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Twist drill handle FJ839R
Bone awl FW041R

Depth gauge FWO042R, sounder FW044R & long version sounder
FW671R

Tap FWO046R & FW047R

Ratchet handle FW165R (non ratchet handle FW067R)

Drill FW051SU for 3.5 mm screws (FW052SU for 4.0 mm screws)
Variable drill guide FWO53R

Fixed drill guide FWO049R (14 mm) & FW669R (12 mm)

Ball end screwdriver FJ968R (long version for favored angle screws
FJ988R)

Set screw removal screwdriver FW064R

Self-holding polyaxial screwdriver FWO70R and FW131R (long ver-
sions for favored angle screws FW069R and FW132R)

Threaded screwdriver FW128R

Set screw starters FWO58R, FWO059R, FW133R and FW134R
Counter torque FW062R

Torque indicating screwdriver FWO61R
Torque limiting T-handle FW129R

Screw body manipulator FWO65R
Polyaxial screw revision instrument FW135R
Lamina preparator FW071R

Rod holding forceps FW076R

Straight hook holding forceps FW422R
Curved hook holding forceps FW528R
Compression forceps FW427R

Rod cutter FW082R

Straight cut rod cutter FW672R

Rod persuader FW084R

Rod persuader FWO77R

Rod persuader MEO84R

Linear rod persuader FW673R

Rod templates FWO78R, FWO80R and FWO81R
Rod bending plates FW0O36R

Rod bender FWO37R

In-Situ rod benders FW073R and FW074R
In-Situ rod bender FW136R

Favored angle guide sleeve FW066R
Apfelbaum C1-C2 obturator FJ983R
Apfelbaum trocar FJ984R

Favored angle screw tap FW089R

Favored angle screw drill FW088SU
Apfelbaum inner sleeve guide FJ985R
Occipital screwdriver FW213R

Occipital plate bending pliers FWO90R

Drill bit for occipital plate screws 4.5 mm FWO091SU (5.5 mm
FW0925U)

Tap for occipital plate screws 4.5 mm FWO093R (5.5 mm FW094R)

Occipital drill guide double ended for 4.5 mm screws FWO095R (for
5.5 mm screws FWO096R), Occipital tap guide double ended for
4.5 mm screws FWO097R (for 5.5 mm screws FWO098R)
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Occipital screw remover FW099R

Occipital screw removal shaft FN¥101R
Occipital T-handle for screw removal FW116R
Occipital flexible set screw starter FW109R
Occipital torque wrench FW103R

51 Occipital counter torque handle FW104R
52 Guide tube for smooth shank screws FW054R
53 Smooth shank bone awl FW085R

54 Smooth shank drill with depth gauge FW086SU
55 Smooth shank screw tap FW087R

56 Rod pusher FW063R

57 Distraction forceps, curved FW428R

58 Distraction forceps, straight FW523R

59 Pedicle probe FW045R

60 Bone probe straight FW674R

61 Bone probe curved FW675R

62 Bone probe blunt straight FW676R

63 Bone probe blunt curved FW677R

64 Bone probe thoracic straight FW678R

65 Bone probe thoracic curved FW679R
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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 S* Cervical 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
material compatibility and lifetime see B.Braun elFU at
eifu.bbraun.com

1.2  Safety messages

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

/\ DANGER

Indicates a possible threat of danger. If not avoided, death or serious
injury may result.

/\ 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 S* Cervical system (S4C system) is used for posterior occipital cervical
and thoracic stabilization and fusion.

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.

Indications are specified in the instruction for use for the implants
(TA011796).

2.1.3 Contraindications

Contraindications are specified in the instruction for use for the implants
(TA011796).

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
product to the manufacturer and the responsible authorities of the state in
which the user is located.



Notes on surgical procedures
It is the user's responsibility to ensure that the surgical procedure is 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-specific safety information
» Always follow the instructions for use of the S* Cervical Implants
(TA011796) and the respective operating manual.

» Observe the surgical technique of the S* Cervical system 034202.

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

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

» Inspect the product after each cleaning and disinfecting cycle to be
sure that it is clean, functioning properly and not damaged.

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

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

» Replace any damaged components immediately with original spare
parts.

» To avoid damage to the working end: Carefully insert the product
through the working channel (e.g. trocar).

» Do not use products that are in open or damaged sterile packaging.
» Do not use the product after its use-by date.

Threaded screwdriver FW128R

Note
The product consists of metal alloys which contain cobalt.

2.2.3  Sterility
The product is delivered in an unsterile condition.

» Clean the new product after removing its transport packaging and
prior to its initial sterilization.

Single-use products (FW051SU, FW052SU, FW086SU, FW088SU,
FW091SU, FW092SU)

The product has been sterilized by irradiation and is supplied in sterile
packaging.

The safe sterile provision of the product is only guaranteed if the sterile
packaging is undamaged and unopened and the use-by date has not
passed.

» Store products in their original packaging in a dust-protected, dry and
temperature-controlled room.

» Protect products from direct sunlight.

» Remove products from their original protective packaging only just
prior to application.

» Visually inspect the product packaging to ensure that the sterile bar-
rier system is intact.

» Do not use products from open or damaged sterile packaging.
» Do not use the product after its use-by date.

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 Preparing the holes for S* Cervical screws

The holes for self-tapping S* Cervical screws are started using the
S* Cervical bone awl 2. The cortical layer of the vertebral body is pene-
trated in this process. A raised edge is provided on the standard bone
awl 2 which provides an indication as to when the ideal depth has been
reached.

Fig. 1 Awl fully inserted

Opening the cortical layer with the bone awl 2

/\ DANGER

Risk of damage to the spinal cord, nerve roots, adjacent intervertebral
space or soft tissue when inserting the bone awl!

» Never insert the awl beyond the raised edge, see Fig 1.

2.3.2  Drilling the holes for S* Cervical screws

/\ DANGER

Risk of injury from an incorrectly placed hole or a hole that is too

deep!

» Do not sharpen the drill, as this makes it the reading on the depth
gauge inaccurate and falsifies the reading.

» Replace blunt drills with new ones.

The drill is applied with a drill guide and can be driven manually with twist
drill handle 1 or with a motor system and Aesculap intra handpiece (e.g.,
GD450R/GD456R).

Mounting the drill and handle (only for manual drilling)

Fig. 2 Mounting the drill

» Use twist drill handle 1 for manual drilling.



/\ DANGER

Risk of damage to the spinal cord, nerve roots, adjacent intervertebral
space or soft tissue when drilling the holes!

» Always use the correct S* Cervical drilling guides when drilling the
holes. Do not combine drills and guides incorrectly.

» Always check the drill lengths with the guide sleeve being used
using a caliper (e.g., AA845R, Caspar instrument for anterior cer-
vical fusion) before starting to drill.

/\ DANGER

Injury to spinal cord and nerve roots caused by application of a drill
that is too long!

» Use x-ray image to select an appropriate drill length prior to the
operation.

» Alignment and insertion of the drills may only be executed under
radiographic monitoring and/or aided by a navigation system.

» Select a drill of a length equivalent to the intended drill hole
depth.
» To insert drill in twist drill handle 1:

- Pull back locking sleeve against the spring pressure, in the direction
indicated by the arrow and hold it there.

- Push drill into the adapter of twist drill handle as far as it will go.
- Slightly twist drill while releasing locking sleeve.

Fig. 3  Drill engages audibly

/\ DANGER

Risk of injury and damage to the drill if the rotational speed is too

high!

» Be sure to set a rotational speed appropriate for the intended
application.

Fig. 4  Drilling with the drill guide (FWO53R, FWO049R or FW669R)

» For the variable drill guide 7, set the depth to be drilled on the depth
stop by rotating the plastic collar on the guide sleeve. The fixed drill
guide (14 mm) 8 has a green handle. The fixed drill guide (12 mm) 8
has a red handle.

» Check the length to be drilled prior to drilling by inserting the drill in
the guide and measuring the cutting depth with a caliper (e.g.,
AAB845R).

» Drill to the preset depth. The stop unit stops the drill on the guide
sleeve.

2.3.3 Tapping (optional)

S* Cervical screws are self-tapping screws. However, if the bone quality
is found to be hard, the operating surgeon can decide to pre-tap the
thread with the S* Cervical tap.

/\ DANGER

Risk of tissue injury when inserting the S* Cervical tap or stripping

bone threads!

» Always check if the sleeve retracts correctly prior to applying the
S# Cervical tap.

» To tap the thread:
- Slowly drive the S* Cervical tap 4 in steadily until the required
depth is reached.
- The depth is read from the scale as the sleeve retracts during tap-
ping.

Tap Dept

Fig. 5 Depth is read from scale

2.3.4 Positioning and temporary fixation of an S* Cervical screw

Picking up the S* Cervical screw
» Pick up the S* Cervical screw with the S* Cervical self holding polyax-
ial screwdriver 11.

iy~
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Fig. 6  Picking up the S* Cervical screw

» To prevent the S* Cervical screw from dropping out of the S* Cervical
self holding polyaxial screwdriver 11 during transfer to the operating
surgeon, lock the instrument by pulling back and releasing the blue
knob.

» Make sure that the S*Cervical screw is firmly seated on the

S* Cervical self holding polyaxial screwdriver and the polyaxiality of
the screw is blocked for insertion.

Using the S* Cervical TH threaded screwdriver 12

» Hold the S* Cervical screw body in one hand.

» Insert the S* Cervical TH threaded screwdriver 12 into the S* Cervical
screw hex.

» To affix the S* Cervical TH threaded screwdriver 12 to the screw,
rotate the blue handle clockwise until the screwdriver thread engages
the screw thread.

» Tighten until resistance is felt. Do not overtighten as this can cause
difficulty disengaging the screwdriver after screw placement.

