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Instructions for use/Technical description

Quintex® anterior cervical plate system - Instruments

Note for U.S. users

This Instructions for Use is NOT intended for United States users. Please
discard. The Instructions for Use for United States users can be obtained
by visiting our website at www.aesculaplmplantsystems.com. If you wish
to obtain a paper copy of the Instructions for Use, you may request one by
contacting your local Aesculap representative or Aesculap's customer ser-
vice at 1-866-229-3002. A paper copy will be provided to you upon
request at no additional cost.
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Plate bender SC420R

Caliper SC421R

Unsterile/sterile fixation pin SC410R/FJ833RS
Instrument for fixation pins SC422R
Adjustable single drill guide SC423R
Adjustable double drill guide SC424R

Single drill guide, fixed 14 mm SC425R
Double drill guide, fixed 14 mm SC426R
Cortical center punch SC428R

Drill handle SC429R

Drill SC430R

Tap SC431R

Screwdriver SC432R

Screw extraction instrument SC433R

Plate holding forceps SC434R

Holding forceps FWO76R

Teardrop-shaped drill handle (optional) SC436R

Legend (figures in the text)

1 Quintex® plate

2 Bending wedge of the plate bender

3 Guide sleeve of the drill guide

4 Locking sleeve of the drill handle

5 Working end of the drill guide

6 Working end of the screwdriver

7 Screw head

8 Locking ring

9 Working end of the screw extraction instrument

10 Outer sleeve of the instrument for fixation pin

11 Outer sleeve of the cortical center punch

12 Knurled screw of the caliper
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1.  About this document

Note

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

1.1 Scope

These instructions for use apply for the following products: Quintex® ante-
rior cervical plate system - Instruments

Note

The applicable CE mark for the product can be seen on the label or packag-
ing of the product.

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

1.2  Safety messages

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

/\ WARNING

Indicates a possible threat of danger. If not avoided, minor or moder-
ate injury may result.

/\ CAUTION

Indicates a possible threat of material damage. If not avoided, the
product may be damaged.

2. Clinical use

2.1 Areas of use and limitations of use

2.1.1 Intended use

The instruments listed in the legend are part of the Quintex® system for
anterior cervical fusion.

The instruments are used for fixating the Quintex® plates and screws. The
surgeon uses the instruments to adapt the Quintex® implants to the indi-
vidual patient and to position and insert them.

2.1.2 Indications
Note

The manufacturer is not responsible for any use of the product against the
specified indications and/or the described applications.

For indications, see Intended use.

2.1.3 Contraindications
No known contraindications.

2.2  Safety information
2.2.1  Clinical user

General safety information
To prevent damage caused by improper setup or operation, and to not
compromise the manufacturer warranty and liability:

» Use the product only according to these instructions for use.
» Follow the safety and maintenance instructions.

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

» Store any new or unused products in a dry, clean, and safe place.
» Prior to use, check that the product is in good working order.
» Keep the instructions for use accessible for the user.

Note

The user is obligated to report all severe events in connection with the prod-
uct to the manufacturer and the responsible authorities of the state in
which the user is located.

Notes on surgical procedures

It is the user's responsibility to ensure that the surgical procedure is per-
formed correctly.

Appropriate clinical training as well as a theoretical and practical profi-
ciency of all the required operating techniques, including the use of this
product, are prerequisites for the successful use of this product.

The user is required to obtain information from the manufacturer if there
is an unclear preoperative situation regarding the use of the product.

2.2.2 Product

Product-specific safety information

The surgeon must have extensive and detailed knowledge of the stabiliza-

tion techniques for the cervical spine and its biomechanical properties. The

surgeon must also be familiar with the theory and practice of the relevant

surgical techniques for the Quintex® system.

» Observe the instructions for use for Quintex® plates and screws
(TA013366) and the corresponding operating manual (brochure no.
091702).

» SC431R/SC428R: Only use the product under X-ray vision.

2.2.3 Sterility
Art. no. Designation

FJ833RS Temporary fixation pin

The product is gamma-sterilized and supplied in sterile packaging.
The product must not be reused.
» Observe the additional handling instructions.

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

» Do not use the product after its use-by date.
» See TA009932 "ABC temporary fixation pins" for further information.

2.3  Application

/\ WARNING
Risk of injury and/or malfunction!

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

» Always carry out a function test prior to each use of the product.

2.3.1 Determining the Quintex® plate length
» To determine the correct plate length, use caliper B or another appro-
priate means of measuring device.

» Use the scale to read the distance between the two ends.
The drag indicator stays in its position and indicates the measured plate
length, even if the arms of the caliper are closed again.

Note

The drag indicator must be returned to its initial position before each new
measurement.



2.3.2 Bending the Quintex® plate

The Aesculap Quintex® plates are supplied as pre-lordosed implants. They
can be bent by means of the plate bender. The bending zone is the area
between the pairs of holes within the bone graft window (window in the
plate).

Note

In order to prevent excessive or insufficient lordosis, the long Quintex®
plates should be bent in steps (one bending zone after another).

/\ cAuTION

Damage to the Quintex® implant due to excessive material stress!

» Quintex® plates should always be bent in one direction only.
Quintex® plates should never be bent back.

>
» Always use the plate bender A to bend a Quintex® plate 1.
>

Quintex® plate 1 should only be bent longitudinally and within the
bending zone.

v

Avoid small bending radii, bending back, notching, and scratching of
the Quintex® plate 1.

» Do not bend in the area of the pairs of holes.

» To increase the lordosis, place Quintex® plate 1 with the bending zone
positioned centrally between the two upper rolls of the plate bender A,
see Fig. 1.

Fig. 2

» To decrease the lordosis, place bending wedge 2 over the bending zone,
see Fig. 2.

Fig. 3

Note

The area on the instrument on which the lordosis of the plate can be
reduced is labeled "STRAIGHTEN PLATE HERE".

2.3.3 Positioning and temporary fixation of the Quintex® plate

To facilitate intraoperative handling, the Quintex® plate is first temporar-
ily fixated on the vertebral body. This prevents any slipping of the Quintex®
plate during the drilling procedure, and it allows for easier positioning of
the screw holes and insertion of the Quintex® screws.

For the positioning and temporary fixation of the Quintex® plate, the plate
holding forceps O and instrument for fixation pins D are used.

» Check to make certain that the Quintex® plate is of the correct length.

» Use the plate holder forceps O to grasp the Quintex® plate 1 by the
outer edge, see Fig. 4.

» Compress the handles of the plate holding forceps to activate the lock.

The plate holding forceps O now holds the Quintex® plate 1 without
further pressure required on the handles.

» Quintex® plate 1 is then positioned on the spine, at the required height.

Fig. 4

» As soon as the Quintex® plate 1 is correctly positioned, fix the plate
with fixation pins and further press the handles of the plate holding
forceps O to release the lock.

Note

At least two fixation pins must be inserted for a secure fixation of the
Quintex® plate. Use the instrument for fixation pins D for inserting the pins!



» Insert the fixation pin C into the instrument for fixation pins D. To do
this, pull back the outer sleeve 10 of the instrument for fixation pins D,
see Fig. 5.

» To secure the fixation pin C, release outer sleeve 10 of the instrument
for fixation pins D. The outer sleeve is then pushed forward by a spring
mechanism.

c
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Fig. 5

» Insert the fixation pin C through the fixation pin hole in the Quintex®
plate 1 into the vertebral body by applying a gentle hammer blow on
the instrument for fixation pins D, see Fig. 6.

Fig. 6

» To release the fixation pin C from the instrument for fixation pins D,
pull back outer sleeve 10 fully and remove instrument for fixation
pins D from the fixation pin C, see Fig. 7.

Fig. 7

2.3.4 Preparing the holes for the Quintex® screws

The holes for the self-drilling and self-tapping Quintex® screws are pre-
pared using the self-centering cortical center punch I. Alternatively, the
outer sleeve of the cortical center punch I can also be removed and the
cortical center punch | can be used in combination with a drill guide for
preparing the holes. This opens up the cortical bone layer of the vertebral
body and the screw can be screwed in without drilling.

Or, the screw hole can be pre-drilled with drill K. To do this, position the
drill K with the drill guide and use it manually with drill handle J, Q or
mechanically with a motor system with Aesculap intra-handpiece (e.g.
GD450R/GD456R).

/\ WARNING

Risk of tissue trauma and incorrect pilot hole if the cortical center
punch (without outer sleeve) or drill is inserted!

» Use the cortical center punch (without outer sleeve) and drill only
in combination with single or double drill guides.

/\ WARNING
Incorrect pilot hole if drilling is carried out without a drill guide!

» Use the drill only in combination with the single or double drill
guides.

/\ WARNING

Incorrect pilot hole if the self-centering outer sleeve of the cortical
center punch or a drill guide is not used!

» Always use the self-centering outer sleeve of the cortical center
punch if the cortical center punch is used without a drill guide.

Defining the center punch point/screw hole

The following drill guides can be used:

B Adjustable single drill guide E

B Adjustable double drill guide F

W Single drill guide, fixed (14 mm) G

M Double drill guide, fixed (14 mm) H

The screw insertion angle can be adjusted in a cranial-caudal direction.

The screw insertion angle can also be adjusted in a medial-lateral direction
when using a single drill guide or cortical center punch I.

The guide sleeves 3 for drill guides E and F are interchangeable.

Single drill guide E and double drill guide F are depth-adjustable. Fixed
single drill guide G and fixed double drill guide H are designed for a center
punch/drill depth of 14 mm (not depth-adjustable).

Note

The fixed single drill guide G and the fixed double drill guide H are labeled
"14 mm" on the sleeve for easier identification.

/\ WARNING

Risk of spinal cord trauma if the drill depth of the drill guide is incor-

rectly set!

» Insert the cortical center punch or drill in the drill guide and check
the drill depth setting with a caliper or ruler.

/\ WARNING

Risk of injury to the spinal cord of the patient if the self-centering

cortical center punch is not used or is used incorrectly!

» Always use the self-centering cortical center punch with outer
sleeve to determine the correct position for piercing the cortical
bone.



/\ WARNING

Damage to the Quintex® plate/screw and cortical center punch
through the use of excessive force and torque when center punching
or screwing in the Quintex® screw!

» Do not use the cortical center punch to prepare screw holes in hard
bone, instead use a drill and tap.

A\ cAuTION

Incorrect drill depth and damage through the use of a re-sharpened or
shortened cortical center punch or drill!

» Do not re-sharpen the cortical center punch (without outer sleeve)
and drill.

