preclude all respon-
sibility and liability in this respect on the part of Aesculap.

» Prior to use, inspect the skin mesh dermatome BA720R and its acces-
sories for visible damage.

» Only use the skin mesh dermatome BA720R and its accessories if they
are in perfect condition.

» Be certain that the skin mesh dermatome is set up on a sufficiently sta-
ble support (e.g. table, equipment cart, etc.).

5.  Working with the skin mesh dermatome
BA720R

5.1  System set-up

VAN

WARNING

Risk of infection and contamination!

The device and its accessories are delivered in
unsterile condition.

» Sterilize the device and accessories before use.
» Slide hand ratchet 12 on shaft 10 so that it clicks into position.

5.2 Function checks

Carry out a trial run of the skin mesh dermatome BA720R prior to each
use:

» Verify that gearwheel transmission 7 is moved when turning hand
ratchet 12.

» Make certain that setting wheel 6, once engaged, can be easily rotated
through the range of scale 18.

» Only use the device if it is in perfect condition.

5.3  Safe operation

A\

WARNING

Risk of injury and/or malfunction!

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

Setting the cutting cylinder

VAN

CAUTION

Damage to the cutting cylinder! The cutting cylin-
der can only be set when running freely.

» Make certain that the carrier plate is not
engaged under the cutting cylinder.

» Slightly pull out setting wheel 6 until it disengages.
» Turn setting wheel 6 to the required position.

Skin graft cutting

Possible settings at the setting wheel Scale symbols
extremely thick skin graft B

1=
reserve setting for cutting D

normal setting for cutting

» Slightly push in setting wheel 6 until it engages.



Processing the skin graft

Note

Only place individual carrier plates on the insertion tray, one after the other.
For long skin grafts, sequentially insert several carrier plates.

A\

CAUTION

Coiling of the skin graft! The skin graft can be
lifted off from carrier plate as soon as it has been
cut into by the cutting cylinder!

» Press the skin graft onto the carrier plate, using
fine tweezers, directly behind the cut-in line.

» If the cutting cylinder has been turned too far
already, turn back the cutting cylinder, using the
screwdriver end of the ratchet.

» Position the required carrier plate 5, with the grooved surface facing
up, on insertion tray 16.

» Position the skin graft on carrier plate 5.

» Push carrier plate 5 between guide strips 15 under cutting cylinder 2
until the cutting cylinder engages.

» Turn hand ratchet 12 anticlockwise.
The carrier plate is transported.

» Keep turning hand ratchet 12 until the complete carrier plate 5 is in
position on removal tray 9.

This completes the processing of the skin graft.

Changing the cutting cylinder
Note
The cutting cylinder cannot be sharpened.

Dismounting the cutting cylinder

AN\

WARNING

Cuts on hands or other body parts, caused by sharp
edges on the cutting cylinder!

» Touch the cutting cylinder only at the shaft.

» Turn cutting device 4 upside down so that the four screws 11 are vis-
ible, see Fig. 1.

Fig. 1

» Loosen screws 11 by hand or, if they are difficult to turn, with the
screwdriver end 13 of hand ratchet 12.

» Return cutting device 4 to its upright position.

» Open upper part 17, see Fig. 2.

Fig. 2

» Hold down lock 8 and, at the same time, pull at shaft 10 to decouple
cutting cylinder 2, see Fig. 3.

Fig. 3



» Turn cutting cylinder 2 while pulling it out of bearings 20, see Fig. 4.
This completes the dismounting of cutting cylinder 2.

Fig. 4

Mounting the cutting cylinder
Note

To prevent transport damage, cutting cylinder 2 is protected by a piece of
cardboard on delivery. Remove the cardboard protection only after cutting
cylinder2 has been mounted completely.

» Insert the cutting cylinder 2 into the two bearings 20, see Fig. 4.

» Hold cutting cylinder 2 at shaft 10 and press it into bearings 20 until
it clicks into position, see Fig. 3.

» Turn shaft 10 and check cutting cylinder 2 for correct seating.
» Close upper part 17 on lower part 14, see Fig. 2.

» Turn cutting device 4 upside down so that the four screws 11 are vis-
ible, see Fig. 1.

» Tighten screws 11 by hand.

» Return cutting device 4 to its upright position.

» Remove the piece of cardboard from cutting cylinder 2.
This completes the mounting of cutting cylinder 2.

6. Validated reprocessing procedure

A\

WARNING

The reprocessing instructions for the skin mesh der-
matome may differ from these instructions for use!
These instructions for use describe only the opera-
tion and reprocessing of the skin mesh dermatome
as of series number 4000.
» For upgrades, please contact your national

B. Braun/Aesculap agency.

6.1  General safety instructions
Note

Adhere to national statutory regulations, national and international stan-
dards and directives, and local, clinical hygiene instructions for sterile pro-
cessing.

Note

For patients with Creutzfeldt-Jakob disease (CJD), suspected CJD or possi-
ble variants of CJD, observe the relevant national requlations 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 pro-
cessing method is first validated. The operator/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 up-to-date information about 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.

6.2  Single-use products

A

WARNING

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

» Do not reprocess the product!

Designation Article no.

Carrier plate BA721
BA722
BA723

6.3  General information

Dried or affixed surgical residues can make cleaning more difficult or inef-
fective and lead to corrosion. Therefore the time interval between applica-
tion and processing should not exceed 6 h; also, neither fixating pre-
cleaning temperatures >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 andfor 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, medi-
cines, saline solutions and in the service water used for cleaning, disinfec-
tion and sterilization will cause corrosion damage (pitting, stress corro-
sion) and result in the destruction of stainless steel products. These must
be removed by rinsing thoroughly with demineralized water and then dry-
ing.

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. Failure to do so can
result in the following problems:

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

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



» Do not use metal cleaning brushes or other abrasives that would dam-
age the product surfaces and could cause corrosion.

» Further detailed advice on hygienically safe and material-/value-pre-
serving reprocessing can be found at www.a-k-i.org, link to Publica-
tions, Red Brochure - Proper maintenance of instruments.

6.4  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.

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

6.6 Cleaning/disinfection

Product-specific safety instructions for the reprocessing procedure

JAN

CAUTION

Damage to the product due to inappropriate clean-

ing/disinfecting agents!

» Only use cleaning/disinfecting agents approved
for surface cleaning. Follow the manufacturer's
instructions for the respective cleaning/disin-
fecting agent.

Validated cleaning and disinfection procedure
Validated procedure  Special features

Manual cleaning and
wipe disinfection

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

poses

Damage to the product due to inappropriate clean-

A ing/disinfecting agents and/or excessive tempera-
CAUTION tures!
» Use cleaning and disinfecting agents according
to the manufacturer's instructions which

- are approved for plastic material and high-
grade steel,

- do not attack softeners (e.g. in silicone).

» Observe specifications regarding concentration,
temperature and exposure time.

» Do not exceed the maximum permitted cleaning
temperature of 60 °C.

» Dry the product for at least 10 minutes at a maximum of 120 °C.

Note

The indicated drying temperature is a guide temperature only. It must be
checked taking into account the specific conditions (e.g. load) and if appli-
cable adjusted.

Reference

B When cleaning products with movable hinges, ensure that these are in Chapter Manual cleaning/disinfecting and sub-
an open position and, if applicable, move the joint while cleaning.

section:
B Chapter Manual cleaning and wipe disinfect-
ing

B 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 inadvertently.)

M To avoid damage to cutting cylinder 2, clean the cutting cylinder with

a soft brush.

Mechanical alkaline M |Install Eccos holder GB688R in a suitable wire basket (e.g. JF214R).

cleaning and thermal
disinfecting

Chapter Mechanical cleaning/disinfecting and
subsection:

B Insert the product in its proper position in Eccos holder GB682R.

B Chapter Mechanical alkaline cleaning and
thermal disinfecting

6.7  Manual cleaning/disinfecting

» Prior to manual disinfecting, allow water to drip off for a sufficient

length of time to prevent dilution of the disinfecting solution.

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

residues.
» Repeat the cleaning/disinfection process if necessary.



