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AESCULAP® Ennovate”
Spinal System implants

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 to Ennovate Spinal System implants.

For procedural instructions, please refer to the operating manual. If using additional components, please also
refer to their respective instructions for use.

» 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:

/A WARNING
Indicates a possible threat of danger. If not avoided, minor or moderate injury may result.

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

2. Clinical use

Note

The short summary of safety and clinical performance of the product is available in the European Database for
Medical Products (EUDAMED).

2.1 Product description

Additional information on Aesculap implant systems is available from B. Braun/Aesculap or from your local
B. Braun/Aesculap agency.

2.1.1 Materials

The materials used in the implant are listed on the packaging:

M ISOTAN® titanium forged alloy Ti6AI4V acc. to ISO 5832-3

B ISODUR® wrought cobalt-chromium alloy CoCrMo according to ISO 5832-12

The titanium implants are anodized with a colored oxide layer. Slight changes in coloration may occur, but do
not affect the implant quality.

ISOTAN® and ISODUR® are trademarks of Aesculap AG, 78532 Tuttlingen / Germany.

Products with article number ending in “KS" (e.g. SY450KS)
Note
The product consists of metal alloys which contain cobalt.

2.2 Areas of use and limitations of use

2.2.1 Intended use
The Ennovate Spinal System implants are used for dorsal monosegmental and multisegmental stabilization of
the lumbar, thoracic and sacral spine.

2.2.2 Indications

Note

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

Use for severe disorders of the spine that cannot be treated by conservative therapies:
Fractures

Pseudarthrosis or delayed healing

Degenerative instability

Post-discectomy syndrome

Spondylolisthesis

Hyper-/hypokyphosis

Hyper-/hypolordosis

Scoliosis

Stenosis

Post-trauma instability

Tumors

Osteoporosis (with the simultaneous use of bone cement and fenestrated screws)

2.2.3 Absolute contraindications

Do not use in the presence of:

W Severe damage to the bone structures of the spine that could prevent the stable implantation of the
implant components; for example, Paget's disease, bone tumors etc.

B Metabolic or degenerative metabolic bone diseases that could compromise the stable anchoring of the
implant system

W Suspected allergy or sensitivity to the implant materials

W Acute or chronic vertebral infections of a local or systemic nature

B Poor patient compliance or limited ability to follow medical instructions, particularly in the post-op phase,
including with regard to the restrictions on range of movement in terms of physical exercise and occupa-
tional activity

W Cases not listed under indications

2.2.4 Relative contraindications

In the following circumstances, use of the implant system could represent an increased clinical risk and there-

fore requires precise, individual assessment by the surgeon:

W Medical or surgical conditions that could negatively impact the success of the implantation, including
wound healing disorders

m Conditions that could subject the spine and implants to excessive pressure; for example, pregnancy, obe-
sity, neuromuscular diseases or disorders

W Generally poor condition of the patient; for example, drug or alcohol addition

In the presence of relative contraindications, the user decides individually regarding the use of the product.

2.3 Risks, adverse effects and interactions
The general risks of surgery are assumed known and are therefore not described in these instructions for use.
Potential risks and clinical consequences associated with use of the implant system include, but are not limited
to:
W Implant failure resulting from excessive load:

- Warping or bending

- Loosening

- Breakage
W Poor stabilization, requiring subsequent revision surgery or surgery to remove the implant system

B Failed or delayed fusion
 Infection
W Fractured vertebral body or bodies
B Injury of adjacent structures, in particular:
- Nerve roots
- Spinal cord
- Blood vessels
- Organs
® Changes in the physiological curvature of the spine
m Neurological disorders, including impairment of the gastrointestinal, urological and/or reproductive system
W Pain or indisposition
W Bursitis
B Decreased bone density due to load avoidance
W Bone atrophy/fracture above or below the treated spine section
W Limited physical ability
B Persistence of symptoms that were to be treated by the implantation
W Paresis
W Subsequent surgery to remove the implant system
B Metal/foreign body allergy or hypersensitivity
W Dural tears
W Meningitis

2.4  Safety information

2.4.1  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.