» Replace blunt cortical center punches and drills with new ones.

b ==

Fig. 8

Legend

a Self-centering cortical center punch | complete

b Self-centering cortical center punch I, without outer sleeve 11

SooooeseSs |

Fig. 9

» Insert cortical center punch (without outer sleeve) | and drill K with
drill guides E, F, G or H only.

Note

The maximum penetration depth of the cortical center punch | with
mounted outer sleeve is 6 mm.

Note

The maximum penetration depth of the cortical center punch | through the
drill guide is 6 mm to the shoulder between distal tip with trochar and the
shaft.

This shoulder will act as a stop on the cortical bone.

/\ cAuTION

Incorrect positioning of the center punch point or center punching too

deep!

» Use the cortical center punch without outer sleeve only in combi-
nation with a drill guide.

» Do not center punch too deep.

» Insert the cortical center punch (without outer sleeve) I or drill K into
the drill guide and check depth with caliper (e.g. 14 mm).

» To adjust the required drill depth with the depth-adjustable drill guides
E and F (10 mm to 28 mm), turn guide sleeve 3 of the drill guide in
direction + or -.

Note

The thread in the drill guide is a left-hand thread. Every half turn (= depth
adjustment by 0.5 mm) you will hear and feel the guide sleeve clicking into
position.

Fig. 11



Assembling the drill and handle (optional)

The drill and handle only need assembling if manual drilling is to be carried
out.

» Use drill handle J or Q for manual drilling.
» Use the drill handle J or Q with the drill K only.
» Insert the drill K into drill handle J or Q:

- Pull back locking sleeve 4 against the spring pressure, in the direc-
tion indicated by the arrow, and hold it there, see Fig. 12.

- Slide the drill K into the adapter of the drill handle J or Q as far as
it will go, see Fig. 13.

- Slightly turn drill K while simultaneously releasing locking sleeve 4.

The drill engages audibly.

\_— A

Fig. 12

\_—- R

Fig. 13

Correct positioning of center punch point/drill hole

» To position the center punch/drill hole correctly, insert the working end
of the drill guide 5 or working end of the self-centering cortical center
punch I fully into the hole or slot of the Quintex® plate 1.

» To implant the screw correctly, position the center punch/drill hole in
the center of the hole or centered in the slot along the long axis of the
Quintex® plate 1, see Fig. 14.

» Open the cortical bone layer with the cortical bone punch I.
_or-

» Drill down to the set depth, using drill K.
The depth stop stops the drill on the guide sleeve 3.

N

Fig. 14

Fig. 15

Legend
A All holes of the hybrid plate
Distal slots of the dynamic plate

Correctly positioned Quintex® screw

B

C Middle slots of the dynamic plate

a

b Incorrectly positioned Quintex® screw

2.3.5 Tapping (optional)
Quintex® screws are self-tapping screws. However, the screw holes can
also be prepared with the tap L.

Fig. 16

» Use tap L with the drill guide.

» Insert tap L into the drill guide and check the drill depth with a caliper
(e.g. 14 mm).

» To adjust the required tapping depth with the depth-adjustable drill
guides E and F (10 mm to 28 mm), turn guide sleeve 3 of the drill guide

in direction "+" or "-".

Note
The thread in the drill guide is a left-hand thread.

Every half turn (= depth adjustment by 0.5 mm) you will hear and feel the
guide sleeve clicking into position.

» Apply the working end of the tap through the drill guide into the pilot
hole.

» Turn the tap L clockwise in slowly and steadily as far as it will go.

» To remove the tap, turn it counterclockwise until it comes out of the
pilot hole.



2.3.6 Inserting the screws

/\ cAuUTION

Damage to the Quintex® plate and/or Quintex® screw when screwing
in the plate if the screwdriver is applied incorrectly!

» Insert the working end of the screwdriver fully into the hexalobe
(receptive part) of the screw.

» When screwing in the screw, maintain a mild axial pressure on the
screw.

A\ cAUTION

Damage to the locking ring or locking mechanism of the Quintex®
screw, or destruction of the working end of the screwdriver if the
screwdriver is applied at a slant or tilted!

» Always align the screwdriver with the axis of the screw.

/\ CAUTION

Damage to the Quintex® screw or insufficient locking of the Quintex®
screw if it is not correctly engaged in the hole or slot of the Quintex®
plate!

» Ensure that the Quintex® screw correctly engages in the hole or
slot of the Quintex® plate.

» Quintex® screw must not be screwed in too deep.

Note

Screwdriver M is a self-holding screwdriver. A screw holding sleeve is not
required.

» Insert the working end 6 of the screwdriver M fully into the screw
head 7.

» Make certain that the screwdriver holds the screw.

7 6
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Fig. 17

» Screw the Quintex® screw into the hole or slot of the Quintex® plate 1
by applying mild pressure with screwdriver M, while rotating clockwise,
until the screw head 7 fully engages in the hole or slot.

» Remove screwdriver M from the screw head 7.

After removing the screwdriver M, the locking ring 8 must be flush
with the screw head 7.

» Make certain that the Quintex® screw is securely locked in the
Quintex® plate 1.

The screw is securely locked when at least 3 of the 5 petals of the screw
head are positioned in the hole/slotted hole of the Quintex® plate
under the plate surface and both sides of the screw head are positioned
in the hole or lotted hole underneath the plate surface from a lateral
perspective.

Fig. 18

Legend
Screw in plate hole or slot of the Quintex® plate, the screw unlocks
automatically when it passes through the hole or slot and it locks as
soon as it is fully inserted.

b Screw correctly inserted and locked, top of the locking ring 8 sits flush
with the screw head 7

» Check the Quintex® screw is correctly seated in the hole or slot of the
Quintex® plate:
- If the Quintex® screw has not been fully screwed into the plate hole
or slot, screw the screw in deeper by 1/4 to 1/2 turns clockwise.
- If the Quintex® screw has been screwed in too deep, turn the screw
by 1/4 to 1/2 turns counterclockwise.

Fig. 19

Legend

a Screw not screwed into the hole or slot of the Quintex® plate fully.
b Screw screwed into the hole or slot of the Quintex® plate too deep.
¢ Correctly inserted screw



2.3.7 Removing fixation pins
The instrument for fixation pins D is used to remove temporary fixation
pins C.

» Attach the instrument for fixation pins D onto the fixation pin C.
- To do this, pull back the outer sleeve 10 of the instrument for fixa-
tion pins D.
- To secure the fixation pin C release outer sleeve 10 of the instru-
ment for fixation pins D.
The outer sleeve 10 is then pushed forward by a spring mechanism.
» Pull the fixation pin C out of the vertebral body.

» To release the fixation pin C from the instrument for fixation pins D:
Pull back outer sleeve 10 fully and take out fixation pin C from instru-
ment for fixation pins D.

2.3.8 Removing Quintex® implants
Note
Quintex®implants must only be removed with Quintex® instruments.

» To remove an implanted Quintex® screw, insert the tip of the screw
driver M fully into the screw head 7.

» When unscrewing the Quintex® screw with the screwdriver M main-
tain a mild axial pressure on the screw.

» Turn the screwdriver M counterclockwise to release the Quintex®
screw.

/\ cAUTION
Damage to the screw extraction instrument and Quintex® screw
through improper use!

The screw extraction instrument is only to be used to remove already
free spinning Quintex® screws of which the screw heads do not auto-
matically snap out of the screw hole or slot of the Quintex® plate.

» Never use the screw extraction instrument to insert Quintex®
screws.

A\ cAuTION

Damage to the screw after removing the free turning Quintex® screw!
The screw extraction instrument damages the screw locking ring!

» No not reuse the screw after using the screw extraction instru-
ment.

» Use a new screw.

Note

The thread on the tip of the screw extraction instrument is a left-hand
thread.

» If the screw head 7 of the free turning Quintex® screw does not auto-
matically snap out of the hole or slot in the Quintex® plate 1 use screw
extraction instrument N instead of screwdriver M.

» Insert the screw extraction instrument N as far as possible into the
screw head 7.

» Turn the left-hand thread on the tip of the screw extraction
instrument 9 counterclockwise into the screw head 7 as far as possible.

» Quintex® screw is removed from the hole or slot of the Quintex® plate
by pulling and turning the instrument counterclockwise at the same
time.

» If you encounter difficulties removing the Quintex® screw from the
screw extraction instrument, use holding forceps P as a counter torque.

1N

Fig. 20
Legend

a Screw extraction instrument N before insertion in screw head 7
b Screw extraction instrument N inserted as far as it will go in the screw
head 7, however not yet screwed in

¢ Screw extraction instrument N fully screwed into the screw head 7
counterclockwise



3. Validated reprocessing procedure

3.1  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 regulations concerning
the reprocessing of products.

Note

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

Note

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

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 B. Braun elFU at eifu.bbraun.com

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

3.2  General information

Dried or affixed surgical residues can make cleaning more difficult or 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 "AKI-
Brochures", "Red brochure”.
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3.3  Single-use products
Art. no. Designation

FJ833RS Fixation pin

» Do not reuse the product.

The reprocessing of the product affects its functionality. Risk of injury, ill-
ness or death due to soiling and/or impaired functionality of the product.

» Do not reprocess the product.

3.4 Reusable products

Influences of the reprocessing which lead to damage to the product are
not known.

A careful visual and functional inspection before the next use is the best
opportunity to recognize a product that is no longer functional, see
Inspection.

3.5 Preparations at the place of use

» If applicable, rinse non-visible surfaces preferably with deionized
water, with a disposable syringe for example.

» Remove any visible surgical residues to the extent possible with a
damp, lint-free cloth.

» Transport the dry product in a sealed waste container for cleaning and
disinfection within 6 hours.

3.6  Preparing for cleaning
» Disassemble the product prior to cleaning, see Disassembly.
» Open up product with hinges.



3.7 Disassembly

3.7.1  Single drill guide SC423R and double drill guide SC424R
Note

The thread in the single drill guide SC423R and the double drill guide
SC424R are left-hand threads.

» Remove guide sleeve 3 by turning it clockwise.

You will hear and feel the guide sleeve clicking into position every half
turn.

I B8—3

Fig. 21

3.7.2  Instrument for fixation pins SC422R

» Pull back sleeve 10 in the direction of the handle.

» Turn sleeve 10 a quarter turn clockwise.

» Remove sleeve 10 from the instrument for fixation pins D.

Fig. 22

Legend

a Instrument for fixation pins D assembled

b Removing the sleeve 10 from the instrument for fixation pins D

3.7.3  Self-centering cortical center punch SC428R

» Turn threaded cap counterclockwise to remove the outer sleeve 11
form the threaded cap.