Manual cleaning and wipe disinfecting

Cleaning RT (cold) -

Il Drying RT - - - -

1] Wipe disinfection - >1 - - Meliseptol HBV wipes 50 % Propan-1-ol
\Y 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 clean-
ing brush until all visible residues have been removed from the sur-
faces.

» 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 IlI
» 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.

Mechanical alkaline cleaning and thermal disinfecting

Machine type: single-chamber cleaning/disinfection device without ultrasound

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

6.8  Mechanical cleaning/disinfecting
Note

The cleaning and disinfection device must be of tested and approved effec-
tiveness (e.g. FDA approval or CE mark according to DIN EN 1SO 15883).

Note

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

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



6.9 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.

» Set aside the product if it is damaged.

6.10 Packaging

» Follow the instructions for use for the applied packaging and storage
systems (e.g. instructions for use TAO09721 for 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 prod-
uct.

6.11 Steam sterilization
Note

The carrier plates BA721, BA722 and BA723 are gamma-sterilized single-
use products. These products must not be steam-sterilized and are intended
for single use only.

Note

The product may only be sterilized with the upper part 17 open and the cut-
ting cylinder 2 removed.

» Sterilize the skin mesh dermatome immediately after cleaning.
» Store the skin mesh dermatome in a suitable wire basket (e.g. JF214R).

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

» 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

8. Troubleshooting list

Malfunction Detection

Cutting cylinder 2 fails to rotate Foreign body in device

» 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.

6.12 Sterilization for the US market

B Aesculap advises against sterilizing the device by flash sterilization or
chemical sterilization.

B Sterilization may be accomplished by a standard prevacuum cycle in a
steam autoclave.

To achieve a sterility assurance level of 10'6, Aesculap recommends the

following parameters:

Aesculap Orga Tray/Sterile container (perforated bottom)
Minimum cycle parameters*

Sterilization Temp. Time Minimum drying time
method
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 alterna-
tive method using appropriate laboratory techniques. Use an FDA cleared
accessory to maintain sterility after processing, such as a wrap, pouch, etc.

6.13 Storage

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

7. Maintenance
In order to ensure reliable operation, the product must be maintained after
300 reprocessing cycles or at least once a year.

For technical service, please contact your national B.Braun/Aesculap
agency, see Technical Service.

Cause

Cutting cylinder jammed

Remedy

Remove foreign body

Hand ratchet 12 not engaged

Engage hand ratchet 12

Excessive axial slack of cutting cyl-
inder

Cutting cylinder 2 stiff Strong force required on hand

ratchet 12

Skin not cut through completely Incorrect symbol on fine adjust-

ment scale 18

Cutting cylinder loose

Defective bearing

Incorrect setting

Engage cutting cylinder and secure
with lock 8

Repair by manufacturer

Select the required fine adjustment,
see Safe operation

Cutting tips shiny, hand ratchet 12
stiff

Cutting tips broken off

Screws 11 loose

Cutting cylinder 2 worn

Cutting cylinder 2 defective

Tighten screws by hand or with screw-
driver 13

Replace cutting cylinder 2, see Safe
operation

Replace cutting cylinder 2, see Safe
operation




9. Technical Service

A\

WARNING

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

» For service and repairs, please national

B. Braun/Aesculapagency.
Modifications carried out on medical technical equipment may result in
loss of guarantee/warranty rights and forfeiture of applicable licenses.

contact  your

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.

10. Accessories/Spare parts

Art. no. Designation

BA725R Replacement cutting cylinder
BA721 Carrier plate factor 1.5
BA722 Carrier plate factor 3

BA723 Carrier plate factor 6
BA726R Hand ratchet

BA727R Basket storage aid

GB688R Eccos holder

TA008023 Instructions for use BA720R

11. Technical data

Classification acc. to Directive 93/42/EEC

Art. no.  Designation Class
BA720R Skin mesh dermatome lla
Dimensions 150 mm x 195 mm x 105 mm

(Hx W x D)

Weight 43800¢g

Length of carrier plate 220 mm

Width of carrier plate 75 mm

11.1 Ambient conditions

Operation Storage and transport
Temperature 40 °C 50 °C

10°C -10 °C
Relative 75 % 90 %
humidity @

o o

30 % 10 %
Atmospheric
pressure

i—‘l 060 hPa i_1 060 hPa
700 hPa 500 hPa

12. Disposal

Note

The user institution is obliged to process the product before its disposal, see
Validated reprocessing procedure.

The skin mesh dermatome BA720R is made of stainless steel.
» Dispose of the device with other recyclable metals.

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

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

Aesculap Inc.

3773 Corporate Parkway
Center Valley, PA, 18034,
USA
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12 PyyHas TpelyoTKa AnA NprBOAa pexyLuero Bana
13 KoHel, oTBepTKM ana BUHTOB 11 1 xBocToBUKa 10
14 HwxHAA yacTb

15 HanpasnAtwoLwme Ana HecyLWwmx nnacTuH

16 lNpremHbI NOAAOH ANA HeCyLW X NNacTnH 5

17 BepxHAs yacTb, OTKMAHaA

18 LWkana perynMpoBOYHOro Kosneca

19 lopaoH AnA yaaneHna Hecywmx NacTuH
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» PykoBOACTBa MO 3KCMyaTauuy OTAENbHbIX U3genuini n nHpopma-
UMA MO COBMECTMMOCTU MaTepurasioB pa3melleHbl TakKe B CETU
Aesculap no agpecy https://extranet.obraun.com



2. MpaBunbHoe o6paleHne c npnb6o-

pom
Mopapok o6paLieHnsa n o6pa6oTkn nepdopa-
Topa A/ N3roTOBNEHUSA CETYATOrO JIOCKYTa,
BHUMAHUE BO3MOXHO, HEe COOTBETCTBYET flaHHOI NHCTPYK-

LM No NnpuMeHeHuto!

B HacToALell UHCTPYKUMN NO NPUMEHEHUNI0
OMNUCaH TONIbKO NOPAAOK o6palleHns 1 o6pa-
60TKMN NnepdopaTopa ANA N3roToBNIEHUA CeTYa-
TOro NI0OCKyTa, C CEpUIHbIMN HOMepaMu Hauun-
Hasa ¢ 4000.

» YT06bI OCYLLeCTBMTb NepPeHaCTPONKY nep-
dopaTopa Ana N3roToBNieHNA CETYATOrO
NIOCKyTa, o6paTmTech B MECTHOE NpeAcTaBu-
TenbcTBO B. Braun/Aesculap.

» HoBoe, TONbKO YTO NOCTYNUBLLEE C 3aBOAA M3fenune ciefyeT oun-
CTUTb (BPYUHYIO NI MaLLMHHbBIM COCOBOM) Nocie yaaneHws TpaH-
CNOPTMPOBOYHONM YNAKOBKM U nepes NpoBefeHem NepBown cre-
punmsaymu.

» [epepn nprvMeHeHNeM U3[eNMA NPOBEPUTL ero Ha paboTocnocob-
HOCTb U Hafiexallee COCTOsHYE.

» UYToObl un3bexaTb NoOBpEXAEHWUN, ABMAAIWUXCA pPe3yNbTaToM
HenpaBWIbHOrO MOHTaXa WK 3KCnyaTalun, U COXPaHUTb NPaBo
Ha rapaHTu1io, HEOO6XOAMMO:

- Wcnonb3oBatb um3genve TONMbKO B COOTBETCTBUU C [aHHOW
WHCTPYKLUMEN MO NPUMEHEHNIO;

- CobniogaTb yKasaHuA Mo TeXHUKe 6e30MacHOCTU 1 TeXHUYe-
CKOMY 06CNyK1BaHWIO;

- [nAa komnnekTauum MCNonb30BaTb TOMbKO um3genua ¢Gupmbl
Aesculap.

» l3penuve v npuHaanexHOCTU pa3peLlaeTcs NPYBOAUTDL B LeCTBYE
M MCMNONb30BaTb TONbKO JIMLAM, MMEIOWMM COOTBETCTBYHOLLee
06pa3oBaHue, 3HaHUSA VNIV OMbIT.