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

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

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

» 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 performed correctly.

Appropriate clinical training as well as a theoretical and practical proficiency of all the required operating
techniques, including the use of this product, are prerequisites for the successful use of this product.
Aesculap is not responsible for complications caused by:

W incorrect indication or implant selection

B incorrect surgical technique

W incorrect combination of implant components

W combination not approved by Aesculap with components from other manufacturers

B exceeding the limitations of the treatment method or non-observance of essential medical precautions
The user is required to obtain information from the manufacturer if there is an unclear preoperative situation
regarding the use of the product.

2.4.2 Product
Product-specific safety information

/\ WARNING

The implant has not been evaluated for safety and compatibility in the MR environment. It has not been

tested for heating, migration or image artifact in the MR environment. Scanning a patient who has this

implant may result in patient injury.

In cases of delayed healing, materials fatigue can lead to implant breakage.

Implant components can still become bent, broken or loose despite complete bone hardening.

The attending physician shall make any decision with regard to the removal of implant components that have

been used.

Damage to the load-bearing structures of the implant can lead to loosening of components, dislocation,

migration, and other severe complications.

Postoperatively, individual patient information, as well as moderate mobility and muscle training is of partic-

ular importance.

All necessary implant components need to be available and all the instruments, including special Aesculap

implant system instruments, need to be present and in working order.

» Do not use instruments made by another manufacturer. Implant all implants of the Ennovate system only
with Ennovate instruments.

Risk of implant component breakage due to combination with implant components from other manufacturers!

» Only use Aesculap implant components from the Ennovate system.

Risk of screw breakage caused by pedicle screws used for spondylolisthesis!

» Support the stabilization measure with an intercorporal fusion (ALIF, PLIF or TLIF).

Risk of more complicated revision!

» When using bone cement, use only the fenestrated screws intended for this purpose.

» There is an increased risk of more complicated revision if using fenestrated pedicle screws with a screw
diameter greater than 8.5 mm.

Risk of implant component loosening due to overloading pedicle screws!

» When using polylocking feature on polyaxial screws, fenestrated polyaxial screws, uniplanar screws, and
favored angle screws do not polylock a single pedicle screw more than three times.

» Note further restrictions on the combined implant components in the relevant instructions for use.

» Prior to implantation, check that the implants being used are appropriate for the given anatomy of the
patient.

» Do not use implants that are damaged or have already been used.

» Do not use implants to which foreign particles are adhered.

» Do not combine stainless steel implant components with implant components made of titanium as this
accelerates the corrosion process in stainless steel, which can lead to implant failure as a result of material
fatigue.

» When shaping the rod, avoid scoring or scratching the product and bending it back and forth. Bending the
screws will significantly shorten their service life and could cause premature implant failure.

Note
The implant components have been tested and approved in combination with Aesculap components. If other
combinations are used, the responsibility for such action lies with the operating surgeon.



2.4.3 Sterility

Sterile implant components

B Implant components with article numbers ending in TS (e.g. SY510TS) are individually packed in labeled
protective packaging.

W Implant components with article numbers ending in TS are sterilized by irradiation.

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 implant components with article numbers ending in TS in their original packaging. Do not remove
them from their original and protective packaging until immediately before implantation.

» Prior to use, visually check the product expiry date and verify the integrity of the sterile packaging.

» Do not use implant components that are past their expiration date or whose packaging is damaged.

Damage to implants with article numbers ending in TS caused by reprocessing and resterilization!

» Do not reprocess or resterilize implants with article numbers ending in TS.

Non-sterile implant components

M Implant components with article numbers ending in T (e.g. SY510T) are supplied in an unsterile condition.
Implant components with article numbers ending in T are packed individually.

Implants delivered in an unsterile condition are delivered clean.

Follow the sterilization procedure recommended in ISO 8828 for hospitals for all components.