> After insertion of the S* Cervical screw into the patient: Rotate the
blue handle counter-clockwise to release the S* Cervical TH threaded
screwdriver 12.



2.3.5 Adapting the S* Cervical rods

The Aesculap S* Cervical rods are supplied straight (excluding pre-bent
for occipital plate). Their curvature can be adjusted to the situation or to
the required spine lordosis using the S* Cervical bending instruments.

» Use the rod templates 30 for examining the degree of rod bend
required.
Note

For long $* Cervical rods, bending should be carried out in several steps in
order to avoid excessive or insufficient lordosis.

/\ DANGER

Damage to and breakage of the S* Cervical rods caused by excessive
strain on the material!

» Always bend the S* Cervical rods in one direction only. Do not
bend back the S* Cervical rods.

» Always use S* Cervical bending instruments (e.g., 31, 32, 33, 34)
for bending S* Cervical rods.

» Avoid small bending radii, bending back, notching or scratching of
S* Cervical rods.

» To bend the S* Cervical rods close to their ends, use the rod bending
plates 31.

/\ DANGER

Risk of damage to patient, personnel or equipment in the operating
room due to flying fragment from cut rod!

» Always hold the piece of rod to be cut at both ends.

» To cut the S* Cervical rods use the rod cutter 24 or 25.
» To cut the S* Cervical rods with rod cutter 25:

- Ensure that the handles of the rod cutter are in the free, relaxed
and open position.

- Rotate the large knob clockwise until both lines match between the
body of the device and the rotating knob.

- Mark the cutting location on the rod.

- Slide the rod into the center hole of the rod cutter through the
rotating knob until the mark on the rod is approximately at the
location of the cut line. The rod will be cut at the side of the rod
cutter marked with "cut location”.

- Squeeze handles together until they come close together.

- Release pressure on the handles and allow them to fully open again
to the relaxed position.

- Repeat several times until the rod is fully cut and can easily be
removed from the rod cutter.

If desired, sharp edges left after cutting the rod can be filed with a suit-
able instrument such as the Aesculap durogrip file OL429R.
» Hold the rod during insertion using the S* Cervical rod holding

forceps 20.

Fig. 7 Holding the rod

> Likewise hold the S* Cervical hooks using the S* Cervical hook holding
forceps 21, 22.

2.3.6 Rod persuader (26, 27, 28, 29)

/\ cAUTION
Damage to and breakage of the rod persuader!
> Never use the rod persuader to bend the S* Cervical rod.

» Never use the rod persuader to act as a counter torque for the
S* Cervical set screws.

» To persuade with rod persuader 28 or 29:
- Make sure that the persuader is placed axial to the screw head.

- Slide the persuader blades over the screw head so that the per-
suader reaches its operational point.

- Make sure that the pins of the persuader blades interface with the
holes in the head of the polyaxial screw.

- Make sure that both pins of the persuader blades engage the holes
of the polyaxial screw.

- Make sure to hold the persuasion knob as the passage of the set
screw may be obstructed by deflection of the hinge when holding
the linear rod persuader 29 by the outer sleeve.



2.3.7 Insertion of set screw

/\ cAuUTION

Damage to the S* Cervical screw caused by incorrectly applying the
torque indicating screwdriver 15 when driving in the set screws!

This screwdriver is an indicating instrument. Align the two opposing
arrows to apply the proper torque.

» Always use the counter torque instrument 14 when tightening the
S* Cervical set screw in the S* Cervical screw body.

» Refer to TAO11947 for further information.

/\ CAUTION

Damage to the S* Cervical screw caused by incorrectly applying the
set screw removal screwdriver 10 and torque limiting T-handle 16
when driving in the set screws!

» Ensure that the set screw removal screwdriver 10 is securely con-
nected to the torque limiting T-handle 16.

» Always use the counter torque instrument 14 when tightening the
S* Cervical set screw in the S* Cervical screw body.

/\ CAUTION

Damage to the S* Cervical implants caused by incorrectly applying
the occipital flexible set screw starter 49 when driving in the set
screws!

> Refer to TAO12676 S* Cervical occiput mini set screw starter
flexible shaft.

2.3.8  Removing the S* Cervical implants

/\ CAUTION
Damage to the S* Cervical torque indicating screwdriver 15!

> Never use the S* Cervical torque indicating screwdriver 15 for
extracting screws.

> Use the S* Cervical set screw removal screwdriver 10 together
with the handle 5 and counter torque 14 when extracting set
screws.

/\ cAUTION

Damage to the S* Cervical implants caused by incorrectly applying
the occipital torque wrench 50 when driving in the set screws!

» When tightening the set screw always apply counter torque using
the countering instrument for this purpose.

> Refer to TAO12367 S* Cervical Spinal System - torque wrenches
with click function.

2.3.9 Pseudo rod revision instrument

/\ cAUTION
Damage to and breakage of the pseudo rod revision instrument!

» Never use the pseudo rod revision instrument to release a locked
S* Cervical polyaxial screw tulip.

3. Validated reprocessing procedure

3.1  General safety instructions
Note

Adhere to national statutory requlations, 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 techni-
cian 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 compatibil-
ity, see B. Braun elFU at eifu.bbraun.com

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

3.2 General information

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

Excessive measures of neutralizing agents or basic cleaners may result in
a chemical attack and/or to fading and the laser marking becoming
unreadable visually or by machine for stainless steel.

Residues containing chlorine or chlorides e.g. in surgical residues, medi-
cines, saline solutions and in the service water used for cleaning, disin-
fection and sterilization will cause corrosion damage (pitting, stress cor-
rosion) and result in the destruction of stainless steel products. These
must be removed by rinsing thoroughly with demineralized water and
then drying.

Additional drying, if necessary.

Only process chemicals that have been tested and approved (e.g. VAH or
FDA approval or CE mark) and which are compatible with the product's
materials according to the chemical manufacturers' recommendations
may be used for processing the product. All the chemical manufacturer's
application specifications must be strictly observed. 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”.



3.3  Single-use products
m FWO051SU

B FW052SU

B FW086SU

B FW088SU

m FWO091SU

m FWO092SU

» 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 and
TA012367.

» Open up product with hinges.

3.7 Disassembly
3.7.1  Twist drill handle (1)

~%

Fig. 8  Disassembling of twist drill handle

» Pull off twist drill handle 1 from collar in the direction indicated by the
arrow.

3.7.2  S* Cervical tap (4)

Fig.9  Disassembling of taps

» Loosen and unscrew nut and remove it from the sleeve in the direction
of the arrow.

» Remove sleeve together with the spring in the direction of arrow.

3.7.3  S* Cervical self holding polyaxial screwdriver (11)

D
Fig. 10 Exploded view of S* Cervical self holding polyaxial screwdriver
Note

These instructions are also valid for FW070R, FW13 1R, FWO069R, FW132R.

A\ cAuTION

The screwdriver will not function properly if the retaining tongues are
bent or crimped!

» Do not bend or crimp the retaining tongues.

» Pull back on blue knob (black for FVO69R and FW132R).

» Loosen and unscrew the screw sleeve at the working end of the instru-
ment.

» Keep the blue knob (black for FW069R and FW132R) pulled back until
the screw sleeve is completely unscrewed.

» Slide the knob and the retaining tongues towards the working end of
the instrument and off the screwdriver shaft.

» Remove the spring.

3.7.4 Rod persuader (26)

Fig. 11 Disassembling of rod persuader

» Pull the release mechanism on the back handle to the downward posi-
tion and maintain this position until the rear handle has been
removed.

» Holding the outer shaft pull the front handle towards the rear of the
persuader until fully disassembled.



3.7.5 S* Cervical TH Threaded screwdriver (12) » Press the circular tabs of the hinge.
This will lift the pins out of the inner sleeve, enabling it to be pulled
A out of the outer sleeve.

Fig. 12 Disassembling the threaded screwdriver

» Hold the screwdriver 12 at the distal or hex end.

» Turn the adapter for handle A on the back end of instrument counter-
clockwise.

» Remove the screwdriver shaft B through the handle-sleeve
assembly C.

Fig. 15 Pulling out the inner sleeve

» Remove the locking sleeves by rotating them out from under the knob.

3.7.6 Linear rod persuader (29)

» Ensure the proximal knob is in the unlock extended position. ‘
This will retract the locking sleeves from the inner sleeve. —

|

Fig. 16 Removing the locking sleeves

3.7.7  Occipital drill guide and tap guide (45)

Fig. 13 Proximal knob is in the unlock extended position

» Turn the persuasion nut as if persuading the rod until the screw
threads are no longer engaged.

-
Fig. 17 Removing the sleeves

Fig. 14 Turning the persuasion nut » Remove the sleeves by rotating them out clockwise.



3.8 Cleaning/Disinfection

3.8.1 Product-specific safety information on the reprocessing

method

Danger to the patient! FW672R must not be manually reprocessed.

» Reprocess FW672R only by manually pre-cleaning followed by clean-
ing in a mechanical washer/disinfector.

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 aluminium, plastics, high-grade 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.

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

3.8.2 Validated cleaning and disinfection procedure

Validated procedure

Manual cleaning with
immersion disinfection

Specific requirements

W For FJ839R, FJ968R, FJ983R, FJ984R, FJ988R, FW036R, FW037R, FW041R, FWO042R,

FWO044R, FW045R, FW046R, FW047R, FW049R, FW053R, FWO054R, FWO58R, FWO59R,
FWO061R, FW062R, FW063R, FW064R, FW065R, FW066R, FWO069R, FWO70R, FWO71R,
FWO073R, FW074R, FW076R, FW078R, FWO80R, FW081R, FWO085R, FW087R, FWO089R,

FWO093R, FW094R, FW095R, FWO096R, FW097R, FW098R, FWO099R, FW101R, FW103R

FW104R, FW109R, FW131R, FW132R, FW133R, FW134R, FW135R, FW136R, FW213R,
FW422R, FW427R, FW528R, FW669R, FW671R, FW674R, FW675R, FW676R, FW677R,

FW678R, FW679R
Cleaning brush: e.g., TAO11327, TAO06874 for FWQ95R, FW096R, FWO097R, FW098R
Disposable syringe 20 ml

Keep working ends open for cleaning.

tion and, if applicable, move the hinge while cleaning.