» Remove outer sleeve 11 from the shaft of the self-centering cortical
center punch |, see Fig. 23.

a ()
@)
[ | —— | 1|
\ - b3
11 |
Fig. 23
Legend

a Cortical center punch | assembled
b Removing the outer sleeve 11 from the cortical center punch |

3.7.4 Caliper SC421R
» Turn the knurled screw 12 of the caliper B counterclockwise until it is
fully disengaged, see Fig. 24.

[m —
o [ | —]
1) d‘—_'-u e
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Fig. 24

3.8  Cleaning/Disinfection
3.8.1 Product-specific safety information on the reprocessing
method

Damage to or destruction of the product due to inappropriate clean-
ing/disinfecting agents and/or excessive temperatures!

» Following the manufacturer's instructions, use cleaning and disinfect-
ing agents
- that are approved for plastic material and stainless steel,
- that do not attack softeners (e.g., in silicone).

» Observe specifications regarding concentration, temperature and
exposure time.

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

» Manually pre-clean the product (using a brush) if bone or tissue resi-
dues or residues of additives (e.g. flasking plaster) are present.



3.8.2
Validated procedure

Manual cleaning with immersion
disinfection

m SC410R
W SC420R-SC426R
B SC428R
B SC430R-SC434R
m FWO76R

Validated cleaning and disinfection procedure

Specific requirements

B Suitable cleaning brush: e.g. TA011327 for SC422R and SC428R,

FO764200 for SC429R
20 ml disposable syringe

Keep working ends open for cleaning.

B When cleaning instruments with movable hinges, ensure that

these are in an open position and, if applicable, move the hinge
while cleaning.

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

Reference
Chapter Manual cleaning/disinfection and
subsection:

B Chapter Manual cleaning with immer-
sion disinfection

Manual cleaning with ultrasound
and immersion disinfection

B SC429R
B SC436R

20 ml disposable syringe

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

Chapter Manual cleaning/disinfection and

subsection:

B Chapter Manual cleaning with ultra-
sound and immersion disinfection

Mechanical alkaline cleaning and
thermal disinfection

| SC410R
B SC420R-SC421R
B SC430R-SC434R
m FWO76R

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

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

Keep working ends open for cleaning.

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

Chapter Mechanical cleaning/disinfection

and subsection:

B Chapter Mechanical alkaline cleaning
and thermal disinfecting

Manual pre-cleaning with brush
and subsequent mechanical alka-
line cleaning and thermal disinfec-
tion

B SC422R-SC426R

W SC428R

Suitable cleaning brush: e.g. TA0O11327 for SC422R and SC428R

B 20 ml disposable syringe

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

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

| Keep working ends open for cleaning.

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

Chapter Mechanical cleaning/disinfection
with manual pre-cleaning and subsection:

B Chapter Manual pre-cleaning with a
brush

B Chapter Mechanical alkaline cleaning
and thermal disinfecting

Manual pre-cleaning with ultra-
sound and brush, and subsequent
mechanical alkaline cleaning and
thermal disinfection

B SC429R
B SC436R

Suitable cleaning brush: e.g. F0764200 for SC429R and SC436R
20 ml disposable syringe

M Place the product on a tray that is suitable for cleaning (avoid

rinsing blind spots).

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

B Keep working ends open for cleaning.

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

Chapter Mechanical cleaning/disinfection

with manual pre-cleaning and subsection:

B Chapter Manual pre-cleaning with
ultrasound and brush

B Chapter Mechanical alkaline cleaning
and thermal disinfecting

12



3.9 Manual cleaning/disinfection
» Prior to manual disinfecting, allow water to drip off for a sufficient
length of time to prevent dilution of the disinfecting solution.

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

» Repeat the cleaning/disinfection process if necessary.

.9.1  Manual cleaning with immersion disinfection

Disinfecting cleaning RT (cold) Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Intermediate rinse RT (cold) 1 - D-W -
1 Disinfection RT (cold) 5 2 D-W Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
v Final rinse RT (cold) 1 - FD-W -
Vv Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)
RT: Room temperature

*Recommended: BBraun Stabimed fresh

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

Phase |

Phase IV
» Rinse/flush the product thoroughly (all accessible surfaces).
» Mobilize non-rigid components, such as set screws, joints, etc. during

» Fully immerse the product in the cleaning/disinfectant for at least 15 final rinse.

min. Ensure that all accessible surfaces are moistened. » Rinse lumens with an appropriate disposable syringe at least five times.

» Drain any remaining water fully.

Phase V

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

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

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

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

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Drain any remaining water fully.

Phase Ill

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Rinse lumens at least 5 times at the beginning of the exposure time
using an appropriate disposable syringe. Ensure that all accessible sur-
faces are moistened.



3.9.2 Manual cleaning with ultrasound and immersion disinfection

Ultrasonic cleaning RT (cold) Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Intermediate rinse RT (cold) 1 - D-W -
1 Disinfection RT (cold) 5 2 D-W Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
v Final rinse RT (cold) 1 - FD-W -
\' Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)
RT: Room temperature

*Recommended: BBraun Stabimed fresh

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

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for
at least 15 min. Ensure that all accessible surfaces are immersed and
acoustic shadows are avoided.

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

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

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

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.
Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Drain any remaining water fully.

Phase Ill

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

» Rinse lumens at least five times at the beginning of the exposure time
with an appropriate disposable syringe. Ensure that all accessible sur-
faces are moistened.

Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
final rinse.

» Rinse lumens with an appropriate disposable syringe at least five times.
» Drain any remaining water fully.

Phase V
» Dry the product in the drying phase with suitable equipment (e.g. cloth,
compressed air), see Validated cleaning and disinfection procedure.
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3.10 Mechanical cleaning/disinfection
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 SO 15883).

Note

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

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

| D-W -

Pre-rinse <2577 3

Il Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH=13
- <5 9% anionic surfactant

B 0.5 % working solution

- pH~ 117
1] Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 90/194 5 FD-W -
Vv Drying - - - According to the program for cleaning and disinfection device
DW: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)

*Recommended: BBraun Helimatic Cleaner alkaline

» Check visible surfaces for residues after mechanical cleaning/disinfect-
ing.



3.11 Mechanical cleaning/disinfection with manual pre-cleaning
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 SO 15883).

Note

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

3.11.1 Manual pre-cleaning with a brush

Disinfecting cleaning RT (cold) >15 2 Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Rinsing RT (cold) 1 - D-W -
D-W: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed fresh

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

Phase |

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

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

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

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

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.
Phase I

» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.
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3.11.2 Manual pre-cleaning with ultrasound and brush

| Ultrasonic cleaning RT (cold) >15 2 Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
1l Rinsing RT (cold) 1 - D-W -

D-W: Drinking water

RT: Room temperature

*Recommended: BBraun Stabimed fresh

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

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for
at least 15 min. Ensure that all accessible surfaces are immersed and
acoustic shadows are avoided.

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

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

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

» Thoroughly rinse through these components with the cleaning disin-
fectant solution (at least five times), using a disposable syringe.

Phase I
» Rinse/flush the product thoroughly (all accessible surfaces) under run-
ning water.

» Mobilize non-rigid components, such as set screws, joints, etc. during
rinsing.

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

Prerinse <25[77
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH~13
- <5 % anionic surfactant
B 0.5 % working solution
- pH=11"
1] Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 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.



3.12 Inspection
» Allow the product to cool down to room temperature.
» Dry the product if it is wet or damp.

3.12.1 Visual inspection

» Ensure that all soiling has been removed. In particular, pay attention to
mating surfaces, hinges, shafts, recessed areas, drill grooves and the
sides of the teeth on rasps.

» If the product is dirty: repeat the cleaning and disinfection process.

» Check the product for damage, e.g. insulation or corroded, loose, bent,
broken, cracked, worn or severely scratched and fractured components.

» Check the product for missing or faded labels.

» Check the products with long, slim shapes (in particular rotating instru-
ments) for deformities.

Check the product for damage to the spiral element.

Check the cutting edges for continuity, sharpness, nicks and other
damage.

Check the surfaces for rough spots.

vy

Check the product for burrs that could damage tissue or surgical gloves.
Check the product for loose or missing parts.

vvyyvyy

Immediately put aside damaged or inoperative products and send them
to Aesculap Technical Service, see Technical service.

3.12.2 Functional test

A\ cAuTION

Damage (metal cold welding/friction corrosion) to the product caused
by insufficient lubrication!

» Prior to function checks, lubricate moving parts (e.g. joints, pusher
components and threaded rods) with maintenance oil suitable for
the respective sterilization process (e.g. for steam sterilization:
STERILIT® | oil spray JG600 or STERILIT® | drip lubricator JG598).

» Assemble disassembled products, see Assembly.
» Check that the product functions correctly.

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

» Check for compatibility with associated products.

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

3.13 Assembly

3.13.1 Single drill guide SC423R and double drill guide SC424R
Note

The thread in the single drill guide SC423R and the double drill guide
SC424R are left-hand threads.

» Attach guide sleeve 3 by turning it counterclockwise, see Fig. 20.

You will hear and feel the guide sleeve clicking into position every half
turn.
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3.13.2 Instrument for fixation pins SC422R

» Slide sleeve 10 over the shaft of the instrument for fixation pins D so
that the milled slot in sleeve 10 is guided over the pin on the instru-
ment shaft, see Fig. 21.

» Turn sleeve 10 a quarter turn counterclockwise (still guiding the slot
over the pin).

The spring pressure pushes the sleeve 10 forward automatically, see
Fig. 21.

3.13.3 Self-centering cortical center punch SC428R
» Slide outer sleeve 11 over the shaft of the self-centering cortical center
punch I, see Fig. 23.

» To secure the outer sleeve 11 turn the threaded cap on the sleeve
clockwise.

3.13.4 Caliper SC421R

» Insert knurled screw 12 in the threaded hole and turn it clockwise until
tight and there is sufficient resistance when the arms are opened, see
Fig. 24.

3.14 Packaging
» Appropriately protect products with fine working tips.

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

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

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

» Ensure that the packaging provides sufficient protection against con-
tamination of the product during storage.

3.15 Steam sterilization
Note

The product can be sterilized either in disassembled or in assembled condi-
tion.

Note

To avoid breakage due to stress crack corrosion, sterilize the instruments
with the lock fully open or locked no further than on the first ratchet tooth.

» 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
- Steam sterilization using fractional vacuum process
- Steam sterilizer according to DIN EN 285 and validated according
to DIN EN ISO 17665
- Sterilization using fractionated vacuum process at 134 °C/holding
time 5 min
» If several devices are sterilized at the same time in the same steam
sterilizer: Ensure that the maximum permitted load according to the
manufacturers' specifications is not exceeded.

3.16 Storage

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

» Store sterile single-use products in germ-proof packaging in a dust-
protected, dry, dark and temperature-controlled room.