» XpaHWUTb MHCTPYKLMIO MO NPYMEHEHUIO B AOCTYMHOM /1Al NONb30-
BaTenen mecre,

3. OnwucaHune npubopa
3.1 KomnneKkT noctaBkKm

HanmeHoBaHue ApTunkyn

MepdopaTop AnsA N3roToBneHNA CeTYaTOro BA720R

JIOCKYTa B KOMNNEKTe C pyl-IHOVI Tpeu.l,OTKOVI

Hecywas nnactuHa c koaodurymeHTom ysenmye-  BA721
HuA 1,5; cTepunbHasn

Hecywas nnactuHa c KoapdrumeHTom ysenmye-  BA722
HUA 3; cTepunbHan
Hecywas nnactuHa c kKoapdurumeHtom ysenmye-  BA723

HUA 6; cTepunbHas

3.2 HasHaueHue

MepdopaTtop AnA n3rotoBneHna cetyatoro nockyta BA720R npume-
HAETCA ANA NPOPEe3aHNA KOXKHBIX TPAHCMIaHTaToOB U HaHECEHUWA Hace-
YeK Ha HIIX B O6LLEeN, 0XKOrOBOW 1 MAACTUYECKOW XMPYPIun.

3.3 TpuHUWN aencTBUA

Pe>KyU.|VII7I Ban 2 BpalwaeTca npotme yacoBon CTpenkn ¢ nomMoulbto
pyyHou TpewoTkn 12. Hecywan nnactmHa 5 ocylectsiseT nepeme-
LiEeHNEe KOXHOIro TpaHCN1aHTaTa MeXxay pexyLwmnm Baiom 2n BCTpeY-
HbiM Banom 3. B npouecce nepemelleHnA MPOUCXOAUT NCCeYEeHne
KOXHOrO TpaHCMn/1laHTaTa.

[ny6brHa npope3aHusa HacTpanBaeTCs Ha PeryIMpoOBOYHOM Korece 6 ¢
NOMOLLbIO LWKasbl 18. PacnonoXxeHHble B «LWAaXMaTHOM NopaaKe» npo-
Pe3n Ha KOXXHOM TpaHCn/aHTaTe AenaloT BO3MOXKHbIM pacTArmBaHmne
no pOMﬁoBM}J,HOFO CeTyaToro JIoCKyTa.

CeTyaTbiMK JIOCKYTaMN MOXHO HaKpbiBaTb p.ed)eKTbl, KOTOpble A0
WwecTn pa3 npesbiatoT NO pasmMmepam MeCTo nccevyeHua.

4. ToparoToBKa K pabore
KomnaHua Aesculap cHimMaeT ¢ cebs BCAKYIO OTBETCTBEHHOCTb, €C/v
He BbIMOJIHAIOTCA NepeYvyncieHHble HUXe npeanncaHna.

» [Nepep npuMmeHeHVieM NpoBepbTe NeppopaTop ASiA N3roTOBEHNA
cetyatoro fiockyta BA720R n npnHapgneXxHoCcT K Hemy Ha Hanuume
BUAVIMbIX MOBPEXAEHWNIA.

» lcnonb3yiTe TONbKO MOMHOCTbIO UCNpPaBHbIA nepdopatop AnA
N3roToBfieHNA ceTyaToro nockyta BA720R n npvHagnexHocTn K
Hemy.

» Y6eanTecb B JOCTAaTOYHOW YCTOMUMBOCTM HECYLLEeN KOHCTPYKUUN
(cTon, Tenexka ans o6opyaoBaHUA U T. A4.).

5. JkcnnyaTauua nepdopatopa ans
M3roTOBJIEHUSA CETYATOrO JIOCKYTA
BA720R

5.1 MoproroBkKa

OnacHOCTb UHGeKUui n 6aKTepuanbHOro
3arpsasHeHus!

BHUMAHUWE [Mpu6op 1 NpruHagneXXHOCTN NOCTaBNAITCA

HecTepunbHbIMWU.

» lMepep NnpuMeHeHEeM CTepUAN30BaTh Npu-
60p 1 NpUHaANEXHOCTH.

» BcraBuTb pyuHyio TpewoTky 12 B xBocToBUK 10 f0 duKcaumn.

5.2 TpoBepKa ¢PYHKLUMNOHNPOBAHNA

Mepen KaxpgbiM NprMMeHeHneM HEOBXOAMMO MPOBEPUTb, Kak pabo-
TaeT nepdopaTop ANA U3roTOBNEHMA CeTYaTOro nockyta BA720R:

» Y6ennTbca B TOM, UTO 3ybuaTas nepepaya 7 Bpaliaetca npuv Bpa-
LEeHMN PYYHON TpeLoTKmn 12.

» YA0OCTOBEPUTLCA B TOM, UTO PETYNIMPOBOYHOE KONeCo 6 nerko Bpa-
LLaeTcA B 30He WKasbl 18 nocne pukcaymm.

> V|CI'IOJ'Ib3yVITe TOJNIbKO MOJIHOCTbIO NCNpaBHOE yCTpOVICTBO.

5.3 JSkcnnyatauywms

OnacHOCTb TpaBMUpOBaHuA n/unu c6oes B

pa6ore!

» Kaxkgbli1 pa3s nepea NnpiMeHeHeMm npose-
PATb Ha GYHKLMOHANBbHOCTb.

BHMMAHME
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PerynmpOBKa peXxyuiero Bana
OnacHoOCTb noBpexaeHns pexyuiero Bana!
Perynuposl(a MOZXKeT OCyLLecTB/IATbCA TOJIbKO
OCTOPOXHO nNpmn CBOGOAHOM pexyuiem Bane.
> yAOCTOBepIIITbCiI B TOM, YUTO Hecyllana nna-
CTUHA Heé HaXoANTCA B 3aLenJieHNN C pexy-
WM BasiomM.

» Cnerka NOTAHYTb PeryinpoBoYyHOE Koeco 6, MOKa OHO He pacue-
nnTCA.

> nOBepHyTb perynmnpoBo4yHoe Koneco 6 B Heob6XoAMMOE Monoxe-
HUe:

ﬂpopesauue KOXXHOro TpaHCMJlaHTaTa

B03MOXXHOCTN HAaCTPOMKM C NOMOLLbIO CumBONbI Ha WIKane

perynnpoBo4YHOro Kosneca
OYeHb TOJICTbIV KOXKHbIN TPaHCNIaHTaT B
A

pe3epBHasn HaCTPOViIKa A1A pa3pesaHus D

HOPMasbHasA HaCTPOWKa AnA paspesaHns

» Cnerka BOaBUTb PerynMpoBOYHOe Koneco 6 ao durkcaumm.

O6paboTKa KOXKHOro TpaHCM/1aHTaTa
YkazaHue

Ynoxumes Hecywue naacmuHsl no omoesibHoCMu U Opy2 3a Opy20M Ha
npuemHbIl NOOHOC.

Jna OnuHHbBIX KOXHbIX MPAHCNIAHMAMO8 yCMAaHo8UMs 8 ps0 Opye 3d

Opy20M HeCKOJIbKO HeCyujux nadacmuH.
HamaTtbiBaHune KoXKHOro TpaHcnnaHTtara! lNocne

A HaipesaHuA pex<yLuii Ban MOXXeT NpUNoaHATbL
OCTOPOXHO KOXHbIil TpaHCIIAHTAT C Hecyleli NN1acTUHbI!

» Cpas3sy e nocsie Hagpe3aHNA NPUKaTb KOXK-
HbIl TPAHCMUTAHTAT K HecyLleil NnacTuHe C
MOMOLLbIO TOHKOrO NUHLeTa.

» B cnyuae, ecnu pexyLumii Ban yxe npokpy-
YeH CIVLLKOM [aNeKo, MPOBEPHYTb ero
06paTHO C NOMOLIbIO KOHLIA TPELLOTKU B
BUAE OTBEPTKM.

» [0N0XUTb HEOBXOAUMYIO HECYLLYIO MIACTUHY 5 NOBEPXHOCTbIO C
nasamu BBepX Ha NpUemMHbIi NoaaoH 16.