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

When cleaning instruments with movable hinges, ensure that these are in an open posi-

Reference

Chapter Manual cleaning/disin-

fection and subsection:

B Chapter Manual cleaning with
immersion disinfection

Manual cleaning with
ultrasound and immer-
sion disinfection

W For FJ985R, FW067R, FWO77R, FW082R, FWO084R, FW090R, FW116R, FW128R, FW129R,

FW165R, FW428R, FW523R, FW673R, ME084R
Cleaning brush: e.g. TAO11944
Disposable syringe 20 ml

Keep working ends open for cleaning.

tion and, if applicable, move the hinge while cleaning.

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

When cleaning instruments with movable hinges, ensure that these are in an open posi-

Chapter Manual cleaning/disin-

fection and subsection:

B Chapter Manual cleaning with
ultrasound and immersion
disinfection

10



Validated procedure

Mechanical alkaline
cleaning and thermal
disinfection

Specific requirements

B For FJ968R, FJ983R, FJ984R, FJ988R, FW037R, FW041R, FW042R, FW044R, FWO045R,

FWO58R, FWO59R, FW061R, FW062R, FW063R, FW064R, FWO65R, FW066R, FWO71R,
FWO73R, FW074R, FWO076R, FW078R, FWO80R, FW081R, FWO085R, FW087R, FWO89R,
FWO93R, FW094R, FW101R, FW103R, FW109R, FW133R, FW134R, FW135R, FW136R,

FW422R, FW528R, FW671R, FW674R, FW675R, FW676R, FW677R, FW678R, FW679R

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

B Connect components with lumens and channels directly to the rinsing port of the injec-

tor carriage.
B To flush the product: Use a flushing nozzle or flushing sleeve.
B Keep working ends open for cleaning.

B Place products in the tray with their hinges open.

Reference

Chapter Mechanical clean-

ing/disinfection and subsection:

B Chapter Mechanical alkaline
cleaning and thermal disin-
fecting

Manual pre-cleaning
with brush and subse-
quent mechanical
alkaline cleaning and
thermal disinfection

W For FJ839R, FWO036R, FW046R, FW047R, FWO049R, FW053R, FWO054R, FWO69R, FWO70R,
FWO77R, FWO95R, FW096R, FW097R, FW098R, FW099R, FW104R, FW131R, FW132R,

FW213R, FW427R, FW428R, FW669R
Cleaning brush: e.g. TAO11327, TAO06874 for FW095R, FW096R, FW097R, FWO098R
Disposable syringe 20 ml

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

tor carriage.

M To flush the product: Use a flushing nozzle or flushing sleeve.

Connect components with lumens and channels directly to the rinsing port of the injec-

Chapter Mechanical clean-

ing/disinfection with manual pre-

cleaning and subsection:

B Chapter Manual pre-cleaning
with a brush

B Chapter Mechanical alkaline
cleaning and thermal disin-
fecting

B Keep working ends open for cleaning.
B Place products in the tray with their hinges open.
Manual pre-cleaning B For FW672R Chapter Mechanical clean-
with brush and subse- . . ing/disinfection with manual pre-
quent mechanical neu- W Suitable cleaning brush cleaning and subsection:
t:al or mildglk;line | W Disposable syringe 20 ml B Chapter Manual pre-cleaning
. t '
cleaning and therma B Place the product on a tray that is suitable for cleaning (avoid rinsing blind spots). with a brush

disinfection

B Chapter Mechanical neutral or
mild alkaline cleaning and
thermal disinfecting

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

W For FJ985R, FW067R, FWO082R, FW084R, FWO90R, FW116R, FW128R, FW129R, FW165R,

FW523R, FW673R, ME084R

Cleaning brush: e.g. TAO11944
Disposable syringe 20 ml

Mount jaws protection on the product.

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

tor carriage.

To flush the product: Use a flushing nozzle or flushing sleeve.
B Keep working ends open for cleaning.

B Place products in the tray with their hinges open.

Connect components with lumens and channels directly to the rinsing port of the injec-

Chapter Mechanical clean-

ing/disinfection with manual pre-

cleaning and subsection:

B Chapter Manual pre-cleaning
with ultrasound and brush

B Chapter Mechanical alkaline
cleaning and thermal disin-
fecting




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 |
» 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.

» Drain any remaining water fully.

Phase Il

» 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.

Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces).

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

» Rinse lumens with an appropriate disposable syringe at least five
times.

» Drain any remaining water fully.
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Phase V

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



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) D-W -
1 Disinfection RT (cold) D-W Aldehyde-free, phenol-free, and QUAT-free concentrate, pH ~ 9*
v Final rinse RT (cold) 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 Il

» 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 proce-
dure.



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 <25[77 3
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 % 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/disin-
fecting.
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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.

3.11.2 Manual pre-cleaning with ultrasound and brush

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.

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.

» 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.



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 B Concentrate, alkaline:
- pH~13
- <5 9% 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 -
\' 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/disin-
fecting.

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

Prerinse <25[77 3 -
1l Cleaning 55/131 10 FD-W Neutral:
m Concentrate:
- pH neutral
- <509 anionic surfactant
B 0.5 %" working solution
Mildly alkaline:
m Concentrate:
- pH=95
- <509 anionic surfactant
W 0.5 % solution
]| Intermediate rinse >10/50 1 FD-W -
\Y Thermal disinfecting 90/194 5 FD-W -
\' Drying - - - According to the program for cleaning and disinfection device
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at least)

*Recommended: BBraun Helimatic Cleaner neutral

» Check visible surfaces for residues after mechanical cleaning/disin-
fecting.
» Repeat the cleaning/disinfecting process if necessary.
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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 compo-
nents.

» Check the product for missing or faded labels.

» Check the products with long, slim shapes (in particular rotating
instruments) 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.

» Check the product for burrs that could damage tissue or surgical
gloves.

» Check the product for loose or missing parts.

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

3.12.2 Functional test

/\ CAUTION

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

» Prior to function checks, lubricate moving parts (e.g. joints, pusher
components and threaded rods) with maintenance oil suitable for
the respective sterilization process (e.g. for steam sterilization:
STERILIT® | oil spray 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 rotating products (e.g. reusable drills and cutters) for bends and
deformities. To do this, roll the product on an even surface.

» 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 Twist drill handle (1)
» Push handle onto collar against the direction indicated by the arrow,
see Fig. 8.

3.13.2 S* Cervical tap (4)
» Slide guide sleeve with spring over the tap against the direction of the
arrow and fasten it by turning the nut clockwise, see Fig. 9.

3.13.3 S* Cervical self holding polyaxial screwdriver (11)
Note
These instructions are also valid for FW070R, FW13 1R, FWO069R, FW132R.

A\ cAuTION

The screwdriver will not function properly if the retaining tongues are
bent or crimped!

» Do not bend or crimp the retaining tongues.

» Replace the spring on the shaft.

» Slide the knob with retaining tongues onto the screwdriver shaft in
such a way that the retaining tongues engage the grooves of the
screwdriver shaft, see Fig. 10.

» Pull back on blue knob (black for FVO69R and FW132R).

» Screw the screw sleeve onto the tip of the screwdriver and tighten it
down.

» Keep the blue knob (black for FW069R and FW132R) pulled back until
the screw sleeve is completely tightened.

3.13.4 Rod persuader (26)

E:l:'L ————— ]

t

Fig. 18 Assembling of rod persuader

» Align the gripping end with the outer shaft and carefully depress the
gripping fingers inward until secured in the outer shaft.

» Position the rear handle concentrically with the outer shaft and apply
pressure until an audible click is heard confirming locking.

» Squeeze the handle to verify successful assembly.

3.13.5 S#4 Cervical TH Threaded screwdriver (12)
» Slide screwdriver shaft B through the handle-sleeve assembly C, see
Fig. 12.

» Insert the adapter for handle A onto screwdriver shaft B.
» Turn the adapter for handle A clockwise and fully tighten thread.

» Make certain the adapter for handle A is threaded onto screwdriver
shaft B.



3.13.6 Linear rod persuader (29) » Re-engage the persuasion nut and thread completely to the starting
» Engage the locking sleeves into the proximal nut by rotating them into position to prepare for use.
the groove of the knob.

Fig. 22 Re-engaging the persuasion nut

7N

» Apply Aesculap STERILIT® lubricant as needed.

J 3.13.7 Straight cut rod cutter (25)

Fig. 19 Engaging the locking sleeves

» Slide the inner assembly into the outer sleeve.
LUBRICATE

Fig. 23 Applying lubricant

3.13.8 Occipital drill guide and tap guide (45)
Fig. 20 Sliding the inner assembly into the outer sleeve

» Press the circular tabs of the hinge to lift the pins and slide the inner
tube into position.

.
Fig. 24 Reengaging the sleeves
Fig. 21 Sliding the inner tube into the position » Reengage the sleeves completely to the starting position by rotating

them counterclockwise.
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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 con-
dition.