4, Technical service

/\ cAuTION

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

» Do not modify the product.

» For service and repairs, please contact your national
B. Braun/Aesculap agency.

Service addresses

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601

Fax: +49 7461 16-2887

E-Mail: ats@aesculap.de

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

5. Disposal

/\ WARNING
Risk of infection due to contaminated products!

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

/\ WARNING

Risk of injury due to sharp-edged and/or pointed products!

» When disposing of or recycling the product, ensure that the pack-
aging prevents injury by the product.

Note

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



cs
Aesculap®

Systém predni kréni dlahy Quintex® - nastroje

Legenda
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Ohybac dlah SC420R

Posuvné méfitko SC421R

Nesterilni/sterilni fixaéni kolik SC410R/FJ833RS
Nastroj pro fixaéni koliky SC422R

Nastavitelné jednoduché voditko vrtaku SC423R
Nastavitelné dvojité voditko vrtaku SC424R
Jednoduché voditko vrtaku, fixni 14 mm SC425R
Dvojité voditko vrtaku, fixni 14 mm SC426R
Daléik pro kortikalis SC428R

Rukojet vrtaku SC429R

Vrtak SC430R

Zavitnik SC431R

Sroubovak SC432R

Nastroj k extrakci Sroubl SC433R

Klesté k pridrzeni dlahy SC434R

Pridrzovaci klesté FW076R

Rukojet vrtaku ve tvaru kapky (volitelna) SC436R

Legenda (obrazky v textu)
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Dlaha Quintex®

Ohybaci klin ohybace dlah

Vodici objimka vrtaci Sablony

Blokovaci objimka vrtaci rukojeti
Pracovni konec voditka vrtaku

Pracovni konec Sroubovaku

Sroubovaci knoflik

Blokovaci krouZek

Pracovni konec nastroje k extrakei Sroubd

10 Vnéjsi objimka nastroje pro fixacni kolik

11 Vnéjsi objimka daléiku pro kortikalis
12 Vroubkovany Sroub posuvného méfitka
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1. K tomuto dokumentu

Upozornéni

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

1.1 Oblast pouziti

Tento navod k pouziti plati pro nasledujici vyrobky: Systém predni kréni
dlahy Quintex® - nastroje

Upozornéni

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

» Navody k pouZziti pro konkrétni vyrobky a informace o kompatibilité
materialll a Zivotnosti naleznete vsekci B.Braun elFU na webu
eifu.bbraun.com

1.2 Vystrazna upozornéni

Vystrazna upozornéni poukazuji na rizika pro pacienta, uZivatele a/nebo
vyrobek, kterd mohou vzniknout béhem pouzivani vyrobku. Vystrazna upo-
zornéni jsou oznacena nasledujicim zpdsobem:

/\ VAROVANI

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

A\ POZOR

Oznacuje mozné hrozici vécné skody. Pokud tomu neni zabranéno,
nasledkem muze byt poskozeni vyrobku.

2. Klinické pouziti

2.1  Oblasti pouziti a omezeni pouziti

2.1.1  Urceni tcelu

Nastroje uvedené v legend€ jsou soucasti systému Quintex® pro predni
kréni fuzi.

Nastroje se pouzivaji k fixaci dlah a Sroubl Quintex®. Chirurg vyuziva tyto

nastroje k pfizpGsobeni implantatld Quintex® konkrétnimu pacientovi
a k jejich umisténi a zavedeni.

2.1.2 Indikace
Upozornéni

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

Pro indikace, viz Uréeni ucelu.

2.1.3 Kontraindikace
Nejsou znamy kontraindikace.

2.2  Bezpecnostni pokyny
2.2.1  Klinicky uzivatel

Vseobecné bezpecnostni pokyny

Aby se predeslo Skodam v dlsledku neodborné pripravy a aplikace a nebyl

ohroZen narok na zaruku:

» PouZivejte vyrobek pouze podle pokynl uvedenych vtomto navodu
k pouZziti.

» Respektujte bezpeénostni informace a pokyny k provozni udrzbg.

» \lyrobek a pfisludenstvi mohou pouzivat vyhradné osoby s patfiénym
vzdélanim, znalostmi a zkusenostmi.

» Novy vyrobek z vyroby ¢ nepouzity vyrobek skladujte na suchém, €is-
tém a chranéném miste.

» Pred pouzitim vyrobek zkontrolujte na funkénost a bezchybny stav.
» Navod k pouziti uchovavejte na misté pfistupném pro uzivatele.

Upozornéni

UZivatel je povinen vsechny zdvazné uddlosti, které vznikly v souvislosti
s vyrobkem nahldsit vyrobci a kompetentnimu ufadu stdtu, ve kterém md
uZivatel sidlo.

Pokyny k operaénim zakrokum

UZivatel nese zodpovédnost za odborné provedeni operaéniho zakroku.
Predpokladem pro Uspé&3né pouzivani tohoto vyrobku je patfi¢né klinické
vzdélani i teoretické a praktické zvladnuti potfebnych operaénich technik,
v€etn€ pouzivani tohoto vyrobku.

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

2.2.2  \Vyrobek

Bezpecnostni pokyny specifické pro vyrobek

Chirurg musi mit rozsahlé a podrobné znalosti o stabilizacnich technikach

kréni patefe a jejich biomechanickych vlastnostech. Chirurg musi byt rov-

néz divérné obeznamen s teorii a praxi pfislusnych chirurgickych technik

pro systém Quintex®.

» Dodrzujte navod k pouziti pro dlahy a Srouby Quintex® (TA013366)
a pfislusnou operaéni pfirucku (brozura ¢. 091702).

» SC431R [ SC428R: Viyrobek pouzivejte pouze pod rentgenovou kontro-
lou.

2.2.3 Sterilita
Kat. ¢. Oznaceni

FJ833RS Prechodny fixa¢ni pin

Vlyrobek je sterilizovan gama zafenim a je dodavan ve sterilnim obalu.

Vyrobek se nesmi pouZivat opakované.

» Respektujte dodatkové predpisy pro manipulaci

» Je-li produkt poskozeny nebo vadny, nepouZivejte jej. Je-li vyrobek
poskozeny, vyradte jej.

» \lyrobek po uplynuti doby pouZitelnosti jiz nepouzivejte.

» Dalsi informace najdete v dokumentu TA009932 ,Docasné fixacni
koliky ABC".

2.3 Pouziti

/\ VAROVANI
Nebezpeéi urazu a/nebo nespravného fungovani!

» Pred kazdym pouzitim vyrobek zkontrolujte, zda neobsahuje uvol-
néné, zlomené, prasklé, opotiebené nebo ulomené casti.

» Pred kazdym pouzitim proved'te funkéni zkousku.

2.3.1  Urceni délky dlahy Quintex®

» Ke stanoveni spravné délky dlahy pouZijte posuvné méfitko B nebo jiné
vhodné méfici zafizeni.

» Pomoci stupnice zméfte vzdalenost mezi ob€ma konci.

Ukazatel tahu zUstane ve své poloze a indikuje naméfenou délku dlahy,
i kdyZ se ramena posuvného méfitka znovu uzaviou.

Upozornéni

Pred kazdym dalSim méfenim musi byt ukazatel tahu vrdcen do plvodni
polohy.
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2.3.2 Ohnuti dlahy Quintex® » Pro snizeni lordézy umistéte ohybaci klin 2 pfes ohybovou zénu, viz
Dlahy Aesculap Quintex® se dodavaji jako pfedehnuté implantaty pro lor- Obr. 2.
dozu. Daji se ohybat pomoci klesti k ohybani dlah. Zéna ohybu je oblast

mezi dvojicemi otvorl v okénku kostniho $tépu (okénko v dlaze).

Upozornéni

Aby nedoslo k nadmérné nebo naopak nedostateéné lordotizaci, je treba
dlouhé dlahy Quintex® ohybat postupné (jednu ohybovou zénu za druhou).

A\ POZOR

Poskozeni implantatu Quintex® v disledku nadmérného namahani
materialu!

» Dlahy Quintex® ohybejte vzdy pouze v jednom sméru.
» Dlahy Quintex® v zadném pfipadé neohybejte zpét.
» Vzdy pouZivejte ohybac dlah A k ohybani dlah Quintex® 1.

» Dlahu Quintex® 1 ohybejte pouze v podéiném sméru a v ramci ohybové
z0ny.

» Zabrante silnym zakfivenim, zpétnému ohybani, vzniku vrubli nebo Obr. 3
poskrabani dlahy Quintex® 1.

e S , Upozornéni
» Neohybejte dlahu v oblasti parové€ umisténych otvord. P

Oblast na ndstroji, na které Ize zmensit velikost lorddzy na dlaze, je ozna-

» Pro zvétseni lordozy umistéte dlahu Quintex® 1 tak, aby ohybova zona ¢ena ,STRAIGHTEN PLATE HERE".
byla uprostfed mezi dv€ma hornimi valecky ohybace dlah A, viz Obr. 1.

2.3.3 Polohovani a docasna fixace dlahy Quintex®
Aby se usnadnila manipulace v ramci operace, zafixuje se nejprve dlaha
Quintex® docasné k obratlovému télu. Tim zabranite prokluzovani dlahy
Quintex® béhem vrtani a usnadnite umisténi vrtanych otvor( pro Srouby
a zavadéni Sroubl Quintex®.
K polohovani a docasné fixaci dlahy Quintex® se pouZivaji pfidrzovaci
klesté O a nastroj pro fixaéni koliky D.
» Zajistéte, aby dlaha Quintex® méla spravnou délku.

» KleStémi k pfidrzeni dlahy O uchopte dlahu Quintex® 1 za vnéjsi okraj,
viz Obr. 4.

» Rukojeti klesti k drzeni dlahy stisknéte k sobg&, ¢im aktivujete zabloko-
vani.
Klesté k pfidrzeni dlahy O nyni drZi dlahu Quintex® 1 bez vyvijeni dal-
Siho tlaku na rukojeti.

» Umistéte dlahu Quintex® 1 na patef do poZadované vysky.
Obr. 1

Obr. 2

Obr. 4

» Po spravném umisténi dlahy Quintex® 1 zafixujte dlahu pomoci fixa¢-
nich kolikl a znovu stlacte rukojeti pridrzovacich klesti O k sobg, ¢imz
se blokovani uvolni.
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Upozornéni
Aby bylo moZné dlahu Quintex® zafixovat spolehlivé, je zapotriebi pouZit

minimdliné dva fixaéni koliky. K zasunuti fixaénich koliki pouZijte ndstroj
pro fixaéni koliky D!