» [MoNOXMUTb KOMXHbIN TPAHCMIAHTAT Ha HeCYLLYyIo NIacTrHy 5.

» BcTaBWTb Hecylyo NnacTvHy 5 BHYTpb Hanpasnawowmx 15 Takum
06pa3om, UTo6bl OHa JOCTaBasa 0 PEXYLLEero Bana 2.

» [loBepHyTb pyyHyto TpeLwoTKy 12 NPOTNB YaCOBOW CTPENKMN.
Hecyuwiaa nnactmHa nepemellaeTca.

» lMoBopaumBaTb PyuHylo TPELWOTKY 12, MOKa Hecylas nnactnHa 5
He MOABUTCA MOJIHOCTBIO HAa MOAJOHE ANA yAaneHus 9.

KOXHbI TpaHCNNaHTaT roTos.

3ameHa pexyuiero Bana
YkazaHue
Pexxyuyuti 8as1 He MOXem 3ama4yusamsca NOBMOPHO.
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OTcoennHeHne pexyujero Bana

A

BHMMAHME

OnacHOCTb NOPE30B PYK U APYrUX YacTen Tena

0 OCTpble KPOMKU peXKylero Bana!

» lMpuKacaTbcA K peXkyLiemy Bany TONbKO 3a
XBOCTOBUK.

» Pa3BepHyTb pexyLlee yCTPONCTBO 4 TakUm 06pa3om, YTobbl cTanu
BUAMMbI YeTblpe BuHTa 11, cm. Puc. 1.

Puc. 1

» Ocnabutb BUHTLI 11 Bpy4YHYto N1bo B Cylyyae 3aTpyAHEHHOro xoAa
C MOMOLLbIO KOHLA 13 pyyHO TpeLwoTKn 12 B BUAE OTBEPTKM.

» CHOBa NOCTaBUTb pexyLlee YCTPONCTBO 4.
» OTKUHYTb BEPXHIOI0 YacTb 17, cm. Puc. 2.

Puc. 2



» YpepxunBaTb 3afBUKKY 8 HaXaTow 1 OJHOBPEMEHHO MOTAHYTb 3a
XBOCTOBMK 10 AnA oTCcoenHEHNA pexyLero Bana 2, cm. Puc. 3.

Puc. 3

» [oBepHYTb pexyLyunii Ban 2, YToObl BbIHYTb €ro 13 onop 20, cm.
Pnc. 4.

Pexywimii Ban 2 otcoeguHeH.

Puc.4

YcraHOBKa pexyuiero sana
YkasaHue

Jna npedomepaujeHus nogpexoeHuli Npu MpPaHcNopmMuUposKe pexy-
wuti 8an 2 npu nocmaske HAxooumcs 8 CKIAOHOU KapmoHHoOU
Kopobke. Yoaname CKIaOHyI0 KAPMOHHYI0 KOPObKY MoJIbKO nocsie nos-
HOU yCMAaHoeKuU pexyuje2o 8ana 2.

» YCTaHOBUTb pexyLunii Ban 2 B ABe onopsbl 20, cm. Puc. 4.

» BxaTb pexyLuii Ban 2 3a XBoCcToBMK 10 B onopbl 20 Ao ¢prkcauuy,
cm. Puc. 3.

» [loBepHyTb XBOCTOBMK 10 M npu 3TOM MNPOBEPUTb MNOTHOCTb
nocajku pexyLiero sana 2.

» 3axn0MHYTb BEPXHIO YacTb 17 Ha HMKHen 14, cm. Puc. 2.

» Pa3BepHyTb pexyLlee yCTPONCTBO 4 Takum o6pa3om, UTobbl cTanm
BUAHbI YeTbipe BUHTa 11, cm. Puc. 1.

» 3aTAHYTb BUHTbI 11 BpyUHy!O.

» CHOBa NOCTaBUTb pexyllee YCTPONCTBO 4.

» CHATb CKNafiHylo KapTOHHYIO KOPOOKY C pexyLuero sana 2.
PexyLmi Ban 2 ycTaHOBJIEH.

6. YTBepXAeHHbIN MeTop 06paboTKm

MopAapok noaroToBKu neppoparopa Ans Nsro-
TOBJIEHUA CETYATOr0 IOCKYTa, BOSMOXKHO, He
COOTBETCTBYET fJaHHOI MHCTPYKLUUM N0 NpuMe-
HeHuio!

B HacToALLell MHCTPYKLW MO NPUMEHEHWIO
OMNUCaH TONbKO NOPAAOK o6palleHns n obpa-
60TKM nepdopaTopa ANA N3rOTOBNIEHNA CeTYa-
TOrO JIOCKYTa, C CepUIiHbIM HOMEepPOM HaumnHas ¢
4000.

» [Mo Bonpocam goocHaleHuA nepdopatopa
ANA N3roToBNEeHUs CETYATOro JIOCKYTa,
o6paTuTecb B MECTHOE NpefCcTaBUTeNIbCTBO
B. Braun/Aesculap.

BHMMAHME

6.1 O6uiume yKasaHUA No TexHUKe 6e3onacHocTn
YkasaHue

Cob1100ame HAYUOHAbHBIE NPEONUCAHUS, HAUUOHAbHbIE U MeXOYHA-
pOOHbIE HOPMbI U QUPEKMUBLI,  MAKXe COb6CMBeHHble 2u2ueHuUYecKue
mpebosaHus k obpabomke uzdenud.

YkazaHue

B cnyyae, ecnu nayueHm cmpadaem 6onesHoio Kpoliygensoa-Akoba
(BKA) unu ecmob nodo3peHus Ha KA, unu npu UHbIX 803MOXKHbIX 8GPUAH-
max, Heobxo0umo cob1rdams delicmsyloujue HayUOHAIbHbIE HOPMA-
MmueHble NpednuCcaHus no 06pabomxe MeOUYUHCKUX u3oesud.

YkazaHue

Bulbupas mex0dy MawuHHOU U pyyHOU o4yucmkol, HeobXxooumo
omoame npednoymeHue MawuHHoOU 06pabomke, Mak Kak 8 3Mmom ciiy-
yae pe3sysibmam o4UCMKU JTyqule U HadexHee.

YkazaHue

Cnedyem npuHAmMb 80 8HUMAHUe mom ¢hakm, 4mo ycnewHas obpa-
60mKa OaHHO20 MeOUUUHCKO20 u30esiud Moxem 6bims obecneyeHa
MOJILKO Noc/ie npedsapumesibHo20 ymeepxoeHus npouyecca obpa-
60mku. OmeemcmeeHHOCMb 3d 3MO Hecem NoJib308amesib/AUYo, NPo-
goosAuwee ob6pabomky.

Ana ymeepxoeHua ucnonb308anucs peKoMeHOOBAHHbIe Xumuyeckue
mamepuarel.

YkasaHue

Ecnu okoHYamenbHAs cmepusiu3ayus He 8binosHAemcs, Heo6xo0uMo
uCNosIb308aMb NPOMUBOBUPYCHOE Oe3uHpULUpYIoLee cpedcmao.

YkasaHue

AKMyaneHyo UHpopMayuio o N0020moeKe U Co8MecmumMocmu mame-
puanos cM. makxe Ha catime Aesculap https://extranet.bbraun.com

YmaeepxdeHHbIli Memod naposoli cmepunu3ayuu NPUMeHsJIC 8 cme-
PpunbHbIX KOHMeliHepax cucmemel Aesculap.
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6.2 NUspenua pna ogHOPa30BOro NCNosib30BaHUA

B cnyyae NnoBTOPHOIro NCMNO/Ib30BaHUA CyLLeCT-
BYeT ONacHOCTb MHGULMPOBAHMNA NaLMEHTa
n/vnn meaNLIMHCKOro NepcoHana n HapyleHus
yHKUUMIA n3aenuii. 3arpsasHeHne usgenun
n/vnv HapylueHe nx GyHKUMI MOTyT IPUBECTU
K TPAaBMUPOBaHUIo, 60n1e3Hn unm cmeptu!

» He npoBogutb 06paboTKy nspenui!