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 requlations 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® S#° Cervical

Nastroje

Legenda

1 Rukojet spiralového vrtaku FJ839R

2 Kostni Sidlo FW041R

3 Hloubkomér FWO042R, sonda FWO044R a dlouha verze sondy FW671R
4 Zavitorez FW046R a FW047R

5 Rukojet s ra¢nou FW165R (rukojet bez ra¢ny FW067R)

6 Vrtacka FW051SU pro Srouby 3,5 mm (FW052SU pro Srouby 4,0 mm)
7 Variabilni voditko vrtaku FWO53R

8 Pevné voditko vrtaku FW049R (14 mm) a FW669R (12 mm)

9 Sroubovak s kulovym koncem FJ968R (dlouhd verze pro Srouby Favo-

red Angle FJ988R)
10 Sroubovak pro odstranéni stavéciho $roubu FW064R

11 Samodrzici polyaxialni Sroubovak FWO70R a FW131R (dlouhé verze
pro Srouby Favored Angle FWO69R a FW132R)

12 Zavitovy Sroubovak FW128R

13 §roub0véky stavécich Sroubt FW0O58R, FW059R, FW133R a FW134R

14 Protimoment FWO062R

15 Sroubovak s indikaci momentu FW061R

16 T-rukojet s omezovaéem momentu FW129R

17 Manipulator téla Sroubu FWO65R

18 Revizni nastroj na polyaxialni Srouby FW135R

19 Preparator laminy FW071R

20 Kilesté k pridrzeni ty¢e FW0O76R

21 Rovné klesté k pridrzeni hacku FW422R

22 Zakfivené klesté k pridrzeni ha¢ku FW528R

23 Kompresni klesté FW427R

24 Rezatka na ty¢e FWO082R

25 Rezatka na tyce s rovnym fezem FW672R

26 Nastroj pro dorovnani ty¢e (persuadér) FW084R

27 Nastroj pro dorovnani tyce (persuadér) FW077R

28 Nastroj pro dorovnani tyce (persuadér) MEO84R

29 Linearni nastroj pro dorovnani ty¢e (persuadér) FN673R

30 Sablony ty&i FWO78R, FWOSOR a FW081R

31 Desky pro ohybani ty¢i FWO36R

32 Ohybacka na ty¢e FW0O37R

33 Ohybacky na tyce in situ FWO73R a FW074R

34 Ohybacka na tyce in situ FW136R

35 Vodici pouzdro Favored Angle FWO66R

36 Obturator Apfelbaum C1-C2 FJ983R

37 Trokar Apfelbaum FJ984R

38 Zavitnik Favored Angle FWO089R

39 Zavitova fréza Favored Angle FW088SU

40 Vnitfni vodici prvek pouzdra Apfelbaum FJ985R

41 Sroubovak do okcipitalni kosti FW213R

42 Ohybaci klesté na okcipitalni dlahy FWO90R

43 Vrtak pro Srouby do okcipitalni dlahy 4,5 mm FW091SU (5,5 mm
FW092SU)

44 Zavitnik pro 3rouby do okcipitalni dlahy 4,5 mm FWO093R (5,5 mm
FWO094R)

45 Voditko vrtaku do okcipitalni kosti s dvojitym koncem pro Srouby
4,5 mm FWO095R (pro Srouby 5,5 mm FW096R), voditko okcipitalniho
zavitniku pro Srouby 4,5 mm FWO097R (pro Srouby 5,5 mm FW098R)
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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 nastroje S* Cervical.

Upozornéni

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

» Navody k pouZiti pro konkrétni vyrobky a informace o kompatibilité
materiall a Zivotnosti naleznete v sekci 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
upozornéni jsou oznacena nasledujicim zpdsobem:

/\ NEBEZPECI

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

/\ VAROVANI

Oznaéuje mozné hrozici nebezpeéi. 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 ucelu

Systém S* Cervical [S4C] se pouziva pro zadni stabilizaci a fuzi kréni
a hrudni patefe (okcipitalni oblasti).

2.1.2 Indikace

Upozornéni

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

Indikace jsou uvedeny v navodu k pouZiti implantatd (TAO11796).

2.1.3 Kontraindikace
Kontraindikace jsou uvedeny v navodu k pouZiti implantatd (TAO11796).

2.2  Bezpecnostni pokyny
2.2.1 Klinicky uzivatel

Vseobecné bezpecénostni pokyny

Aby se predeslo Skodam v dlsledku neodborné pfipravy a aplikace a nebyl
ohrozen narok na zaruku:

» PouZivejte vyrobek pouze podle pokynl uvedenych v tomto navodu
k pouziti.

» Respektujte bezpeénostni informace a pokyny k provozni udrzbg.

» \lyrobek a pfislusenstvi mohou pouZivat vyhradné osoby s patfi¢nym
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 vyrobei a kompetentnimu dradu stdtu, ve kterém mad
uZivatel sidlo.
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Pokyny k operaénim zakrokum

UZivatel nese zodpovédnost za odborné provedeni operaéniho zakroku.
Predpokladem pro uspésné pouZivani tohoto vyrobku je patfi¢né klinické
vzdélani i teoretické a praktické zviadnuti 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  Bezpecnostni informace specifické pro vyrobek

» Vzdy dodrzujte navod k pouZiti implantatd S* Cervical (TAO11796)
a pfisludnou operacni pfirucku.

» Ridte se chirurgickou technikou pro systém S* Cervical 034202.

» Novy vyrobek od vyrobce po odstranéni transportniho obalu a pred
prvni sterilizaci vy€istéte (ruéné nebo strojné).

» Vedkeré nové nebo nepouzité vyrobky skladujte na suchém, Cistém
a bezpeéném misté.

» Po kazdém cyklu Cisténi a dezinfekce zkontrolujte Cistotu, radnou
funkénost a neposkozenost vyrobku.

» Vyrobek pred kazdym pouzitim prohlédnéte, zda na n€m nejsou volné,
deformované, rozlomené, popraskané nebo odlomené dily.

» Je-li produkt poskozeny nebo vadny, nepouzivejte jej. Je-li vyrobek
poskozeny, vyfadte jej.

» Vedkeré poskozené soucasti neprodlené vyménte za originalni
nahradni dily.

» Aby se prededlo poSkozenim na pracovnim konci: Vyrobek opatrné
zavedte pfes pracovni kanal (napf. trokar).

» NepouzZivejte zadny vyrobek zjiZ otevieného a nebo poskozeného
baleni.

» Vyrobek po uplynuti doby pouZzitelnosti jiZ nepouzivejte.

Zavitovy Sroubovak FW128R

Upozornéni
VWrobek se skldda z kovovych slitin, které obsahuji kobalt.

2.2.3  Sterilita
Vyrobek se dodava v nesterilnim stavu

» Novy vyrobek po odstranéni pfepravniho obalu a pfed prvni sterilizaci
dikladné vycistéte.

Jednorazové vyrobky (FW051SU, FW052SU, FW086SU, FW088SU,
FW091SU, FW092SU)
Vyrobek byl sterilizovan ozarenim a je dodavan ve sterilnim obalu.

Bezpeéné sterilni dodani vyrobku je zaru¢eno pouze tehdy, pokud neni
sterilni obal poSkozeny nebo otevieny a pokud neuplynula doba pouZitel-
nosti.

» \lyrobky skladujte v plvodnich obalech v suché a temperované mist-
nosti chranéné pred prachem.

» Chrante vyrobky pfed pfimym sluneénim zarenim.

» \lyrobky vyjméte z pdvodniho ochranného obalu az tésné pred pouzi-
tim.

» Vizualné zkontrolujte obal vyrobku a ujistéte se, Ze je sterilni bariérovy
systém neporuseny.

» Nepouzivejte vyrobky z otevieného nebo poskozeného sterilniho
baleni.

» Vyrobek po uplynuti doby pouZzitelnosti jiZ nepouzivejte.
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2.3  Pouziti

/\ VAROVANI
Nebezpedi 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 Pfiprava otvoru pro Srouby S* Cervical

Otvory pro samofezné rouby S* Cervical drouby se pfipravuji pomoci
kostniho 3idla S* Cervical 2. Béhem tohoto procesu se perforuje kortikalni
vrstva obratlového téla. Standardni kostni Sidlo 2 ma vyvySenou hranu,
ktera poskytuje informace o dosazeni idealni hloubky.

Obr. 1 Sidlo pIné zasunuté

Otevieni kortikalni kosti kostnim Sidlem 2

/\ NEBEZPECI

Nebezpeéi poranéni michy, nervovych kofenu, pfilehlych prostor
meziobratlovych plotének nebo mékké tkané pfi zavedeni kostniho
sidla!

» Nikdy nezavadéjte Sidlo pres vyvyseny okraj, viz Obr. 1.
2.3.2  Vrtani otvoru pro Srouby S* Cervical

/\ NEBEZPECI
Nebezpedi poranéni v dusledku vrtani na nespravném misté &i do pfilis
velké hloubky!

» Vrtak nepfibrusujte, protoze udaje na mé¥idle hloubky jsou pak
nepresné a dochazi ke zkresleni hodnot.

» Je-li vrtak tupy, nahrad'te ho novym.

Vrtak se pouziva s voditkem vrtaku a Ize s nim manipulovat ruéné pomoci
rukojeti spiralového vrtaku 1 nebo pomoci systému motoru a rukojeti
Aesculap Intra (napf. GD450R/GD456R).

MontaZ vrtaku a rukojeti (pouze pro ruéni vrtani)

Obr.2  Montaz vrtaku

» Pro ruéni vrtani pouZijte rukojet spiralového vrtaku 1.



/\ NEBEZPEC
Nebezpeéi poranéni michy, nervovych kofenu, pFilehlych prostor
meziobratlovych plotének nebo mékké tkané pfi vrtani!
» Pfi vrtani otvort vidy pouZivejte spravné voditko vrtaku
S* Cervical. Nekombinuijte vrtaky a voditka nespravné.

» Pied zahajenim vrtani vidy zkontrolujte délky vrtaka na voditku
vrtaku pomoci posuvného méFitka (nap¥. AA845R, nastroj Caspar
pro anteriorni cervikalni fuzi).