» Zasunte fixacni kolik C do nastroje pro fixacni koliky D. Za timto uce-
lem zatahnéte zpét vnéjsi objimku 10 nastroje pro fixacni koliky D, viz
Obr. 5.

» Pro zajisténi fixatniho koliku C uvolnéte vnéjsi objimku 10 nastroje pro
fixaéni koliky D. Vng&jsi objimka je poté zatlatena dopfedu pomoci pru-
Zinového mechanismu.

c
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QObr. 5

» Prostréte fixacni kolik C otvorem pro fixaéni kolik v dlaze Quintex® 1
do obratlového téla tak, Ze zlehka kladivkem klepnete na nastroj pro
fixa¢ni koliky D, viz Obr. 6.

Obr. 6

» Pro odpojeni fixaéniho koliku C od nastroje pro fixaéni koliky D zcela
zatahnéte zpét vnéjsi objimku 10 a odpojte nastroj pro fixacni koliky D
od fixaéniho koliku C, viz Obr. 7.

Obr. 7

2.3.4 Pfiprava otvoru pro Srouby Quintex®

Otvory pro samovrtné a samofezné Srouby Quintex® se pfipravuji pomoci
samostrediciho dll¢iku pro kortikalis I. Alternativné je mozné sundat
vnéjsi objimku diléiku pro kortikalis I a pouzivat pro pfipravu otvord dilcik
pro kortikalis Iv kombinaci s voditkem vrtaku. Tim se otevfe kortikalni
kostni vrstva obratlového téla a Sroub je mozné nasroubovat bez vrtani.

Nebo je mozné predvrtat otvor pro Sroub pomoci vrtaku K. Umistéte
vrtak K s voditkem vrtaku a pouzijte jej manualné s rukojeti vrtaku J, Q
nebo mechanicky s motorovym systémem s nasadcem Intra Aesculap
(napf. GD450R/GD456R).

/\ VAROVANI

Nebezpeéi poranéni tkané a nespravného pfedvrtu pfi zavedeni daléiku

pro kortikalis (bez vnéjsi objimky) nebo vrtaku!

» Dulcik pro kortikalis (bez vnéjsi objimky) a vrtak pouZivejte pouze
ve spojeni s jednoduchym nebo dvojitym voditkem vrtaku.

/\ VAROVANI
Pokud vrtani probiha bez voditka vrtaku, predvrt je nespravny!

» Pouzivejte vrtak pouze v kombinaci s jednoduchymi nebo dvojitymi
voditky vrtaku.

/\ VAROVANI

Nespravny pfedvrt, pokud se nepouziva samostredici vnéjsi objimka

duléiku pro kortikalis nebo voditko vrtaku!

» Vidy pouZivejte samostfedici vnéjsi objimku duléiku pro kortikalis,
kdyZ pouzivate duléik pro kortikalis bez voditka vrtaku.

Definovani stfedového dalku / otvoru pro Sroub

Pouzit muzete nasledujici vrtaci Sablony:

B Nastavitelné jednoduché voditko vrtaku E

B Nastavitelné dvojité voditko vrtaku F

B Jednoduché voditko vrtaku, fixni (14 mm) G

B Dvojité voditko vrtaku, fixni (14 mm) H

Uhel zasouvani $roubu Ize pFizpiisobit v kranialné-kaudalnim sméru.

Uhel zasouvani sroubu lze také prizpisobit v medialné-lateralnim sméru,
pokud se pouziva jednoduché voditko vrtaku nebo dal¢ik pro kortikalis I.

Vodici pouzdra 3 pro voditka vrtaki E a F jsou zaménitelna.

Jednoduché voditko vrtaku E a dvojité voditko vrtaku F maji nastavitelnou
hloubku. Pevné jednoduché voditko vrtaku G a pevné dvojité voditko
vrtaku H jsou navrzeny pro hloubku dilku [ otvoru pro sroub 14 mm (neni
nastavitelna hloubka).

Upozornéni

Pevné jednoduché voditko vrtdku G a pevné dvojité voditko vrtdku H jsou
pro snazsi identifikaci oznaéeny popiskem , 14 mm™ na objimce.

/\ VAROVANI

Nebezpeéi poranéni michy v disledku nastaveni nespravné hloubky
vrtani na vrtaci Sabloné!

» Zasuiite duléik pro kortikalis nebo vrtak do voditka vrtaku
a zkontrolujte nastavenou hloubku vrtani pomoci posuvného
méFitka nebo pravitka.

/\ VAROVANI

Nebezpeéi poranéni michy pacienta v dusledku nepouZiti nebo

nespravného pouziti samostfediciho duléiku pro kortikalis!

» Samostiedici daléik pro kortikalis pouzivejte vzdy s vnéjsi objimkou,
abyste stanovili spravnou polohu pro perforaci kortikalis.
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/\ VAROVANI

Poskozeni dlahy/Sroubu Quintex® a daléiku pro kortikalis v dusledku
pouZiti nadmérné sily a krouticiho momentu pfi praci s dul¢ikem nebo
zaSroubovani Sroubu Quintex®!

» Otvory v tvrdé kosti nepfipravujte s pouzitim dul€iku pro kortikalis,
ale s pouzitim vrtaku a zavitniku.

A\ POzZOR

Nespravna hloubka vrtani a poskozeni kvuli opakovanému ostfeni nebo
zkraceni duléiku pro kortikalis nebo vrtaku!

» Dulcik pro kortikalis (bez vnéjsi objimky) a vrtak nepfibrusujte.
» Tupé dul€iky pro kortikalis a vrtaky nahrad'te novymi.

a

b

Obr. 8

Legenda

a Samostredici duléik pro kortikalis I, kompletni

b Samostfedici dil¢ik pro kortikalis I, bez vn&j3i objimky 11

Soooooaose | |

Obr. 9

» Diilcik pro kortikalis (bez vnéj3i objimky) I a vrtak K zasouvejte pouze
s voditky vrtakl E, F, G nebo H.

Upozornéni

Maximdlni hloubka penetrace ddléiku pro kortikalis | s namontovanou

vnéjsi objimkou je 6 mm.

Upozornéni

Maximdlni hloubka penetrace ddléiku pro kortikalis| zavedeného skrz
vodici pouzdro vrtdku je 6 mm k ramenu mezi distdlnim hrotem s trokarem
a drikem.

Toto rameno bude fungovat jako zardzka na kortikdIni kosti.

/\ POZOR

Nespravné umisténi stfedového dulku nebo pFilis hluboka stfedova

jamka vytvofena pomoci duléiku!

» Dulcik pro kortikalis bez vnéjsi objimky pouzivejte pouze ve spojeni
s voditkem vrtaku.

» Neprovadéjte dulkovani pfilis do hloubky.
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» Zasunte dalcik pro kortikalis (bez vnéjsi objimky) | nebo vrtak K do
voditka vrtdku a zkontrolujte hloubku posuvnym méfitkem (napf.
14 mm).

» Pro nastaveni pozadované hloubky vrtaného otvoru u hloubkové nasta-
vitelnych voditek vrtaku E a F (10 mm - 28 mm) otacejte vodicim
pouzdrem 3 voditka vrtaku ve sméru + nebo -.

Upozornéni

Zavit voditka vrtdku je levotoCivy. Vodici pouzdro slysitelné a citelné
zapadd po kazdé pulotdcee (= nastaveni hloubky o 0,5 mm).

Obr. 11



Sestaveni vrtaku a rukojeti (volitelné)

Vrtak a rukojet je zapotfebi sestavit pouze v pfipad€, Ze se provadi ruéni
vrtani.

» Pro ruéni vrtani pouZijte rukojet vrtaku J nebo Q.

» Rukojet vrtaku J nebo Q pouZivejte pouze s vrtakem K.

» Zasunte vrtak K do rukojeti vrtaku J nebo Q:

- Blokovaci objimku 4 zatahnéte dozadu proti tlaku pruziny ve sméru
Sipky dozadu a podrzte ji v této poloze, viz Obr. 12.

- Zasunte vrtak K do adaptéru rukojeti vrtaku J nebo Q az nadoraz, viz
Obr. 13.

- Lehce otocte vrtak K a soucasné uvolnéte blokovaci objimku 4.
Vrték slySitelné zaklapne.

\_— A

Obr. 12

\_—- R

Obr. 13

Spravna poloha stfedové jamky/vyvrtaného otvoru

» Pro spravné umisténi stfedové jamky/vyvrtaného otvoru zasufite pra-
covni konec voditka vrtaku 5 nebo pracovni konec samostrediciho dil-
¢iku pro kortikalis I Gplné do otvoru nebo drazky v dlaze Quintex® 1.

» Pro spravnou implantaci Sroubu umistéte stfedovou jamku [ vyvrtany
otvor doprostfed otvoru nebo vycentrujte v draZzce podél dlouhé osy
dlahy Quintex® 1, viz Obr. 14.

» Oteviete kortikalni kostni vrstvu ddléikem pro kortikalis .
- nebo -

» Vyvrtejte otvor do nastavené hloubky pomoci vrtaku K.
Zarazka hloubky zastavi vrtak ve vodicim pouzdre 3.

N

Obr. 14

Obr. 15

Legenda
A Vsechny otvory v hybridni dlaze
Distalni drazky na dynamické dlaze

Spravné umistény Sroub Quintex®

B
C Stredové drazky na dynamické dlaze
a
b Nespravné umistény Sroub Quintex®

2.3.5 Rezani zavita (volitelné)
Srouby Quintex® jsou samofezné. Otvory pro Srouby viak Ize pripravovat
i pomoci zavitniku L.

Obr. 16

» Zavitnik L pouzivejte s voditkem vrtaku.

» Zasunite zavitnik L do voditka vrtaku a zkontrolujte hloubku fezu
pomoci posuvného méfitka nebo pravitka (napf. 14 mm).

» Pro nastaveni poZadované hloubky fezani zavitu u hloubkové nastavi-
telnych voditek vrtaku E a F (10 mm - 28 mm) otacejte vodicim pouz-
drem 3 voditka vrtaku ve sméru ,+" nebo ,-".

Upozornéni

Zavit voditka vrtdku je levotocivy.

Vodici pouzdro slysitelné a citelné zapadd po kazdé pilotdcee (= nastaveni
hloubky 0 0,5 mm).

» Zasunte pracovni konec zavitniku skrz voditko vrtaku do predvrtu.

» Otacejte zavitnikem L po sméru hodinovych ru¢i¢ek pomalu a plynule
aZz nadoraz.