BHUMAHME

HanmeHoBaHue ApT. N2

Hecywaa nnactmHa BA721

BA722
BA723

6.3 O6wwme yKasaHus

3acoxwme vy NpuaMNWWe Nocie onepauun 3arps3HeHWs MoryT
3aTPYAHUTb OUMCTKY UK CAenaTth ee HehdeKTMBHOM 1 BbI3BaTb KOpP-
po3uio. B cBA3M C 3TUM HeNb3sA MpEeBbllaTb UHTEPBAs, PaBHbIA 6
yacam, Mexgy npumeHeHnem 1 06paboTKo, HeNb3A MPUMEHATb GUK-
cupyolWme TemnepaTypbl NpeaBaputenibHoi 0bpaboTku >45°C n
Henb3A NCMoNb30BaTb GUKCMpyoLWMe Ae3nHbGULMpYoLWMe CpecTBa
(Ha OCHOBE aKTMBHbIX BELLECTB: anbherng, cnvmpT).

MpeBblleHe pa3pelleHHOV [03VMPOBKM HeWTpann3aTopos Wnu
OBLMNX YNCTAWMX CPEACTB MOXET BbI3BaTb XMMUYECKOE MOBpPEXIe-
HYie n/nnn obecLBeUMBaHYIE Na3epHbIX MAPKUPOBOK, AeNas UX Hepas-
ANYYMBIMUN BU3YaSTIbHO MWW ANA CYATHIBAOLMX YCTPOCTB.

Mop Bo3gencTBrEM XJ10pa UK XIopCofep KaLlixX OCTaTKOB, cofiep a-
LMXCSA, HAaNprYMep, B 3arpsA3HEHMsX, OCTaBLUMXCA NOC/e onepauun, B
NeKapcTBax, pacTBopax MOBApPeHHOWN Conwv, B BOAE, UCMONb3yeMol
ANA OUUCTKY, Ae3nHbeKuun 1 CTepunn3aumv, Ha WU3genvax un3
MeTansia MOryT BO3HUKHYTb ouyarin Kopposuu (ToueyHas Kopposus,
KOpPpO3uA Moj HanpsXeHVeM), UTO NpUBefET K pa3pyLUeHUo n3ge-
nua. na yaaneHus 3Tux 3arpA3HeHunii Heo6XoaMMo B JOCTAaTOYHOW
CTEMEHU BbIMOMHNTD NMPOMbIBKY MOIHOCTbIO 06€CCONEHHON BOAON 1
3aTeM BbICYLUNTb U3aenve.

Mpy Heo6XOAUMOCTM AOCYLINTD.

PazpeluaeTca ucnonb3oBatb B pabouem npouecce TONbKO Te XVMU-
KaTbl, KOTOpble NMPOBEPeHbI 1 JonyLleHbl K UCMONIb30BaHWIO (Hanp.,
ponycku VAH nnn FDA nn6o mapkmposka CE) n pekomeHA0BaHbI Npo-
N3BOANTENIEM XMMIKATOB C TOUKM 3peHNA COBMECTMMOCTM C MaTepua-
namn. Bce yKasaHuA Mo NpUMEHEHWI0 NPOW3BOAUTENA XUMUKATOB
[OJKHbI cObNoAaTbCA HEYKOCHUTENbHO. B npoTnBHOM cyyae moryT
BO3HMWKHYTb Pa3fiMyHble Npobnembi:

B /I3MeHeH A BO BHELUHEM BUAE MaTEPUANoB, Hanpumep, obecuse-
UMBaHVWE WM W3MEHeHMe LBEeTa [AeTanell, W3roTOBMIEHHbIX W13
TUTaHa UK anoMuHns. Korga peub ngeT o6 anioMUHK, TO BUAM-
Mble N3MEHEHMS NOBEPXHOCTEN M3 3TOrO MaTepurasna MoryT nos-
BUTbCA yXKe npu pH-nokasaTtene >8 ana npumeHsemMmoro/paboyero
cocTaBa.

B MaTepuan moxeT 6biTb MOBPEXAEH, HaNpUMep, Kopposus, Tpe-
LLVHbI, Pa3pPbIBbl, MPEXAEBPEMEHHbIN U3HOC UMK HabyxaHue.

» [1nAa OuYNCTKM He MONb30BaTbCA MeTa/UIMYECKUMUN LeTKaMn nnu
NHbIMIA a6pa3VIBHbIMI/I cpencrtsamn, nospexpawwmmm nosep-
XHOCTb, TaK Kak B 3TOM Cjly4ae BO3HUKAET ONaCHOCTb KOPPO3nn.

» [lononHutenbHO NoApobHble yKasaHWA O TOM, Kak obecrneynTb
TMIMEHNYHYI0, HAAEXHYI0 U LWaAALLYI0/COXPaHAIOLLYI0 MaTepuanbl
NMOBTOPHYIO 06paboTKy cM. www.a-k-i.org pybpurka nybnukauui,
Rote Broschiire (KpacHaa 6pouwiopa) — "lMpaBunbHbIA yxop 3a
WNHCTpYyMeHTamun".
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6.4 [opgroTroBka Ha mecTe NPUMEHEeHMA

» 10 BO3MOXHOCTM NOJSIHOCTbIO yAannTb BnAMMble nocneonepaun-
OHHbI€ 3arpA3HeEHNA Npn nomoLun BNA*KHOWN 6e330pc030|7| yncrta-
wen candetku.

» TpaHCNopTUPOBKa M3AENUA B 3aKPbITOM YTUAN3ALMOHHOM KOH-
TelHepe B npeaenax 6 Y 4fif OUNCTKY 1 Ae3nHOEKLNN.

6.5 T[logroToBKa nepep o4YNCTKON
» HenocpepcTBeHHO nocne NpMMeHeHNs NPOBECTU NpefBapuTeb-
HYI0 OUMCTKY, NPY KOTOPOW He MPOUCXoauT GUKCaumm OCTaTKOB

3arpA3HeHNss Ha MHCTPYMeHTe/NpeaBapuTeNibHyl0 OUnCTKY 6e3
NaCl.

6.6 Ouncrtka/pesnHpeKunsa

Cneuyuduryeckne ykasaHunA no TexHMKe 6e3onacHocTy Bo Bpems
06paboTKn

MpuMeHeHNe HeCOOTBETCTBYIOLEro YNCTA-
wero/ae3nH$uLMpyloLIero cpecTBa MOXKeT
OCTOPO)HO TNPMBECTU K NOBpeXaeHuio nspenns!
» [1nA 0UUCTKN NOBEPXHOCTEl NPUMEeHATb
paspelleHHble YucTawme/aesnHeuLnpyio-
WMe CpeAcTBa B COOTBETCTBMMN C MHCTPYKLM-
AMM Npou3BOANTENS.

Bo3MoXKHO NoBpeXxaeHne nspenns B pesynb-
TaTe NpUMEeHEeHUA HeNpPaBUIbHbIX YNCTALNX 1
OCTOPOXHO Ae3MHGMUMpYoWNX CpeacTs u/unm BCaeacT-

BUe C/INLIKOM BbICOKOI TeMmnepaTtypbi!

» lMpumeHATbL cpeACTBa ANA OUNCTKN N Ae3UH-
¢$eKunmn cornacHo NHCTPYKLUAM NPON3Bo-
antens
- KoTopble AonyLleHbl ANA NIaCTMacC 1

BbICOKOKa4YeCTBEHHOW CTanu.

- HearpeccyBHble NO OTHOLLEHMIO K NNacTu-
dukaTopam (Hanpumep, CUANKOHY).

» Co6GniopaTb yKasaHuUs Mo KOHLeHTpauum,
TemmnepaTtype 1 NPOACIKUTENIbHOCTY 06pa-
60TKI.

» He npeBbiwaTb MakcuManbHO AONYCTMYIO
Temnepartypy oumcrtkm 60 °C.

» [MpocywurBatb n3genue B TedeHre He MeHee 10 MUHYT NPU MaKch-
ManbHon Temnepatype 120 °C.