/\ NEBEZPECI
Riziko poranéni michy a nervovych kofeni pfi nespravné délce vrtaku!

» Pred operaci zvolte vhodnou délku vrtaku podle rentgenového
snimku.

» Nastroje a Srouby nastavujte a zavadéjte pouze pod rentgenovou
kontrolou nebo za pouziti navigacniho systému.

» Zvolte vrtak o délce odpovidajici zamyslené hloubce vrtaného
otvoru.

» Zasunuti vrtaku do rukojeti spiralového vrtaku 1:

- Blokovaci objimku zatdhnéte dozadu proti tlaku pruZiny ve sméru
oznaceném Sipkou a podrzte ji v této poloze.

- Zatlacte vrtak do adaptéru rukojeti spiralového vrtaku az nadoraz.
- Lehce otacejte vrtakem a uvolnéte pojistnou objimku.

Obr. 3 Vrtak slysiteIné zaklapne

/\ NEBEZPECI
Nebezpedi poranéni a poskozeni vrtaku vysokymi otackami vrtaku!
» Ujistéte se, Ze jsou otacky vrtaku vhodné pro dany zpisob pouziti.

Obr. 4 Vrtani pomoci voditka vrtaku (FWO53R, FW049R nebo FW669R)

» Pro variabilni voditko vrtaku 7 nastavte hloubku vrtani na dorazu
hloubky otacenim plastového krouzku na vodicim pouzdfe. Pevné
voditko vrtaku (14 mm) 8 ma zelenou rukojet. Pevné voditko vrtaku
(12 mm) 8 ma ¢ervenou rukojet.

» Prfed vrtanim zkontrolujte délku vrtani zasunutim vrtaku do voditka
a zméfenim fezné hloubky posuvnym méfitkem (napf. AA845R).

» \lyvrtejte otvor do prednastavené hloubky. Zarazka zastavi vrtak ve
vodicim pouzdre.

2.3.3  Rezani zavitd (volitelné)

Srouby S* Cervical jsou samofezné $rouby. Pokud se viak zjisti, ze kost je
prilis tvrda, mlze se operujici chirurg rozhodnout predvrtat zavit pomoci
zavitofezu S* Cervical.

/\ NEBEZPECI

Riziko poranéni tkané pi zavedeni zavitofezu S* Cervical nebo pfi str-

Zeni zavitu v kosti!

» Ped aplikaci zavitofezu S* Cervical vidy zkontrolujte, zda se pouz-
dro zatahne spravné.

> Rezani zaviti:
- Pomalu a plynule zasouvejte zavitofez S* Cervical 4, dokud nedo-
sahnete poZadované hloubky.
- Hloubku Ize odegist ze stupnice hloubkoméru pfi zatahovani pouz-
dra béhem vyfezavani zavitu.

Tap Dept

Obr. 5 Hloubka se odecita ze stupnice

2.3.4 Umisténi a docasna fixace Sroubu S* Cervical

Uchopeni Sroubu S* Cervical
» Uchopte Sroub S* Cervical pomoci samodrziciho polyaxialniho roubo-
vaku S* Cervical 11.

iy~
&

Obr. 6 Uchopeni $roubu S* Cervical

» Aby nedo3lo k vypadnuti Sroubu S* Cervical ze samodrziciho polyaxi-
alniho roubovaku S* Cervical 11 béhem prenosu k odetfujicimu chi-
rurgovi, zajistéte nastroj zatazenim a uvolnénim modrého knofliku.

> Ujistéte se, Ze je Sroub S* Cervical pevné usazen na samodrzicim poly-
axialnim roubovaku S* Cervical a e je polyaxialita droubu pfi zava-
déni blokovana.

Pouzivani zavitového sSroubovaku S* Cervical TH 12

» Uchopte télo $roubu S* Cervical jednou rukou.

> Zasufite zavitovy Sroubovak S* Cervical TH 12 do 3estihranu roubu
S* Cervical.

» Chcete-Ii pfipojit zavitovy Sroubovak S* Cervical TH 12 ke Sroubu, ota-
¢ejte modrou rukojeti ve sméru hodinovych ruéic¢ek, dokud zavit Srou-
bovaku nezapadne do zavitu Sroubu.

» Utahujte, dokud neucitite odpor. Neutahujte pfilis, protoze by mohlo
dojit k obtiznému uvolnéni Sroubovaku po umisténi Sroubu.

» Po zavedeni $roubu S* Cervical do téla pacienta: Otoéte modrou ruko-
jet proti sméru hodinovych ruciek a uvolnéte zavitovy Sroubovak
S* Cervical TH 12.
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2.3.5  Uprava tyéi S* Cervical

Ty€e Aesculap S* Cervical se dodavaji rovné (kromé predehnutych ty¢i pro
okeipitalni dlahu). Pomoci ohybacich nastroji S* Cervical je Ize pfizpliso-
bit situaci, popf. pozadovanému zakFiveni patere.

» Pro kontrolu poZzadovaného stupné€ ohnuti pouzijte Sablony ty¢i 30.
Upozornéni

U dlouhych tyéi S* Cervical je tieba provddét ohybdni v nékolika krocich,
aby se zabrdnilo nadmérné nebo nedostatecné lorddze.

/\ NEBEZPECI

Poskozeni a zlomeni ty&i S* Cervical v disledku nadmérného nama-

hani materialu!

» Tyée S* Cervical vidy ohybejte pouze v jednom sméru. Tyée
S* Cervical neohybejte zpét.

> Vidy pouzivejte ohybaci nastroje S* Cervical (napt. 31, 32, 33, 34)
k ohybani ty& S* Cervical.

» silnym zakF¥ivenim, zpétnému ohybani, vzniku vrubi nebo poskra-
bani ty&i S* Cervical.

» K ohybani tyéi S* Cervical v blizkosti jejich konci pouZijte desky pro
ohybani ty¢i 31.

/\ NEBEZPECI

Nebezpedi poskozeni pacienta, personalu nebo vybaveni na operac¢nim
sale v dusledku odlétnuti ulomku pfi fezani tyce!

» Vidy drzte kus tyce, ktery budete Fezat, na obou koncich.

> K fezani ty&i S* Cervical pouzivejte fezacku na tyce 24 or 25.
» Postup fezani tyéi S* Cervical pomoci fezacky ty¢i 25:
- Ujistéte se, Ze jsou rukojeti fezacky volné, v uvolnéné a oteviené
poloze.

- Otacejte velkym knoflikem ve sméru hodinovych rucicek, az budou
obé ¢ary na téle prostfedku a otoéném knofliku licovat.

- Oznacte na ty¢i misto fezu.

- Zasunte ty¢ do stfedového otvoru rezacky tyci skrz otoény knoflik
tak, aby se znacka na ty¢i nachdzela pfiblizné v misté linie fezu. Ty¢
bude odFiznuta na strané rezacky tyéi oznacené ,cut location”.

- Stisknéte rukojeti dohromady, az se pfiblizi co nejvice k sobé.

- Uvolnéte tlak na rukojeti a nechte je znovu zcela otevfit do uvol-
néné polohy.

- Nékolikrat opakujte, dokud neni ty¢ UpIné nafezana a lze ji snadno
vyjmout z fezacky ty¢i.

V pripadé potreby Ize ostré hrany, které zdstanou po ufiznuti tyce, zbrou-
sit vhodnym nastrojem, jako je pilnik Aesculap durogrip OL429R.
» Béhem zasouvani drzte ty¢ pomoci kleSti k pfidrzeni tyce

S* Cervical 20.

298

Obr. 7  PridrZeni tyce

» Podobné pridrite hacky S* Cervical pomoci klesti pro pfidrzeni hacka
S* Cervical 21, 22.

2.3.6  Nastroj pro dorovnani tye (persuadér) 26, 27, 28, 29

/\ POZOR

Poskozeni a zlomeni nastroje pro dorovnani tyce!

» Nikdy nepouZivejte nastroj pro dorovnani tyce k ohybani tyce
S* Cervical.

» Nikdy nepouZivejte nastroj pro dorovnani tyce jako protimoment
pro stavéci Srouby S* Cervical.

» Postup dorovnavani pomoci nastroje pro dorovnani ty¢e 28 nebo 29:

- Ujistéte se, Ze je nastroj pro dorovnani tyée umistén v ose hlavy
Sroubu.

- Nasunte listy nastroje pro dorovnani tyce pres hlavu Sroubu tak,
aby se nastroj pro dorovnani tyCe dostal k provoznimu bodu.

- Ujistéte se, Ze jsou koliky listd nastroje pro dorovnani tyce
v kontaktu s otvory v hlavé polyaxialniho Sroubu.

- Ujistéte se, Ze oba koliky listl nastroje pro dorovnani tyée zapadly
do otvorl polyaxialniho Sroubu.

- Pridrzujte knoflik nastroje pro dorovnani tyce, protoze prichod sta-
véciho Sroubt mize byt blokovan vychylenim zavésu, pokud budete
drzet linearni nastroj pro dorovnani ty¢e 29 za vnéjsi objimku.



2.3.7 Zavadéni stavéciho Sroubu

/\ PozOR

Poskozeni $roubu S* Cervical zplisobené nespravnym pouzitim Srou-
bovaku s indikaci momentu 15 pFi zavadéni stavécich Sroubu!

Tento Sroubovak je indikacni nastroj. Vyrovnejte dvé protilehlé Sipky
pro dosazeni spravného momentu.

» Vidy pouZivejte protimoment 14 p¥i dotahovani stavéciho Sroubu
S* Cervical v téle Sroubu S* Cervical.

» Dalsi informace naleznete v dokumentu TAO11947.