» Chcete-li zavitnik odstranit, otacejte jim proti sméru hodinovych rudi-
¢ek, dokud nezacne vystupovat z predvrtu.
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2.3.6 Zavedeni Sroubu

A\ PozOR

Pfi nespravném pouziti Sroubovaku hrozi poskozeni dlahy Quintex®
a/nebo Sroubu Quintex® pfi jeho za§roubovavani do dlahy!

» Zasunte pracovni konec Sroubovaku zcela do Sestihranné matice
(receptivni &ast) Sroubu.

» P¥i zaSroubovavani Sroubu udrZujte mirny axialni tlak na Sroub.

A\ POZOR

Poskozeni pojistného krouzku nebo blokovaciho mechanismu Sroubu
Quintex® nebo zniceni pracovniho konce Sroubovaku, pokud je Srou-
bovak nasazen Sikmo nebo naklonén!

» Sroubovék je vzdy zapotfebi vyrovnat na osu Sroubu.

A\ POzZOR

Poskozeni Sroubu Quintex® nebo nedostatecné zajisténi Sroubu
Quintex® v pfipadé, Ze neni spravné usazen v otvoru nebo drazce dlahy
Quintex®!

» Zajistéte, aby Sroub Quintex® zcela zapadl do otvoru nebo drazky
dlahy Quintex®.

» Sroub Quintex® nesmi byt zasroubovan pfilis hluboko.

Upozornéni

SroubovikM md ,samodrzici funkci. Neni nutné pouZit objimku
k pridrZovdni Sroubu.

» Zcela zasunite pracovni konec 6 Sroubovaku M do hlavy Sroubu 7.
» Zajistéte, aby Sroubovak drzel Sroub.

7 6 M

Obr. 17

» Sroub Quintex® zaSroubujte do otvoru nebo drazky dlahy Quintex® 1
otacenim Sroubovaku M pod mirnym tlakem po sméru hodinovych ruéi-
Cek tak, aby hlava Sroubu 7 zcela zapadla do otvoru nebo drazky.

» Vytahnéte Sroubovak M ze hlavy Sroubu 7.

Po odstranéni Sroubovaku M musi byt pojistny krouzek 8 v jedné roviné
s hlavou Sroubu 7.
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» Zkontrolujte, zda je 3roub Quintex® bezpeéné zajistén v dlaze
Quintex® 1.
Sroub je bezpeéné zajistén, kdyz jsou nejméné 3 z 5 vystupkl hlavy
Sroubu umistény v otvoru/drazce v dlaze Quintex® pod povrchem dlahy
a obé strany hlavy Sroubu jsou umistény v otvoru nebo v drazce pod
povrchem dlahy pfi pohledu z boéni strany.

Legenda

a Sroub v otvoru nebo drazce dlahy Quintex®. Sroub se odblokuje auto-
maticky, kdyz projde otvorem nebo drazkou a zablokuje se ve chvili,
kdy je zcela zaveden.

b Spravné zadroubovany a zajistény Sroub, horni ¢&ast pojistného
krouzku 8 je v jedné roviné s hlavou Sroubu 7

» Zkontrolujte, zda je Sroub Quintex® spravné usazen v otvoru nebo
drazce dlahy Quintex®:
- Pokud neni Sroub Quintex® zcela zasroubovan do otvoru nebo
drazky v dlaze, zaSroubujte Sroub hloubéji o 1/4 az 1/2 otacky po
sméru hodinovych rucicek.

- Pokud jste Sroub Quintex® zasroubovali pfili$ hluboko, otocte Srou-
bem o 1/4 az 1/2 otacky proti sméru hodinovych rucicek.

Obr. 19

Legenda
a  Sroub neni zcela zaroubovan do otvoru nebo drazky dlahy Quintex®.

a Sroub zadroubovany pfilis hluboko do otvoru nebo drazky dlahy
Quintex®.

¢ Spravné zavedeny Sroub



2.3.7 Demontaz fixaénich koliki
Nastroj pro fixacni koliky D se pouZiva pro odstranéni docasnych fixa¢nich
koliku C.
» Pripevnéte nastroj pro fixaéni koliky D na fixaéni kolik C.
- Za timto Ucelem zatdhnéte zpét vnéjsi objimku 10 nastroje pro
fixa¢ni koliky D.
- Pro zajisténi fixa¢niho koliku C uvolnéte vnéjsi objimku 10 nastroje
pro fixa¢ni koliky D.
Vnéjsi objimka 10 je poté zatlacena dopfedu pomoci pruzinového
mechanismu.
» Vytahnéte fixacni kolik C z obratlového téla.

» Postup uvolnéni fixaéniho koliku C z nastroje pro fixaéni koliky D: Zcela
vytahnéte vné&jsi objimku 10 a vyjméte fixaéni kolik C z nastroje pro
fixaéni koliky D.

2.3.8 Odstranéni implantatd Quintex®
Upozornéni
Implantdty Quintex® se smi odstrariovat pouze pomoci ndstroji Quintex®.

» PFi odstrafiovani implantovaného Sroubu Quintex® zasuite 3picku
Sroubovaku M zcela do hlavy Sroubu 7.

» P¥i vySroubovavani Sroubu Quintex® Sroubovakem M vyvijejte na Sroub
pribézné mirny axialni tlak.

» Otacejte Sroubovakem M proti sméru hodinovych ruci¢ek a uvolnéte
Sroub Quintex®.

/\ PozOR

Poskozeni nastroje pro extrakci Sroubu a Sroubu Quintex® nespravnym
pouzitim!

Nastroj pro extrakci Sroubl se pouZiva pouze k odstranéni jiz volné se
otadejicich Sroubl Quintex®, u nichz se hlavy $roubi automaticky
nevycvaknou z otvoru pro Sroub nebo z drazky v dlaze Quintex®.

» Nastroj pro extrakci Sroubl nikdy nepouZivejte k zavadéni Sroubl
Quintex®.

/\ POZOR

Poskozeni Sroubu po odstranéni volné se otacejiciho Sroubu Quintex®!
Nastroj pro extrakei Sroubu poskodi pojistny krouzek!

» Sroub po nasazeni nastroje k extrakci Sroubi jiz dale nepouzivejte.
» Pouzijte novy Sroub.

Upozornéni
Zdvit na spicce ndstroje pro extrakci Sroubd je levotocivy zdvit.

» Pokud se hlava 7 volné se otacejiciho Sroubu Quintex® automaticky
nevycvakne z otvoru nebo drazky v dlaze Quintex® 1, pouZijte nastroj
pro extrakei Sroubl N namisto Sroubovaku M.

» Nastroj pro extrakci Sroubl N zavedte co moZna nejdale do hlavy
Sroubu 7.

» Otacejte levotolivym zavitem na Spi¢ce nastroje pro extrakei Sroubd 9
proti sméru hodinovych ruéicek do hlavy Sroubu 7 aZ nadoraz.

» Sroub Quintex® se demontuje z otvoru nebo drazky dlahy Quintex®
vytazenim a souasnym otoenim nastroje proti sméru hodinovych
rudicek.

» Pokud narazite pfi odstrafiovani 3roubu Quintex® z nastroje pro
extrakei Sroubd na potize, pouzijte jako protilehly moment pfidrzovaci
klesté P.

Obr. 20

Legenda
a Nastroj pro extrakei Sroubt N pfed zasunutim do hlavy Sroubu 7

b Nastroj pro extrakci Sroubli N zasunuty co mozna nejdale do hlavy
Sroubu 7, zatim v3ak nezasroubovany

¢ Nastroj pro extrakci Sroubd N zcela zasunuty do hlavy Sroubu 7
a zaSroubovany proti sméru hodinovych rucicek.
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3. Validovana metoda upravy

3.1  Vseobecné bezpecénostni pokyny
Upozornéni

Dodrzujte ndrodni zdkonné pfedpisy, ndrodni a mezindrodni normy a smér-
nice a také vlastni hygienické pfedpisy pro upravu.

Upozornéni

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

Upozornéni
Strojni upravu je zapotrebi kvili lepsimu a spolehlivéjsimu vysledku &isténi
upfednostnit pfed ru¢nim &isténim.

Upozornéni

Méjte na paméti, Ze uspéSnd uprava tohoto zdravotnického prostredku
miiZe byt zajiSténa pouze po pfedchozi validaci procest upravy. Zodpovéd-
nost za to nese provozovatel/subjekt provddéjici upravu.

Upozornéni

Pokud se neuskuteéni zdavéreénd sterilizace, je nutno pouZit virucidni desin-
fekéni prostredek.

Upozornéni

AktudlIni informace o pfipravé a sndSenlivosti materidlu naleznete také na
B. Braun elFU na adrese eifu.bbraun.com

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

3.2  Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou €isténi zkomplikovat resp.
eliminovat jeho uéinnost a mohou vést ke korozi. Proto by neméla doba
mezi pouzitim a Upravou prekrocit 6 hodin a nemély by se aplikovat fixaéni
teploty k pfed¢isténi >45 °C a nemély pouzivat zadné fixacni desinfekéni
prostfedky (na bazi aldehydu nebo alkoholu).

Predavkovani neutralizaénich prostfedkl nebo zakladnich ¢isticich pro-
stfedkd miZe mit za nasledek chemické napadeni a/nebo vyblednuti a
vizualni nebo strojni necitelnost laserovych popiskl na nerezavéjici oceli.

U nerezavéjicich oceli vedou zbytky chldru nebo chloridl, napf. zbytky po
operaci, medikamenty, roztoky kuchynské soli, obsazené ve vodé k Cisténi,
desinfekci a sterilizaci, ke koroznim poskozenim (dilkova koroze, koroze po
mechanickém napéti) a tim ke zni¢eni vyrobkd. K odstranéni je zapotfebi
dostateény oplach demineralizovanou vodou s naslednym susenim.

V pfipadé potreby dosuste.

Smi se pouzivat pouze pfezkousené a schvalené procesni chemikalie (napf.

schvaleni VAH nebo FDA, popf. oznaceni CE) a doporucené vyrobcem che-

mikalie s ohledem na snasenlivost materiald. Veskeré pokyny k pouziti od
vyrobce chemikalie je nutno dlsledné dodrzovat. V opaéném pfipadé
mohou nastat nasledujici problémy:

B Optické zmény materidlu jako napf. vyblednuti nebo zmény barvy u
titanu a hliniku. U hliniku mGze dojit k viditelnym zménam na povrchu
jiz pfi hodnoté pH >8 aplika¢niho/hotového roztoku.

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

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

» DalSi podrobné pokyny k hygienicky bezpe¢né op€tovné upravé Setrné
v0¢i materidlu a zachovavajici hodnoty viz na www.a-k-i.org Rubrika
"AKI-Brochures", "Red brochure".
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3.3  Vyrobky k jednorazovému pouziti
Kat. ¢. Oznaceni

FJ833RS Fixa¢ni kolik

» Vyrobek nepouzivejte opakované.