YkazaHue

YKazaHHAas memnepamypa Cywku CIyXum Julib 8 Kayecmee opueH-
mupa. Ee cnedyem nposepume € yyemom cneyugudeckux napame-
mpos (Hanp., 3aepy3ka) u, npu Heobxodumocmu, npusecmu 8 coom-
s8emcmaue ¢ HUMU.



YTBepKAEHHDI MeToA OUNCTKI U Ae3nHbeKuun

PyuHas ouncTka v Ae3svH- | [agenvie C NOABMXKHBIMI LAPHUPAMI YUCTUTb B OTKPLITOM
COCTOAHMMW UM BO BPEMSA WX ABVKEHNA.

bekuyma npotmpaHuem

B Cragma cywku: Micnonb3osaTb 6e3B0pCOBYtO candeTky unu

MeAMLIMHCKNIA CKaTbI BO3AYX

Pazpen PyuHas ounctka/ge3nHbekyms n

pasgen:

B Pa3spgen PyyHasi ouncTka v gesnHoekuus
npoTMpaHmem

B Cneputb 3a Tem, YTOObI U3AesIve 3aHASIO TaKOe MONIOXKEHWE, MPU
KOTOPOM BHYTPb HEro, Harnpumep, Yepes COeAUHEHNs, He norna-
Zdana Boga. (Boagy, no HegoCMOTpY NoNaBLLYi0 BHYTPb U3genus,

cpasy Xe yaanntb).

B OumwaTtb pexyLLmin Ban 2 C MOMOLLbIO MATKON WeTKW AnsA Npeao-
TBPALLEeHUA NOBPEXAEHUIN PeXyLLEero Bana.

MawmHHas wenoyHas B YcTaHoBuTb drkcaTop Eccos GBE688R B cooTBETCTBYIONLYI0 CeTua-  Pasaen MalnHHas ouncTka/aesnHeekuna u

OYNCTKa N TepMnyeckas

Tyto Kop3uHy (Hanp., JF214R).
fesvHdekyma

B Vi3genve pasmecTuTb B NPaBUIbHOM NONOXEHNM Ha PprKcaTope

Eccos GB688R.

pasgen:
B Pasgen MalnHHaA WenoyHasa ouncTKa n
TepMuyecKan aesmHbekLms

6.7 PyuHas oumncTka/pgesnHdpeKkuuns

» lMepen pyyHoi aesvHoeKUmen faTb NPOMbIBOYHOWN Bofe CTeub C
nsgenua, 4Tobbl NpefoTBpPaTUTL pasbaBneHve Ae3nHOUUMpPYLo-
Lero pacTBopa ee ocTaTKamu.

» [locne py4HOI OUNCTKI/Ae3nHPEKLN NPOBEPUTD, HE OCTANNCH N
Ha NOBEPXHOCTAX OCTATKM 3arpssHEeHWiA.

» [pu HEO6XOANMOCTM MOBTOPUTL MPOLIECC OUNCTKI/Ae3NHPEKLMNN.

PyuHas ouncTKa u ge3nHeKuns npoTmpaHnem

Ouuncrka KT (xonop- -
Has)
1l Cywka Kt - - -
] MpoTtupaHune pesnHou- - >1 - CandeTkun Meliseptol HBV 50 % nponaH-1-on

LMPYIOLWMM PacTBEOPOM

v OKOHuYaTenbHasA Npo- KT (xonoa- 0,5 - MO-B -
MbIBKa Has)

\'J Cywka Kt - - -

[1-B: [nTbeBas Boaa

MNo-B: MonHocTblo obecconeHHas BoAa (AeMVHepann3oBaHHas, Mo MUKPOOUONOTMYECKMM MOKa3aTeNaM MMEIOLAn Kak MUHUMYM
KauyecTBa NUTbEBOW BObI)

Kr: KomHaTHaa TemnepaTypa

Qazal ®aszalll

» [py NOMoOLLY COOTBETCTBYIOLEN LIETKM OunLLaTb U3genme B pac
TBOpPE [0 NOJIHOro NCYE3HOBEHNA 3arPA3HEHNI.

» lNpy ounctke cABuraTb fetanu (Hanprmep, PerynnupoBOYHble
BWHTbI, LWapHUPbI 1 T.4.), KOTOpble He 3aduKCMpoBaHbl Henop-
BUKHO.

®aszall

» Ha ctagum Cywku ocywmnTb U3Aenue npu nOoMoLLy NOAXOAALLMX
BCMOMOraTeNibHbIX CPefcTB (Hanpumep, candeTky, CKaTblil BO3-
AYX), CM. YTBEPKAEHHbI METOA OUNCTKU U fe3nHPeKLnN.

» [poTepeTb ofHOpa3oBoOl Ae3nHoOUUMpYloLel candeTkon Bce
n3genme NoAHOCTbIO.

®dazalVv
» [0 UCTeYEHWUU YCTAHOBEHHOTO CPOKa 06PaboTKU (He MeHee

1 MVH) NPOMbITb NPOAE3NHOULMPOBAHHbIE NMOBEPXHOCTU NPOTO-
YHOW, MONHOCTbI0 06ECCONeHHON BOAON.

» [laTb cTeyb OCTaTKam BOAbI.

QaszaV

» Ha ctagmu cywkm ocywmtb nsgenue npu NOMOLM MOAXOAALMX
BCMOMOraTesibHbIX CPefcTB (Hanpumep, candeTky, CKaTbll BO3-
AyX), CM. YTBEPKAEHHbIN METOA OUNCTKN U fe3nHPeKL M.
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6.8 MawwnHHasa ouncTka/gesnHeKyna
YkazaHue

Mpubop 0nsa oyucmku u 0e3uHgeKkyuu O0IXKeH UMemsb NPOBePeHHYIo
cmeneHb 3hpekmugHocmu (Hanpumep, oonyck FDA unu mapkuposky
CE).

YkazaHue

lMpumeHsembIli npubop 019 OYUCMKU U Oe3UH@eKyuu Heobxooumo
pe2ysiSpHO NPo8epsMsb U NPo8OOUMb €20 MexHU4eckoe 06C/yXUBaHue.

MawunHHasA WenoyHasa ounCTKa U TepMmunyeckas aesmHekLus
Tun npubopa: Mprbop ogHOKaMEPHBI A OUNCTKU/Ae3nHbeKUnn 6e3 ynbTpa3ByKa

®asa Lar T t KavectBo  Xummsa/llpumeuyaHue
[°C/°F]1  [MuH] BOAbI

| MpepBapuTenbHas <25/77 3 Mn-s -
NpoMbIBKa
|| OuuncTka 55/131 10 MO-B | KOHLleHTpaT, menquoM:
- pH~13
- aHnoHnyeckue MNMAB <5 %
B Pa6ouuin pacteop 0,5 %
- pH~11*
1 MpomexyTouHan >10/50 1 rno-B -
npoMbiBKa
v TepmogesuHdekuyma 90/194 5 no-B -
Vv Cywika - - - CornacHo nporpamme npmbopa AN1a OUNCTKY U Ae3nHbeKUnmn
[1-B: nUTbeBasA Boda
MNo-B: MOJIHOCTbIO 0becconeHHasa Boja (AeMUHepann3oBaHHas, Mo MUKPOOMONOrMYeckUM MnokasaTensam MMeLWas Kak MUHUMYM

KauyecTBa NUTbEBOW BObI)
*PekomenpgoBaHo: BBraun Helimatic Cleaner alcaline

» [Mocne MalWVHHOW OYNCTKU/AE3UHGEKLMM NPOBEPUTb, HE OCTa-
NINCb NN Ha NOBEPXHOCTAX OCTATKU 3arpsA3HEHN.

6.9 KoHTponb, TeXHNYECKUN yXO4 N NpoBepKa
» OxnaguTb n3genvie 4o KOMHaTHOW TemnepaTtypbl.

» Kaxabin Pa3 nocne nposeaeHnA OHYNCTKUN N ﬂ,e3VIH¢eKL|,VIVI npose-
PATb: YACTOTY, d)yHKLWIOHaJ'IbHOCTb N Hann4yne nospemp,eHWl.