/\ PozOR

Poskozeni $roubu S* Cervical zplisobené nespravnym pouzitim $rou-
bovaku pro odstranéni stavéciho Sroubu 10 a T-rukojeti

s omezovaem momentu 16 pF¥i zavadéni stavécich Sroubu!

» Ujistéte se, Ze Sroubovak pro odstranéni stavéciho Sroubu 10 je
bezpeéné pripojen k T-rukojeti s omezovaéem momentu 16.

» Vzdy pouzivejte protimoment 14 pfi dotahovani stavéciho Sroubu
S* Cervical v téle Sroubu S* Cervical.

/\ POZOR

Poskozeni implantati S* Cervical zplisobené nespravnym pouzitim
flexibilniho Sroubovaku na stavéci Srouby do okcipitalni kosti p¥i
zavadéni stavécich Sroubu!

» Viz TA012676 — mini sada Sroubovaku na stavéci Srouby do okci-
pitalni kosti s pruznym dfikem S* Cervical.

2.3.8  Odstranéni implantati S* Cervical

/\ POZOR
Poskozeni $roubovaku s indikaci momentu S* Cervical 15!

» Nikdy nepouzivejte Sroubovak s indikaci momentu S* Cervical 15
k extrakci Sroubu.

» Pfi extrakei stavécich Sroubil pouzZivejte Sroubovak pro odstranéni
stavécich $roubi S* Cervical 10 spoleéné s rukojeti 5
a protimomentem 14.

/\ PozOR
Poskozeni implantat S* Cervical zpisobené nespravnym pouzitim
okcipitalniho momentového kli¢e 50 pFi zavadéni stavécich Sroubu!

» Pfi dotahovani stavéciho Sroubu vzdy pouzivejte protimoment
s pomoci nastroje vhodného k tomuto ucelu.

> Viz TA012367 - momentové kli¢e s funkei cvakani S* Cervical
Spinal System.

2.3.9 Pseudo revizni nastroj pro ty¢

/\ PozOR
Poskozeni a zlomeni pseudo revizniho nastroje pro tyc!

» Nikdy nepouZivejte k uvolnéni zablokované hlavy polyaxialniho
§roubu S* Cervical pseudo revizni nastroj pro tyé.

3. Validovana metoda upravy

3.1  Vseobecné bezpecnostni pokyny
Upozornéni

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

Upozornéni

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

Upozornéni

Strojni upravu je zapotrebi kvili lepsimu a spolehlivéjsimu vysledku &isténi
upfednostnit pfed ruénim &isténim.

Upozornéni

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

Upozornéni

Pokud se neuskutecni zdvéreénd sterilizace, je nutno pouZit virucidni des-
infekéni prostredek.

Upozornéni

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

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

3.2 Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou ¢isténi zkomplikovat resp.
eliminovat jeho Ucinnost a mohou vést ke korozi. Proto by neméla doba
mezi pouZitim a upravou prekroCit 6 hodin a nemély by se aplikovat
fixacni teploty k pfed¢isténi >45 °C a nemély pouzivat Zadné fixacni des-
infekéni prostfedky (na bazi aldehydu nebo alkoholu).

Predavkovani neutraliza¢nich prostfedkd nebo zakladnich Eisticich pro-
stfedkd mGze mit za nasledek chemické napadeni a/nebo vyblednuti a
vizudlni nebo strojni necitelnost laserovych popiskid na nerezavéjici oceli.

U nerezavéjicich oceli vedou zbytky chléru nebo chloridl, napf. zbytky po
operaci, medikamenty, roztoky kuchynské soli, obsazené ve vodé k ¢isténi,
desinfekci a sterilizaci, ke koroznim poskozenim (dulkova koroze, koroze
po mechanickém napéti) a tim ke zni¢eni vyrobki. K odstranéni je zapo-
tfebi dostateény oplach demineralizovanou vodou s naslednym susenim.

V pfipadé potreby dosuste.

Smi se pouzivat pouze prezkousené a schvalené procesni chemikalie

(napf. schvaleni VAH nebo FDA, popf. oznaceni CE) a doporucené vyrob-

cem chemikalie s ohledem na snasenlivost materialt. Veskeré pokyny k

pouziti od vyrobce chemikalie je nutno disledné dodrzovat. V opacném

pfipad€ mohou nastat nasledujici problémy:

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

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

» K CiSté€ni nepouZivejte kovové kartace nebo jiné abrazivni prostredky,
které by mohly povrchy poskodit, protoZe jinak hrozi nebezpeéi koroze.

» DalSi podrobné pokyny k hygienicky bezpecné opétovné tpravé Setrné
v(¢i materialu a zachovavajici hodnoty viz ha www.a-k-i.org Rubrika
"AKI-Brochures”, "Red brochure".
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3.3 Vyrobky k jednorazovému pouziti
m FWO051SU

B FW052SU

B FW086SU

B FW088SU

m FWO091SU

m FWO092SU

» \lyrobek nepouZivejte opakované.

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

» \lyrobek predsterilizaéné nepfipravujte.

3.4  Vyrobky k opakovanému pouziti
Vlivy predsterilizaéni pfipravy vedouci k poskozeni vyrobku nejsou znamy.
NejlepSi moznosti, jak rozpoznat jiz nefunkéni vyrobek, je pecliva vizudlni
a funkéni kontrola pfed dalsim pouZzitim viz Revize.

3.5 Priprava na misté pouziti

» \/ pfipadé€ potfeby oplachnéte neviditelné povrchy pokud moZno demi-
neralizovanou vodou, napf. s pouzitim jednorazové strikacky.

» Viditelné zbytky po operaci pokud moZno Uplné odstrante vlhkou, vlas
nepoustéjici utérkou.

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

3.6  Priprava pred ¢iSténim

» Vyrobek pred Cisténim rozeberte, viz Demontaz a TA012367.

» \/yrobek s kloubem otevrete.

3.7 Demontaz
3.7.1  Rukojet spiralového vrtaku 1

Obr. 8 Demontaz rukojeti spiralového vrtaku

» \lytahnéte rukojet spirdlového vrtaku 1 z objimky ve sméru Sipky.

3.7.2 Zavitorez S* Cervical 4

Obr.9 Demontaz zavitorezl

» Povolte a odSroubujte matici a vyjméte ji z objimky ve sméru Sipky.
» Sejméte objimku spole¢né s pruZinou ve sméru Sipky.
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3.7.3 Samodrzici polyaxialni Sroubovak S* Cervical 11

Obr. 10 Rozlozeny pohled na samodrzici polyaxialni 3roubovak S*
Cervical

b

Upozornéni
Tyto pokyny také plati pro FWO070R, FW131R, FWO69R, FW132R.

A\ POZOR

Pokud jsou pfidrzné jazycky ohnuté nebo zdeformované, sroubovak
nebude fungovat spravné!

» PFidrzné jazycky neohybejte ani neodlamujte.

» Zatahnéte zpét modry knoflik (¢erny pro FWO69R a FW132R).
» Povolte a odSroubujte pouzdro Sroubu na pracovnim konci nastroje.
>

Drzte modry knoflik (¢erny u FWO69R a FW132R) vytaZzeny dozadu,
dokud neni pouzdro Sroubu uplné odSroubovano.

» Posuite knoflik a pfidrZzné jazytky smérem k pracovnimu konci
nastroje a ven z dfiku Sroubovaku.

» Sundejte pruZinu.

3.7.4 Nastroj pro dorovnani tyée (FW084R)

Obr. 11 Demontaz nastroje pro dorovnani tyce

» Zatahnéte za uvolfiovaci mechanismus na zadni rukojeti smérem dold
a udrZujte jej v této poloze, dokud neodstranite zadni rukojet.

» Pridrzujte vnéjsi dfik a tahnéte predni rukojet smérem k zadni &asti
nastroje pro dorovnani tyée, dokud neni uplné demontovana.



3.7.5 Zavitovy Sroubovak S* Cervical TH 12

|
B c A

Obr. 12 Demontaz zavitového Sroubovaku

» Drzte Sroubovak 12 na distalnim nebo Sestihranném konci.

» Otacejte adaptér rukojeti A na zadni strané nastroje proti sméru hodi-
novych rucicéek.

» Vytahnéte dfik Sroubovaku B skrz sestavu rukojeti a objimky C.

3.7.6  Linearni nastroj pro dorovnani tyée (FW673R)
» Zajistéte, aby byl proximalni knoflik v odjisténé vysunuté poloze.
Tim dojde k zataZeni pojistnych objimek z vnitfniho pouzdra.

Obr. 13 Proximalni knoflik je v odjisténé vysunuté poloze

» Otacejte dorovnavaci matici jako pfi dorovnavani tyce, dokud nebudou
zavity Sroubl uvolnéné.

Obr. 14 Otaceni dorovnavaci matice

» Stisknéte pojistné jazycky na zavésu.
Tim se koliky vysunou z vnitfniho pouzdra a bude je mozZné vytahnout
z vngjsiho pouzdra.

Obr. 15 Viytazeni vnitfniho pouzdra

» Sejméte pojistné objimky jejich otaenim smérem ven zpod knofliku.

|

Obr. 16 Sejmuti pojistnych objimek

3.7.7 Voditko vrtaku do okcipitalni kosti a voditko zavitofezu 45

-
Obr. 17 Sejmuti objimek

» Sejméte objimky otacenim po sméru hodinovych rudicek.
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3.8 Cisténi/dezinfekce

3.8.1 Bezpecnostni pokyny k postupu predsterilizaéni pfipravy spe-
cifické pro vyrobek

Ohrozeni pacienta! FW672R se nesmi predsterilizacné pfipravovat ru¢né.

» Predsteriliza¢ni pfipravu FW672R provadéjte pouze formou ruéniho
pred¢isténi nasledovaného ¢isténim v mechanické mycce/dezinfek-
toru.