Predsteriliza¢ni pfiprava vyrobku ma na funkénost negativni vliv. Znegis-
téni a/nebo omezeni funkénosti vyrobkl maze vést k Girazu nebo onemoc-
néni a nasledkem maze byt smrt!

» Vyrobek predsterilizacné nepfipravujte.

3.4  Vyrobky k opakovanému pouziti
Vlivy predsterilizacni pfipravy vedouci k poskozeni vyrobku nejsou znamy.
Nejlep3i moznosti, jak rozpoznat jiz nefunkéni vyrobek, je pecliva vizualni
a funkéni kontrola pfed dalsim pouzitim viz Revize.

3.5  Priprava na misté pouziti

» V pfipadé€ potreby oplachnéte neviditelné povrchy pokud mozno demi-
neralizovanou vodou, napf. s pouzitim jednorazové stfikacky.

» Viditelné zbytky po operaci pokud moZno uplné odstraite vihkou, vlas
nepoustéjici utérkou.

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

3.6  Priprava pred CiSténim
» \lyrobek pred ¢isténim rozeberte, viz Demontaz.
» Vyrobek s kloubem otevrete.



3.7 Demontaz

3.7.1  Jednoduché voditko vrtaku SC423R a dvojité voditko vrtaku
SC424R

Upozornéni

Zdvit v jednoduchém voditku vrtdku SC423R a zdvit ve dvojitém voditku
vrtdku SC424R je levotoCivy.

» Odstrafte vodici pouzdro 3 otacenim ve sméru hodinovych rucicek.
Vodici objimka slysiteIné a citelné zapada po kazdé pulotacce.

O_,

I B8—3

3.7.3 Samosttedici duléik pro kortikalis SC428R
» Otacejte zavitovou krytkou proti sméru hodinovych rucicek
a demontujte vnéjsi objimku 11 ze zavitové krytky.

» Demontujte vnéjSi objimku 11 z dfiku samostfediciho ddléiku pro
kortikalis I, viz Obr. 23.

3 fom B (| |‘8'
@)
cr————1 = |
b - C S
11 |
Obr. 23
Legenda

a Dal¢ik pro kortikalis I, sestaveny
b Demontaz vn&jsi objimky 11 z dll¢iku pro kortikalis |

3.7.4 Posuvné méritko SC421R

» Ryhovany Sroub 12 posuvného méfitka B otacejte proti sméru hodino-
vych rucicek, az se zcela uvolni, viz Obr. 24.

Obr. 21

3.7.2  Nastroj pro fixacni koliky SC422R

» Viytahnéte objimku 10 zpét ve sméru rukojeti.

» Otocte objimku 10 o ¢tvrt otacky po sméru hodinovych rugicek.
» Sejméte objimku 10 z nastroje pro fixaéni koliky D.

Obr. 22

Legenda

a Nastroj pro fixaéni koliky D, sestaveny

b Sejmuti objimky 10 z nastroje pro fixa¢ni koliky D

[m —
o [ | —]
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12

Obr. 24

3.8 Cisténi/dezinfekce
3.8.1 Bezpecnostni pokyny k postupu pFedsterilizacni pfipravy spe-
cifické pro vyrobek
Riziko poskozeni nebo zni¢eni vyrobku nevhodnymi ¢isticimi/dezinfeké¢-
nimi prostfedky a/nebo pfilis vysokymi teplotami!
» Pouzivejte Cistici a dezinfekéni prostredky podle pokynt vyrobce
- schvalené pro plastové materidly a uslechtilou ocel,
- které nenapadaji zmékcovaci pfisady (napf. v silikonu).
» Dodrzujte pokyny pro koncentraci, teplotu a dobu plisobeni.
» Neprekracujte dezinfekéni teplotu 95 °C.

» Vyrobek ru¢né predéistéte (pomoci kartacku), pokud jsou pfitomny
zbytky kosti nebo tkani nebo aditiv (napf. sadry).
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3.8.2
Validovany postup

Manualni ¢isténi a dezinfekce
ponofenim

m SC410R
W SC420R-SC426R
B SC428R
B SC430R-SC434R
m FWO76R

Validovany postup Cisténi a dezinfekce

Zvlastnosti

Vhodny Cistici kartacek: napf. TAO11327 pro SC422R a SC428R,
FO764200 pro SC429R

Jednorazova strikacka 20 ml

Pracovni konce nechejte pfi ¢iSténi oteviené.

B Vyrobek s pohyblivymi klouby Cistéte v oteviené poloze, resp.

pohybujte klouby.

Faze suseni: Pouzijte utérku, ktera nepousti viakna, nebo Iékafsky
stlageny vzduch

Reference

Kapitola Ru¢ni ¢isténi/dezinfekce a podka-

pitola:

B Kapitola Ruéni ¢iSténi a desinfekce
ponofenim

Ruéni ¢isténi ultrazvukem a dezin-
fekce ponofenim

B SC429R
B SC436R

Jednorazova strikacka 20 ml

Faze suseni: PouZijte utérku, ktera nepousti vlakna, nebo Iékafsky
stla¢eny vzduch

Kapitola Ru¢ni ¢isténi/dezinfekce a podka-

pitola:

B Kapitola Ru¢ni ¢isténi ultrazvukem a
desinfekce ponofenim

Strojni alkalickeé Cisténi a tepelna
dezinfekce

| SC410R
B SC420R-SC421R
B SC430R-SC434R
m FWO76R

Viyrobek ukladejte do sitového kose uréeného k Cisténi (zabrarite
vzniku oplachovych stind).

Jednotlivé soucasti s luminy a kanalky pfipojte pfimo na specialni
proplachovaci pfipoj injektorového voziku.

Pracovni konce nechejte pfi CiSténi oteviené.

Vyrobek uloZte na sito s otevienym kloubem.

Kapitola Strojni ¢isténi/dezinfekce a podka-

pitola:

B Kapitola Strojni alkalické ¢isténi a
tepelna desinfekce

Ruéni pred¢isténi kartacem a
nasledné strojni alkalické Cisténi a
tepelna dezinfekce

W SC422R-SC426R
B SC428R

Ruéni &isténi ultrazvukem a karta-
¢em a nasledné strojni alkalické
Cisténi a tepelna dezinfekce

B SC429R

B SC436R

B Vhodny Cistici kartacek: napf. TAO11327 pro SC422R a SC428R

M Jednorazova strikacka 20 ml

Viyrobek ukladejte do sitového kose uréeného k Cisténi (zabrarite
vzniku oplachovych stind).

Jednotlivé souéasti s luminy a kanalky pfipojte pfimo na specialni
proplachovaci pfipoj injektorového voziku.
Pracovni konce nechejte pfi ¢iSténi oteviené.

Vlyrobek uloZte na sito s otevienym kloubem.

Vhodny Cistici kartacek: napf. FO764200 pro SC429R a SC436R

Jednorazova strikacka 20 ml

B Vyrobek ukladejte do sitového kose uréeného k Cisténi (zabrarite

vzniku oplachovych stind).
Jednotlivé soucasti s luminy a kanalky pfipojte pfimo na specialni
proplachovaci pfipoj injektorového voziku.

Pracovni konce nechejte pfi CiSténi oteviené.

B Vyrobek ulozte na sito s otevienym kloubem.

Kapitola Strojni ¢isténif/dezinfekce s ruénim

predcisténim a podkapitola:

B Kapitola Ru¢ni predcisténi kartackem

B Kapitola Strojni alkalické ¢iSténi a
tepelna desinfekce

Kapitola Strojni ¢isténif/dezinfekce s ruénim

predcisténim a podkapitola:

B Kapitola Ruéni predcisténi ultrazvukem
a kartackem

B Kapitola Strojni alkalické ¢isténi a
tepelna desinfekce
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3.9  Rucni ¢isténi/dezinfekce

» Pred ru¢ni dezinfekci nechejte z vyrobku dostate¢né okapat oplacho-
vaci vodu, aby nedo3lo ke zfedéni roztoku dezinfekéniho prostredku.

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

» V pfipadé potfeby postup ¢isténi/dezinfekce zopakujte.

3.9.1  Rucni ¢isténi a desinfekce ponofenim

Desinfekéni Cisténi PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
(chladno)
Il Mezioplach PT 1 - PV
(chladno)
11l Desinfekce PT 5 2 PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
(chladno)
\" Zavérecny oplach PT 1 - DEV
(chladno)
V' Suseni PT - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

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

Faze |

» \lyrobek tplné ponofte do Cisticiho a dezinfekéniho roztoku minimalné
na 15 min. Dbejte pfitom na to, aby byly namoceny v3echny pfistupné
povrchy.

» Vyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» \/ pfipadé potfeby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné strikacky na
jedno pouziti dezinfekénim roztokem s Cisticim U¢inkem, minimalné
viak 5 krat.

Faze Il

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

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

» Zbytkovou vodu nechte dostateéné okapat.

Faze IlI

» \lyrobek tplné ponofte do desinfekéniho roztoku.

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

» Proplachnéte lumen na za¢atku doby plsobeni vhodnou jednorazovou
stfikackou nejméné 5krat. Dbejte pfitom na to, aby byly namoceny
viechny pfistupné povrchy.

Faze IV
» Vyrobek dukladné oplachnéte/proplachnéte (vSechny pfistupné
povrchy).

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

» Proplachnéte lumen vhodnou stfikatkou na jedno pouZiti nejméné
5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

» Ve fazi suSeni vysuste vyrobek s pouZitim vhodnych pomocnych pro-
stfedkd (napf. utérek, stlateného vzduchu), viz Validovany postup ¢&is-
téni a dezinfekce.
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3.9.2  Rucni ¢isténi ultrazvukem a desinfekce ponofenim

Ultrazvukové éisténi

Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*

(chladno)
Il Mezioplach PT 1 - PV
(chladno)
11l Desinfekce PT 5 2 PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
(chladno)
\" Zavérecny oplach PT 1 - DEV
(chladno)
V' Suseni PT - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

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

Faze |

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

» Vyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» \/ pfipadé potfeby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
disticim kartacem.

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné sttikacky na
jedno pouziti dezinfekénim roztokem s Cisticim U¢inkem, minimalné
viak 5 krat.

Faze Il

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

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

» Zbytkovou vodu nechte dostateéné okapat.

Faze IlI

» \lyrobek tplné ponofte do desinfekéniho roztoku.