> I'Iospem,qu HOe nsfenne cpasy xe OTO6paTb N yaannTb.

6.10 YnakoBka

» CobnofaTb UHCTPYKLUUN B OTHOLLEHUW UCTONb3yeMO YNaKOBKN 1
NoTKoB (Hanpumep, NHCTpyKumio TA009721 no NpUMeHeHUIo NoT-
KOB ns xpaHeHus Aesculap).

» W3genue pasmecTTb B NpaBuIbHOM MOnoxeHun B notke Eccos
UNW, NpeaoXpaHnB OT NOBPEXAEHN, MONOXUTb B CETYATYIO KOpP-
3UHY. Y6eaunTbCA, UTo peyLure YacTy 3alyLieHbl.

» CeTyaTble KOP3UHbI YMAKOBaTb B COOTBETCTBUM C TpeboBaHUAMN
MeToAa cTepuimsaummn (Hampumep, B CTEPWNbHbIA KOHTelHep
Aesculap).

» Y6eauTbcA B TOM, YTO YMaKoBKa MpefoTBpaliaeT MOBTOPHOeE
3arpAsHeHne usgenus.
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6.11 Crepunusauusa napom

YkazaHue

Hecywue nnacmunel BA721, BA722 u BA723 a8n1a10mcs cmepusiu3o8aHx-
HbIMU 2aMMa-u3J1yyeHuem 0OHOPA308bIMU KOMNOHEHMAMU. VX Henb3s
CMepusiu308ams NAPOM, U OHU npedHA3HAa4YeHbl MoJsibKo 0/19 00HOPa-
308020 NPUMEHEHUH.

YkazaHue

Cmepunuszogame u30esiue MOXHO MOJIbKO C OMKpbimoli eepxHel
yacmeto 17 u ussnedeHHbIM pexxywum 8a10M 2.

» [MepdopaTop AN M3roTOBNEHUA CETYATOrO NOCKYTa CTEPUSIM3O-
BaTb CPa3y Nocne OUNCTKMN.
» YcTaHOBUTL NepdopaTop ANA N3rOTOBEHUA CETYATOrO JIOCKYTa B
COOTBETCTBYIOLLYIO CETUaTYI0 KOP3UHY (Hanp., JF214R).
» Y6eanTbcA B TOM, UTO CTEPUM3YIOUIA COCTaB NMEET [OCTYM KO
BCEM BHELUHVM 1 BHYTPEHHUM NOBEPXHOCTAM (Hanpumep, OTKpbIB
BEHTUAN U KPaHbl).
» YTBep:KOEHHbI MeToh cTepunusauum
- Pasb6epute n3penve
- CTepunusaums napom METOLOM APOOHON BaKyyMHOW CTEpUIIM-
3auun

- Maposon ctepunmsatop cornacHo DIN EN 285 ytBepxpgeH
cornacHo DIN EN ISO 17665

- Crepunusauus no Metogy Apo6HO BaKyyMHOW CTeprnsaumnm
npu 134 °C, BblgepxKa 5 MuH.

» [py OJHOBPEMEHHOW CTEPMNM3ALMM HECKONbKUX W34enuii B
OAHOM MapoBOM CTepuniMsaTope: y6eanTbCs, YTO MaKCUMarnbHO
JOMnycTMas 3arpy3ka MapoBOro CTEPUNM3ATOpPa He MpeBblllaeT
HOPMy, YKa3aHHY0 MpOU3BOANTENEM.

6.12 XpaHeHue

» CTepunbHble N34enna B HeNPOHULLAEMON ANA MAUKPOOPraHN3MOB
YMNaKoBKe 3alUTUTb OT NMbUIN U XPaHWUTb B CYXOM, TEMHOM NoMelLe-
HUW C paBHOMEpPHO TeMnepaTypo.

7. TexHunuyecKoe ob6cnyKmBaHmne

Ina obecneueHna HagexHoN paboTbl HEOGXOANMO MPOBOAUTL TeX-
HUYeckoe obcnyxrBaHve yepe3 300 06pabOTOK UNU MO MEHbLUEN
Mepe ofuH pas B rog.

Ona npoBeneHWs COOTBETCTBYIOLWENO CEPBUCHOTO OBCYXKMBaHUA
obpalyanTecb B npenactaBuTenbctBo B. Braun/Aesculap B cTpaHe
npoXueaHus, cMm. CepBrcHOe 06CyKrBaHNe.
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8.

HeuncnpaBHocTb PacnosHaBaHue

Pexywmin Ban 2 He BpalyaeTca WNHopogHble Tena B yCTponcTBe

PacnosHaBaHMe 1 ycTpaHeHUe HencnpaBHoOCTel

MpuunHa

Pexywmi Ban 3axar

PyuHas TpewioTka 12 He 3apukcu-
poBaHa

YcTpaHeHue

YnanuTb HopopgHble Tena

3adurKcnpoBatb pyuHyto Tpe-
WOTKy 12

Cnnwkom 60sbLIOK OCEBO 3a30p
pexyLiero Bana

Pexywmin Ban 2 nepemeluaerca c
Tpyaom

60nblUOE yCUNe Ha PyYHOI Tpe-
woTKe 12

Koa npopesaeTcs He NOHOCTbI0O  HeBepHbIi CUMBOS Ha wKane 18

TOYHOIO perynmpoBaHua

Pexywwmin Ban He 3aKpenseH

HeucnpaBeH nogwmnHmnK

HeBepHasa HacTponka

3adurKcnpoBaTb PeXyLni Ban 1
3a6/10KMPOBaTb €ro C MOMOLLbHO
3a4BUXKKKM 8

OTnpaBuUTb Ha PEMOHT NPOU3BO-
JuTento

Bbi6bpaTb HeO6XOAUMYIO TOUHYIO
HaCTPOWNKY, CM. DKCnnyaTauma

PexyLure KoHUbI 6necTaT, pyyHas
TpewoTKa 12 nepemerlaeTrca C
TPYAOM

PEH(yU.lVIe KOHLbl OT/IOMaHbl

BuHTbl 11 3aBEpHYTbI HENMOTHO

Pexywmin Ban 2 nsHowex

Pexywwmin Ban 2 HencnpaseH

3aTAHYTb BPYYHYIO UK C MOMO-
Wblo oTBEPTKM 13

3amMeHUTb pexyLnii Ban 2, CM.
SKcnnyatayma

3ameHUTb pexyLunii Ban 2, CM.
SKcnnyatayma

9. CepBucHoe obcnyxnuBaHme
OnacHOCTb TpaBMMpPOBaHUA u/unu c6oes B
pab6ore!

BHUMAHUE » Henb3sa nsmeHATb usgenue.

» [na npoBefeHWs paboT Mo CepBUCHOMY OOCIYXMBAHWIO N TEXHN
yeckomy  yxody  obpawantecb B NPEeACTaBUTENbCTBO
B. Braun/Aesculap B cTpaHe npoxmBaHuA.

MopandurKaunm MeauKo-TeEXHNYECKOro 060pyaoBaHnA MOryT NPUBO-

AUTb K NOTepe npaBa Ha rapaHTUiiHoe 06cnyXrBaHMe, a Takxke K npe-

KpaLLeHuto AecTBUA COOTBETCTBYIOLMX JOMYCKOB K SKCNyaTaLun.