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 hlinik, plasty, a uslechtilou ocel,

- které nenapadaji zmék¢ovaci pfisady (napf. v silikonu).
» Dodrzujte pokyny pro koncentraci, teplotu a dobu plsobeni.
» Neprekracujte dezinfekéni teplotu 95 °C.

» Pokud se vyrobky pro mikrochirurgii daji ve stroji nebo na ukladacich
pomickach zafixovat spolehlivé a z hlediska ¢iSténi spravné, je mozné
tyto vyrobky pro mikrochirurgii €istit a dezinfikovat strojné.

3.8.2 Validovany postup ¢isténi a dezinfekce

Validovany postup

Manualni ¢isténi a

Zvlastnosti

Reference

_ W Pro FJ839R, FJ968R, FI983R, FJ984R, FI988R, FWO36R, FWO37R, FWO41R, FW042R,  Kapitola Rucni cisténi/dezinfekce
dezinfekce ponofenim FWO044R, FWO045R, FWO046R, FW047R, FW049R, FWO53R, FW054R, FWO58R, FW059R, @ Podkapitola:
FWO061R, FWO062R, FW063R, FW064R, FWO65R, FW066R, FWO69R, FWO70R, FW071R,  m Kapitola Ru¢ni ¢isténi a desin-
FWO073R, FW074R, FW076R, FWO078R, FWO80R, FW081R, FWO085R, FW087R, FWO089R, fekce ponorenim
FWO093R, FW094R, FW095R, FW096R, FW097R, FWO098R, FWO099R, FW101R, FW103R
FW104R, FW109R, FW131R, FW132R, FW133R, FW134R, FW135R, FW136R, FW213R,
FW422R, FW427R, FW528R, FW669R, FW671R, FW674R, FW675R, FW676R, FW677R,
FW678R, FW679R
m Cistici kartacek: napf. TAO11327, TAO06874 pro FWO95R, FW096R, FW097R, FW098R
B Jednorazova stfikacka 20 ml
B Pracovni konce nechejte pfi Cisténi oteviené.
B Vyrobek s pohyblivymi klouby Cistéte v oteviené poloze, resp. pohybujte klouby.
B Faze sueni: Pouzijte utérku, ktera nepousti vlakna, nebo Iékarsky stlaceny vzduch
Rugni Cisténi ultrazvu-  m Pro FJ985R, FW067R, FW077R, FW082R, FW084R, FWO90R, FW116R, FW128R,FW129R,  Kapitola Rucni tisténi/dezinfekce
kem a dezinfekce FW165R, FW428R, FW523R, FW673R, MEOS4R a podkapitola:
onofenim . ; i Eténi
P m Cistici kartacek: napf. TAO11944 W Kapitola Rucni Cisténi ultra-
zvukem a desinfekce ponore-
B Jednorazova stfikacka 20 ml nim
B Pracovni konce nechejte pfi Cisténi oteviené.
B Vyrobek s pohyblivymi klouby ¢istéte v oteviené poloze, resp. pohybujte klouby.
W Faze suseni: Pouzijte utérku, ktera nepousti vlakna, nebo Iékafsky stlaceny vzduch
Strojnialkalické cisténi  m Pro FJ968R, FI983R, FJ984R, FI988R, FWO37R, FWO41R, FWO42R, FWO044R, FW045R,  Kapitola Strojni &isténi/dezin-
a tepelna dezinfekce FWO58R, FWO59R, FW061R, FWO062R, FWO63R, FWO64R, FWO6B5R, FWOG6ER, FW071R,  fekee a podkapitola:
FWO073R, FW074R, FW076R, FW078R, FWO80R, FW081R, FWO085R, FW087R, FW089R, M Kapitola Strojni alkalické &is-
FWO093R, FW094R, FW101R, FW103R, FW109R, FW133R, FW134R, FW135R, FW136R, téni a tepelna desinfekce
FW422R, FW528R, FW671R, FW674R, FW675R, FW676R, FW677R, FW678R, FW679R
B Vyrobek ukladejte do sitového kose uréeného k &isténi (zabrafte vzniku oplachovych
stind).
B Jednotlivé soucasti s luminy a kanalky pfipojte pfimo na specialni proplachovaci pfipoj

injektorového voziku.

B K proplachu vyrobku: pouzijte oplachovou trysku nebo pouzdro.

B Pracovni konce nechejte pfi Cisténi oteviené.

Vyrobky umistéte do zasobniku s otevienymi zavésy.
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Validovany postup

Ruéni pred¢isténi kar-
tacem a nasledné
strojni alkalické ¢isténi
a tepelna dezinfekce

Zvlastnosti

Pro FJ839R, FW036R, FW046R, FW047R, FW049R, FW053R, FWO054R, FW069R, FWO70R,
FWO077R, FW095R, FW096R, FW097R, FW098R, FW099R, FW104R, FW131R, FW132R,
FW213R, FW427R, FW428R, FW669R

Cistici kartacek: napf. TAO11327, TAO06874 pro FW095R, FW096R, FW097R, FW098R

M Jednorazova strikacka 20 ml

Vyrobek ukladejte do sitového kose uréeného k ¢isténi (zabrarite vzniku oplachovych
stind).

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

B K proplachu vyrobku: pouZijte oplachovou trysku nebo pouzdro.

Reference

Kapitola Strojni ¢isténi/dezin-

fekce s ruénim predéisténim a

podkapitola:

| Kapitola Ru¢ni predcisténi
kartackem

B Kapitola Strojni alkalické ¢is-
téni a tepelna desinfekce

B Pracovni konce nechejte pfi Cisténi oteviené.
W Vyrobky umistéte do zasobniku s otevienymi zavésy.
Ruéni pfedciSténi kar- @ Pro FW672R Kapitola Strojni ¢isténi/dezin-
tad¢em a nasledné L . fekce s ruénim predéisténim a
strojni Cisténi neutral- W Vhodny Cistici kartac podkapitola:
nim nebo mirné€ alka- W Jednorazov4 stikacka 20 ml B Kapitola Ruéni pfed¢isténi
licky tredk Ly
ckym ’pros're ema B Vyrobek ukladejte do sitového koSe uréeného k ¢isténi (zabrante vzniku oplachovych kartackem
tepelna dezinfekce o
stind). B Kapitola Strojni neutralni
nebo mirné alkalické ¢iSténi a
termicka dezinfekce
Rucni Cisténi ultrazvu-  m Pro FI985R, FWO67R, FW082R, FWO084R, FWO9OR, FW116R, FW128R, FW129R, FW165R, ~ Kapitola Strojni &isténi/dezin-
kem a kartacem a FW523R FW673R. MEOS4R fekce s ruénim predéiSténim a
nasledné strojni alka- m Cistici kartidek 5 TAO11944 podkapitola:
L L s . istici kartacek: napf.
licke Cisténi a tepelna P B Kapitola Ruéni predgisténi
dezinfekce M Jednorazova stfikacka 20 ml ultrazvukem a kartackem
B Na vyrobek nasadte ochrannou krytku. B Kapitola Strojni alkalické &i3-
B \yrobek ukladejte do sitového kose uréeného k &isténi (zabrafte vzniku oplachovych téni a tepelna desinfekee
stind).
B Jednotlivé soucasti s luminy a kanalky pfipojte pfimo na specialni proplachovaci pfipoj
injektorového voziku.
B K proplachu vyrobku: pouzijte oplachovou trysku nebo pouzdro.

B Pracovni konce nechejte pfi Cisténi oteviené.

B Vyrobky umistéte do zasobniku s otevienymi zavésy.
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3.9  Rucni ¢isténi/dezinfekce

» Pred ruéni 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

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

(chladno)
Il Mezioplach PT 1 - PV
(chladno)
1] Desinfekce PT 5 2 PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
(chladno)
\" Zavérecny oplach PT 1 - DEV
(chladno)
\' 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 &isticich kartacich a jednorazovych
stfikackach, viz Validovany postup €isténi a dezinfekce.

Faze |

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

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

» V pfipadé potfeby drhnéte neviditeIné povrchy nejméné 1 min vhod-
nym Cisticim kartacem.

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné stfikacky
na jedno pouziti dezinfekénim roztokem s éisticim Ucinkem, mini-
malné v3ak 5 krat.

Faze Il

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

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

» Zbytkovou vodu nechte dostate¢né okapat.

Faze Ill

» V/yrobek tpln€ ponofte do desinfekéniho roztoku.

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

» Proplachnéte lumen na zacatku doby pdsobeni vhodnou jednorazovou
stfikatkou nejméné 5krat. Dbejte pfitom na to, aby byly namoceny
viechny pfistupné povrchy.
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Faze IV

» Vlyrobek dukladné oplachnéte/proplachnéte (viechny pfistupné
povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi
koneéném oplachu pohybujte.

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

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

» Ve fazi suseni vysuste vyrobek s pouzitim vhodnych pomocnych pro-
stfedkd (napf. utérek, stla¢eného vzduchu), viz Validovany postup ¢is-
téni a dezinfekce.



3.9.2  Rucni ¢isténi ultrazvukem a desinfekce ponofenim

Ultrazvukové cisténi Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
(chladno)
Il Mezioplach PT 1 - PV -
(chladno)
1l Desinfekce PT 5 2 PV Koncentrat neobsahujici aldehydy, fenoly a QAV, pH ~ 9*
(chladno)
\" Zavérecny oplach PT 1 - DEV -
(chladno)
\Y 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 &isticich kartaéich a jednorazovych
stfikackach, viz Validovany postup €isténi a dezinfekce.

Faze |

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

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

» \/ pfipadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhod-
nym Cisticim kartacem.

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné strikacky
na jedno pouziti dezinfekénim roztokem s éisticim Ucinkem, mini-
malné v3ak 5 krat.