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

» Proplachnéte lumen na za¢atku doby plsobeni vhodnou stfikackou na
jedno pouZiti nejméné 5 krat. Dbejte pfitom na to, aby byly namoceny
viechny pFistupné povrchy.
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Faze IV

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

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

» Proplachnéte lumen vhodnou stfikatkou na jedno pouZiti nejméné
5 krat.

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

» Ve fazi suSeni vysuste vyrobek s pouZitim vhodnych pomocnych pro-
stfedkd (napf. utérek, stlateného vzduchu), viz Validovany postup ¢&is-
téni a dezinfekce.



3.10 Strojni Cisténi/dezinfekce

Upozornéni

Cistici a desinfekéni pristroj musi mit ovéfenou tcinnost (napf. povoleni
FDA nebo oznaceni CE na zdkladé normy DIN EN I1SO 15883).

Upozornéni

Pouzity Ciatici a desinfekéni pristroj musi byt pravidelné udrzovany a kont-

rolovany.

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

PV -

Pfedoplach <2577 3
I Cisténi 55/131 10 DEV B Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy
W pracovn roztok 0,5 %
- pH~ 117
1]] Mezioplach >10/50 1 DEV -
\Y Termodesinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu Cgisticiho a desinfekéniho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavend voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojnim ¢isténi/desinfekci zkontrolujte povrchy na viditelné zbytky.
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3.11 Strojni ¢isténi/dezinfekce s ru¢nim predcisténim
Upozornéni

Cistici a desinfekéni pristroj musi mit ovéfenou tcinnost (napf. povoleni
FDA nebo oznaceni CE na zdkladé normy DIN EN I1SO 15883).

Upozornéni

Pouzity ¢iatici a desinfekéni pfistroj musi byt pravidelné udrZzovany a kont-
rolovany.

3.11.1 Rucni predcisténi kartackem

| >15 2 PV

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

*Doporuceno: BBraun Stabimed fresh

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

Faze |

» \lyrobek tplné ponofte do Cisticiho a dezinfekéniho roztoku minimalné
na 15 min. Dbejte pfitom na to, aby byly namoceny v3echny pfistupné
povrchy.

» Vyrobek Cistéte vhodnym Cisticim kartac¢em v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» \/ pfipadé potfeby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
disticim kartacem.

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné sttikacky na
jedno pouziti dezinfekénim roztokem s Cisticim U¢inkem, minimalné
viak 5 krat.

Faze Il
» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu proplachovani pohybujte.
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3.11.2 Rucni predcisténi ultrazvukem a kartackem

Ultrazvukové cisténi 2 PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
(chladno)
Il Oplach PT 1 - PV -
(chladno)
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych &isticich kartacich a jednorazovych
stfikackach, viz Validovany postup €isténi a dezinfekce.

Faze |

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

» \lyrobek Cistéte vhodnym Cisticim kartac¢em v roztoku tak dlouho, az na
povrchu nebudou viditelné Zadné zbytky.

» \/ pfipadé potfeby drhnéte neviditeIné povrchy nejméné 1 min vhodnym
Cisticim kartacem.

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné sttikacky na
jedno pouziti dezinfekénim roztokem s ¢isticim Ucinkem, minimaliné
viak 5 krat.

Faze Il
» Viyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v priibéhu proplachovéani pohybuijte.

3.11.3 Strojni alkalické ¢isténi a tepelna desinfekce
Typ pfistroje: jednokomorovy Cistici/dezinfekéni pfistroj bez ultrazvuku

Pfedoplach <25[77 -
I Cisténi 55/131 10 DEV W Koncentrat, alkalicky:
- pH~13
- <509 aniontové tenzidy
B pracovn roztok 0,5 %
- pH~11*
1]] Mezioplach >10/50 1 DEV -
\" Tepelna desinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu cisticiho a desinfekéniho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavend voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojovém ¢iSténi a desinfekci zkontrolujte vSechny viditelné
povrchy, zda na nich nejsou zbytky.
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3.12 Revize
» \lyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vlhky vyrobek vysuste.

3.12.1 Vizualni kontrola

» Ujistéte se, Ze byly odstranény viechny nedistoty. Pfitom je potreba dat
pozor zejména na napf. licované plochy, zavésy, dfiky, prohloubena
mista, vrtaci drazky i boky zubli na rasplich.

» U znetisténych vyrobki: Proces ¢isténi/dezinfekce zopakujte.

» Zkontrolujte vyrobek, zda neni poskozeny, napt. izolace, zkorodované,
volné, ohnuté, rozlomené, popraskané, opotfebené, silné poskrabané a
odlomené dily.

» Zkontrolujte vyrobek, zda nechybi napisy nebo nejsou vybledlé.

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

» Zkontrolujte vyrobek, zda neni poSkozen spiralovy prvek.

» Zkontrolujte, zda nejsou poskozeny fezné hrany, zda jsou hladké, ostré,
nevroubkované nebo nevykazuji jina poskozeni.

» Zkontrolujte povrchy, zda nevykazuji hrubé zmény.

» Zkontrolujte vyrobek, zda nema otfepy, které by mohly poskodit tkan
nebo chirurgické rukavice.

» Zkontrolujte vyrobek, zda nema volné nebo chybéjici dily.

» Poskozeny vyrobek okamZité vyfadte a predejte technickému servisu
spole¢nosti Aesculap, viz Technicky servis.

3.12.2 Funkéni zkouska

/\ POZOR

Nebezpeéi poskozeni vyrobku (otérem/korozi) v dusledku nedostateé-

ného mazani olejem!

» Pifed funkéni kontrolou namazte pohyblivé soudasti (napf. spoje,
posuvné komponenty a zavitové tyle) servisnim olejem, ktery je
vhodny pro pFislu$ny sterilizaéni proces (napf. pro parni sterilizaci:
olejovy sprej STERILIT® | JG600 nebo kapaci maznice STERILIT® |
JG598).

» Rozmontovatelny vyrobek sestavte, viz Montaz.

» Zkontrolujte fungovani vyrobku.

» Zkontrolujte viechny pohyblivé ¢&asti (napf. zavésy, zamky/zavory,
posuvné ¢asti atd.), zda jsou zcela pohyblivé.

» Zkontrolujte kompatibilitu s pfislusnymi vyrobky.

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

3.13 Montaz

3.13.1 Jednoduché voditko vrtaku SC423R a dvojité voditko vrtaku
SC424R

Upozornéni

Zdvit v jednoduchém voditku vrtdku SC423R a zdvit ve dvojitém voditku
vrtdku SC424R je levotoCivy.

» Vodici pouzdro 3 zasroubujte otacenim proti sméru hodinovych rugi-
Cek, viz Obr. 20.

Vodici objimka slysiteIné a citelné zapada po kazdé pulotacce.

252

3.13.2 Nastroj pro fixaéni koliky SC422R

» Nasunte objimku 10 na dFik nastroje pro fixacni koliky D tak, aby vyfré-
zovana drazka v objimce 10 vedla pres kolik na dfiku nastroje, viz
Obr. 21.

» Otocte objimku 10 o ¢tvrt otacky proti sméru hodinovych rucicek (stale
vedte drazku pfes kolik).
Tlak pruziny automaticky zatlaéi objimku 10 dopfedu, viz Obr. 21.

3.13.3 Samostiedici diléik pro kortikalis SC428R
» Nasunte vné&jsi objimku 11 na dfik samostfediciho dal¢iku pro
kortikalis I, viz Obr. 23.

» Pro zajisténi vnéjsi objimky 11 pFiSroubujte zavitovou krytku ve sméru
hodinovych ru¢i¢ek na objimku.

3.13.4 Posuvné méfitko SC421R
» Zasuite ryhovany Sroub 12 a zaSroubujte jej ve sméru hodinovych
ruéicek tak, aby byl odpor pfi otevieni ramen dostatecny, viz Obr. 24.

3.14 Baleni

» \lyrobek s citlivym pracovnim koncem chrarite odpovidajicim zpUso-
bem.

» Vyrobek se zamkem zafixujte otevieny nebo maximalné na prvni
zapadce.

» Vyrobek ulozte na pfislusné skladovaci misto nebo do vhodného sito-
vého koSe. Zajistéte ochranu ostfi nastroji.

» Sitové kode zabalte pfiméfené sterilizatnimu postupu (napf. do steril-
nich kontejnerd Aesculap).

» Zajistéte, aby obal zabezpedil uloZzeny vyrobek v priibéhu skladovani
proti opétovné kontaminaci.

3.15 Parni sterilizace
Upozornéni

Wrobek Ize sterilizovat v rozebraném i ve smontovaném stavu.

Upozornéni

Ndstroje s uzdvérem sterilizujte oteviené nebo zafixované maximdlné na
prvni zdpadce, aby nedoslo ke zlomeni vlivem koroze z vnitiniho pnuti.

» Zajistéte, aby sterilizani prostfedek mél pfistup ke viem vné&jSim i
vnitfnim povrchtim (napf. otevienim ventili a kohoutd).

» Validovana metoda sterilizace
- Parni sterilizace metodou frakcionovaného vakua

- Parni sterilizator podle normy DIN EN 285 a validovany podle normy
DIN EN ISO 17665
- Sterilizace frakéni vakuovou metodou pfi teploté 134 °C/doba pliso-
beni 5 min
» PFi soucasné sterilizaci nékolika vyrobkl v parnim sterilizatoru najed-
nou zajistéte, aby nedoSlo k prekroceni maximalniho stanoveného
objemu parniho sterilizatoru dle pokynt vyrobce.

3.16 Skladovani

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

» Steriln€ balené vyrobky na jedno pouZziti skladujte chranéné pred pra-
chem v suchém, tmavém a rovnomérné temperovaném prostoru.



4. Technicky servis

/\ PozOR

Provadéni zmén na zdravotnickych prostfedcich muze mit za nasledek

ztratu zaruky/naroku ze zaruky jakoz i pFipadnych povoleni.

» Na vyrobku neprovadéjte zmény.

» Pro servis a opravu se obratte na své narodni zastoupeni spolecnosti
B. Braun/Aesculap.

Adresy servisu

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601

Fax: +49 7461 16-2887

E-Mail: ats@aesculap.de

Adresy dalSich servisl se dozvite prostiednictvim vyse uvedené adresy.

5. Likvidace

/\ VAROVANI
Nebezpeéi infekce zplisobené kontaminovanymi vyrobky!

» Pfi likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obalu
dodrzujte narodni predpisy.

/\ VAROVANI

Nebezpeéi poranéni o vyrobky s ostrymi hranami a/nebo Spicaté

vyrobky!

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

Upozornéni

Vyrobek musi byt pred likvidaci zpracovdn provozovatelem, viz Validovand
metoda upravy.

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

V Parku 2335/20

148 00 Praha 4

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