Appeca cepBUCHBIX LIEHTPOB
Aesculap Technischer Service
Am Aesculap-Platz

78532 Tuttlingen / Germany

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

AApeca Apyrvx CEPBUCHBIX LIEHTPOB MOXHO Y3HaTb MO BbllleyKa3aH-
HOMy agpecy.
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10. TMpuHagnexHocTu/3anacHble YyacTun

ApTukyn HanmeHoBaHmne

BA725R 3anacHol pexyLymi Ban

BA721 Hecywan nnactuHa, koabouumenT 1,5

BA722 Hecywaa nnactunHa, KosdpnuymenT 3

BA723 Hecywiaa nnactuHa, koadpuuymeHTt 6

BA726R PyuHas TpewjoTtka

BA727R CeTyaTan Kop3unHa

GB688R QOukcaTop Eccos

TA008023 WHCTpyKumA no npumeHeHnto ana BA720R
11. TexHMuYecKMne XapaKTepucTuku
Knaccnmkaumna B cooTBeTcTBUM € ApeKTuBon 93/42/EWG

Aptukyn HaunmeHoBaHue Knacc

BA720R MNepdopaTtop Ana n3rotoBneHNA ceTyaToro lla

nockyTa

Pa3mepbl 150 MM X 195 MM X 105 MM

(BxLWxT)

Bec 4800r

[nvHa Hecywmnx 220 mm

nnacTuH

LnpunHa Hecywmx 75 Mm

nnacTtnH




11.1 YcnoBusa oKpyxaiwoLiei cpeabl

Temn
emnepatypa 40 °C 50 °C
10 °C -10 °C
OTHOCUTENb- 75 % 90 %
o (3 0
HOCTb BO3yXa SAN —
30 % 10 %

ATmochepHoe
[aBreHne

i—1 060 hPa 1 060 hPa
500 hPa

700 hPa

12. YTunusaums

YkasaHue

Meped ymunusayueti uzoenus nosas3o08amess CHa4aaa 0o/KeH NPous-
8ecmu e20 06pabomky, cm. Ymeepx0eHHblli Memo0d 06pabomku.

MepdopaTtop AnA n3roToBreHnA ceTyaToro nockyta BA720R Bbinon-
HeH 13 HepKaBeloLLen cTanw.

» VHCTpyMeHT nepeaatb Ha MeTannonepepaboTky.

» Ecnuy Bac BO3HVKHYT BONPOChI KacaTebHO yTuv3aumm npruoopa,
obpallaritecb, NoXanyicra, B MPeACTaBUTENbCTBO KOMMaHWUM
B. Braun/Aesculap B cTpaHe npoxusaHus, cm. CeparcHoe obcny-

XuBaHune.
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AESCULAP® BURRS & BLADES

DERMATOLOGY

Dermatologie
Dermatologie
Dermatologia
Dermatologia

GB228R ® » GA340, GA341, GB231R, GA670

Wagner
Dermatome
Blade

= _ Enlargement factor - VergroBerungsfaktor - Facteur d'agrandissement -
Factor de extension - Fattore d'ingrandimento

BA721 & 1:1.5
BA722 & 1:3
BA723 & 1:6

» BA720R

Skin Graft
Carrier
Plate

- AEEH
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©
Basis - Size 1/1 O

Lids for individual color combination
Inner lid

Container bodies

without base perforation = JK Outer lid

©

L Outside dimensions — Color Color
Length x Width x Height (mm)
JK440 JIN440 592 x 274 x 90 JK485 red JK4A75A red
JK441 JIN441 592 x 274 x 120 JK486 blue JK476A blue
JK442 IN442 592 x 274 x 135 JK487 green JKAT77A green
JK444 IN444 592 x 274 x 187 JK488 gold JK478A gold
JK446 IN446 592 x 274 x 247 JK489 silver JK479A silver
Dimensions complete - Length x Width x Height (mm)
Outside dimensions Outside dimensions L Outside dimensions Outside dimensions
Inside dimensions Inside dimensions Inside dimensions Inside dimensions
Body 1/1 with inner lid with outer lid Body 1/1 with inner lid with outer lid
JK440 592 x 285 x 108 592 x 291 x 115 JN440 592 x 285 x 108 592 x 291 x 115
544 x 258 x 75 544 x 258 x 75 544 x 258 x 63 544 x 258 x 63
JK441 592 x 285 x 138 592 x 291 x 145 IN441 592 x 285 x 138 592 x 291 x 145
544 x 258 x 105 544 x 258 x 105 544 x 258 x 93 544 x 258 x 93
JK442 592 x 285 x 153 592 x 291 x 160 IN442 592 x 285 x 153 592 x 291 x 160
544 x 258 x 120 544 x 258 x 120 544 x 258 x 108 544 x 258 x 108
JK444 592 x 285 x 205 592 x 291 x 212 IN444 592 x 285 x 205 592 x 291 x 212
544 x 258 x 172 544 x 258 x 172 544 x 258 x 160 544 x 258 x 160
JK446 592 x 285 x 265 592 x 291 x 272 IN446 592 x 285 x 265 592 x 291 x 272
544 x 258 x 232 544 x 258 x 232 544 x 258 x 220 544 x 258 x 220

All dimensions: Length x Width x Height (mm)

27

Containers
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Basket with feet

Outside dim. Outside dim. Outside dim. Outside dim. 2
Stapdard || Inside dim. Stagderd || Inside dim. Sandard || [nside dim. Stapdard | Inside dim. E
« 3| JFI11IR | 243x253x 36 | JF251R | 406 x 253 x 36 | JF211R | 485x 253 x 36 | JF221R |540 x 253 x 36 é
241 x 251 x 22 404 x 251 x 22 483 x 251 x 22 538 x 251 x 22 2
=
__J56 | JF112R | 243 x253 x56 | JF252R | 406 x 253 x 56 | JF212R | 485x 253 x 56 | JF222R |540 x 253 x 56
241 x 251 x 42 404 x 251 x 42 483 x 251 x 42 538 x 251 x 42
[ J 76 | JF113R | 243 x 253 x 76 | JF253R | 406 x 253 x 76 | JF213R | 485x 253 x 76 | JF223R |540 x 253 x 76
241 x 251 x 62 404 x 251 x 62 483 x 251 x 62 538 x 251 x 62
LJ 106 | JF114R | 243 x 253 x 106| JF254R | 406 x 253 x 106 | JF214R | 485 x 253 x 106| JF224R | 540 x 253 x 106
241 x 251 x 92 404 x 251 x 92 483 x 251 x 92 538 x 251 x 92
Basket without feet
f",i!?n :-f'.:.b’::::] it 1

: Outside dim. Outside dim. Outside dim. Outside dim.
Stapfard Inside dim. Stagfard Inside dim. sandard | |nside dim. Stapdard || Inside dim.
24| JG11IR 243 x 253 x 24 | JG251R | 406 x 253 x 24 | JG211R | 485x 253 x 24 | JG221R |540 x 253 x 24
241 x 251 x 22 404 x 251 x 22 483 x 251 x 22 538 x 251 x 22
L J44| JG112R | 243 x253x44 | JG252R | 406 x 253 x 44 | JG212R | 485 x 253 x 44 | JG222R |540 x 253 x 44
241 x 251 x 42 404 x 251 x 42 483 x 251 x 42 538 x 251 x 42
[ J 64| JG113R | 243 x253x 64 | JG253R | 406 x 253 x 64 | JG213R | 485x 253 x 64 | JG223R |540 x 253 x 64
241 x 251 x 62 404 x 251 x 62 483 x 251 x 62 538 x 251 x 62
I |94 JG114R | 243 x253x94 | JG254R | 406 x 253 x 94 | JG214R | 485 x 253 x 94 | JG224R |540 x 253 x 94
241 x 251 x 92 404 x 251 x 92 483 x 251 x 92 538 x 251 x 92

All dimensions: Length x Width x Height (mm)
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Reusable filters

Marking pens

All dimensions: Length x Width x Height (mm)

96

Standard ‘ Outside dim.

K090 | 190

Standard ‘

Outside dim.

K089 | 225225

R
Mini
\ Outside dim.

K091 | 95x215

EER
‘ Outside dim.

K092 | 171x231

Aesculap reusable filter, round
for use in up to 1,000 cleaning and
sterilization cycles.

Order unit (PAK): Pack of 10

Aesculap reusable filter, square
for legacy Standard containers, service life
1,000 cleaning and sterilization cycles.

Order unit (PAK): Pack of 10

Aesculap reusable filter

for Mini and Dental containers with filter
holder JK098, service life 1,000 cleaning and
sterilization cycles.

Order unit (PAK): Pack of 2

Aesculap reusable filter

for Dental containers without filter
holder JK098, service life 1,000 cleaning
and sterilization cycles.

Order unit (PAK): Pack of 2

Marking pen for Aesculap
reusable filters

Order unit (PAK): Pack of 3
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