Faze Il

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

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

» Zbytkovou vodu nechte dostateéné okapat.

Faze Il

» \lyrobek tplné ponoite do desinfekéniho roztoku.

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

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

Faze IV

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

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi
koneéném oplachu pohybujte.

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

» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

» Ve fazi suseni vysuste vyrobek s pouzitim vhodnych pomocnych pro-
stfedkd (napf. utérek, stla¢eného vzduchu), viz Validovany postup &is-
téni a dezinfekce.
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3.10 Strojni Cisténi/dezinfekce

Upozornéni

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

Upozornéni

Pouzity ¢iatici a desinfekéni pfistroj musi byt pravidelné udrZovany a kon-
trolovany.

3.10.1 Strojni alkalické ¢isténi 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
- <5 % aniontové tenzidy
W pracovn roztok 0,5 %
- pH~ 117
1] Mezioplach >10/50 1 DEV -
v Termodesinfekce 90/194 5 DEV -
\" Suseni - - - Podle programu €isticiho a desinfekéniho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po 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 pfistroj musi mit ovéfenou ucinnost (napf. povoleni

FDA nebo oznaceni CE na zdkladé normy DIN EN ISO 15883).

Upozornéni
Pouzity ¢iatici a desinfekéni pfistroj musi byt pravidelné udrZovany a kon-
trolovany.

3.11.1 Rucni predcisténi kartackem

Desinfekéni ¢isténi

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 &isticich kartaéich a jednorazovych
stfikackach, viz Validovany postup ¢isténi a dezinfekce.

Faze |

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

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

» \/ pfipadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhod-
nym Cisticim kartacem.

3.11.2 Rucni predciSténi ultrazvukem a kartackem

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné stfikacky
na jedno pouziti dezinfekénim roztokem s €isticim acinkem, mini-
malné viak 5 krat.

Faze Il

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

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

Ultrazvukové cisténi

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 &isticich kartaéich a jednorazovych
stfikackach, viz Validovany postup €isténi a dezinfekce.

Faze |

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

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

» \/ pfipadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhod-
nym Cisticim kartacem.

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné stfikacky
na jedno pouziti dezinfekénim roztokem s Cisticim ucinkem, mini-
malné v3ak 5 krat.

Faze Il
» Vlyrobek dakladné oplachnéte/proplachnéte pod tekouci vodou
(v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd.
v pribéhu proplachovani pohybujte.
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3.11.3 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 C¢isticiho 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 CiSténi a desinfekci zkontrolujte vSechny viditelné
povrchy, zda na nich nejsou zbytky.

3.11.4 Strojni neutralni nebo mirné alkalické ¢isténi a termicka dezinfekce
Typ pfistroje: Jednokomorovy Cistici/desinfekéni pfistroj bez ultrazvuku

Pfedoplach <25[77
1 Cisténi 55/131 10 DEV Neutralni:
B Koncentrat:
- pH neutralni
- <509 aniontové tenzidy
W Pracovni roztok 0,5 %*
Mirné alkalicky:
B Koncentrat:
- pH=95
- <509 aniontové tenzidy
H 0,5 % roztok
1] Mezioplach >10/50 1 DEV -
vV Termodesinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu Ccisticiho a desinfekéniho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavend voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné vody)

*Doporucen: BBraun Helimatic Cleaner neutral

» Po strojnim ¢iSténi a dezinfekci zkontrolujte vdechny viditeIné povrchy,
zda na nich nejsou zbytky.

» V pfipadé potfeby postup ¢isténi/desinfekce zopakujte.

308



3.12 Revize
» \lyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vlhky vyrobek vysuste.

3.12.1 Vizualni kontrola

» Ujistéte se, Ze byly odstranény vSechny necistoty. Pfitom je potfeba 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, napf. 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!

» Pohyblivé dily (nap¥. klouby, posuvné dily a zavitové tyée) pred
funkéni zkouskou naolejujte oSetfovacim olejem vhodnym pro
pouZitou sterilizaéni metodu (napf. v pFipadé parni sterilizace ole-
jovy sprej STERILIT® | JG60O nebo kapaci maznici STERILIT® |
JG598).

» Rozmontovatelny vyrobek sestavte, viz Montaz.

» Zkontrolujte fungovani vyrobku.

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

» Zkontrolujte rotujici vyrobky (napf. opakované pouzitelné vrtaky a
frézy), zda nejsou prohnuté a zdeformované. Ktomu kutalejte
s vyrobkem napf. po rovné ploSe.

» Zkontrolujte kompatibilitu s pfislusnymi vyrobky.

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

3.13 Montaz

3.13.1 Rukojet spiralového vrtaku 1
» Zatlacte rukojet do objimky ve sméru oznaceném Sipkou, viz Obr. 8.

3.13.2 Zavitofez S* Cervical 4

» Nasunte vodici pouzdro s pruZinou na zavitofez proti sméru Sipky
a utdhnéte je otacenim matice po sméru hodinovych rudicek, viz
Obr. 9.

3.13.3 Samodrzici polyaxialni Sroubovak S* Cervical 11
Upozornéni
Tyto pokyny také plati pro FWO070R, FW131R, FWO69R, FW132R.

A\ POzZOR

Pokud jsou pFidrzné jazycky ohnuté nebo zdeformované, Sroubovak
nebude fungovat spravné!

» PFidrzné jazycky neohybejte ani neodlamujte.

» Vlyménte pruzinu na dfiku.

» Nasunte knoflik s pfidrznymi jazyéky na dfik Sroubovaku tak, aby
pridrzné jazycky zapadly do drazek v dfiku Sroubovaku, viz Obr. 10.

» Zatahnéte zpét modry knoflik (¢erny pro FWO69R a FW132R).

» Pouzdro Sroubu pFiSroubujte na hrot Sroubovaku a dotahnéte.

» Drzte modry knoflik (¢erny u FWO69R a FW132R) vytazeny dozadu,
dokud neni pouzdro Sroubu tplné dotazeno.

3.13.4 Nastroj pro dorovnani tyée (FW084R)

E—T‘L T ]

f

4

Obr. 18 Sestaveni nastroje pro dorovnani tyce

» Vyrovnejte upinaci konec s vngjsim dfikem a opatrn€ stisknéte upinaci
prsty smérem dovnitf, dokud nebudou zajisténé ve vnéjsim dFiku.

» Umistéte zadni rukojet koncentricky svné€jSim dfikem a zatlalte,
dokud neuslySite cvaknuti, které potvrdi zablokovani.

» Stisknutim rukojeti ovérte uspéSnou montaz.

3.13.5 Zavitovy Sroubovak S* Cervical TH 12

» Zasuite drik Sroubovaku B skrz sestavu rukojeti a objimky C, viz
Obr. 12.

» Nasadte adaptér rukojeti A na dfik Sroubovaku B.

» Otocte adaptér rukojeti A po sméru hodinovych ruéiéek a zcela utah-
néte zavit.

» Ujistéte se, Ze adaptér rukojeti A je nasroubovan na dfik Sroubovaku B.
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3.13.6 Linearni nastroj pro dorovnani ty¢e (FW673R) » Znovu zapojte dorovnavaci matici a zcela ji nasroubujte do pocatecni
» Pojistné objimky zajistéte do proximalni matice jejich oto¢enim do polohy, aby byla pfipravena k pouZiti.
drazky knofliku.

Obr. 22 Opétovné zapojeni dorovnavaci matice

Wi
/N

3.13.7 Rezacka na tyée s rovnym Fezem 25
J » V pripadé potfeby naneste mazivo Aesculap STERILIT®.

Obr. 19 Zapojeni pojistnych objimek

» Zasunte vnitini sestavu do vnéjsiho pouzdra.
LUBRICATE

Obr. 23 Naneseni maziva

3.13.8 Voditko vrtaku do okcipitalni kosti a voditko zavitofezu 45
Obr. 20 Zasunuti vnitini sestavy do vnéjSiho pouzdra

» Stisknéte pojistné jazycky na zavésu, abyste zvedli koliky a zasunuli
vnitini trubici do spravné polohy.

.
Obr. 24 Opétovné zapojeni pouzder
Obr. 21 Zasunuti vnitfni trubice do spravné polohy » Znovu zapojte pouzdra do pocatedni polohy otadenim proti sméru

hodinovych rucicek.
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3.14 Baleni

» \lyrobek s citlivym pracovnim koncem chranite odpovidajicim zpiso-
bem.

» \lyrobek se zamkem zafixujte otevieny nebo maximalné na prvni
zapadce.

» \lyrobek uloZte na pfislusné skladovaci misto nebo do vhodného sito-
vého ko3e. Zajistéte ochranu ostfi nastroju.

» Sitové kose zabalte pfiméfené sterilizaénimu postupu (napf. do steril-
nich kontejner Aesculap).

» Zajistéte, aby obal zabezpedil ulozeny 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 sterilizaéni prostfedek mél pFistup ke vSem vng&jsim i
vhitfnim povrchim (napf. otevienim ventild 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
pUsobeni 5 min
» Pri soucasné sterilizaci nékolika vyrobkl v parnim sterilizatoru najed-
nou zajistéte, aby nedoSlo k prekro€eni maximalniho stanoveného
objemu parniho sterilizatoru dle pokynd vyrobce.

3.16 Skladovani

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

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

4. Technicky servis

/\ PozOR

Provadéni zmén na zdravotnickych prostfedcich mize 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 spole¢-
nosti 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 prostrednictvim vySe uvedené adresy.

5. Likvidace

/\ VAROVANI
Nebezpedi infekce zplisobené kontaminovanymi vyrobky!

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

/\ VAROVANI

Nebezpeéi poranéni o vyrobky s ostrymi hranami a/nebo $picaté

vyrobky!

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

Upozornéni

VWrobek 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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