Store implant components with article numbers ending in T in their original packaging. Do not remove
them from their original and protective packaging until immediately before reprocessing.

Use suitable storage equipment for reprocessing, sterilization and sterile supply.

Use a suitable tray for cleaning/disinfection, see TA015247.

Use the system storage device for sterilization and sterile provision.

Ensure that the implant components in their implant system storage devices do not come into contact with
each other or with instruments.

» Ensure that the implant components are not damaged in any way.
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2.5 Patient education

The surgical procedure and following information has been explained to the patient, and the patient's consent

has been documented:

B The patient must be informed about possible side effects and interactions of the product with the body,
and relevant rules of behavior.

W The risks of not observing these rules must be explained to the patient.

M The patient must be informed and educated about the aspects and consequences described in the Side
effects and interactions section, and the behaviors associated with these.

W The patient must undergo regular medical follow-up examinations.

B Aesculap is not liable for damage in connection with non-observance of the physician's instructions by the
patient.

W The patient must be advised that smoking presents an increased risk of pseudarthrosis and diffuse disc
degeneration. The progressive degeneration of adjacent segments as a result of smoking could lead to later
clinical failure.

B The patient must be advised that being overweight places such excessive pressure on the implant that the
prospect of failure becomes likely.

W The patient must be advised that strenuous physical activity in the form of heavy lifting, excessive muscle
strain, exaggerated twisting, repeated bending and bending over or running should be avoided until the
bones have healed fully.

B The patient must be instructed to keep pressure off the implant post surgery in order to prevent the onset
of clinical problems associated with implant failure.

2.6  Application

2.6.1 Documentation

The user shall devise an operation plan that specifies and accurately documents the following:

W Selection of the implant components and their dimensions

W Positioning of the implant components in the bone

B Location of intraoperative landmarks

Each package contains additional labels showing the designation, article and lot number and - if applicable -
the individual serial number of the product.

» Use these labels for documentation in the patient's file (for the hospital).

The surgical procedure has been explained to the patient, and the patient's consent has been documented.

2.6.2 Implantation

Inserting the Ennovate Spinal System screws, hooks, and rods

Please refer to the operating manual for the required information about implanting the implant system. Please

note the following in particular:

m All requisite implant components must already be on hand.

m All the implantation instruments, including the special Aesculap implant system instruments, must be
complete and in working order.

A\ WARNING

Risk of injury to the patient if the pedicle screw is damaged while it is being removed from the pack-
aging!

» When connecting the pedicle screw with the screwdriver SZ262R never brace against the packaging.

/A WARNING

Incorrect application can result in trauma to the spinal cord and nerve roots!

Severe or fatal hemorrhage as a result of vascular injury!

» Align and insert instruments and implants (i.e. pedicle screws, hooks) under X-ray control or with
the aid of a navigation system.

» Take care not to breach the anterior and lateral cortices when screwing in.

» Ensure that the great vessels are not eroded, punctured during implantation or damaged as a result
of implant breakage or migration after implantation.

» Take care to avoid pulsatile erosion of the vessels because of close apposition of the implants.

Ensure that hooks are positioned securely on anatomy.

v
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Only allow axial load on the screws during screw insertion. Avoid induction of lateral forces during screw
insertion.

Do not bend metal implants, except for the rods of the Ennovate Spinal Systems.

Do not bend the rods back or bend them excessively.

Only use the bending instruments of the Ennovate Spinal System instrument set for bending the rods.
Use only the cutting instruments from the Ennovate Spinal System instrument set to separate the rods.
Do not separate the rods at locations which are excessively bent for the cutting instruments.

» Do not create scratches or grooves on the metal implants.

vyVYyvYYVYY

/A WARNING

Inadequate fixation due to incorrect rod position!

» Always position rods with hexagon and tip in such a way that the hexagon or tip is outside the
implant head.

Adjust the curvature of the rod to the anatomical situation.

Do not bend the rod in the region of the screw head.

Make certain and check that the screw head is at right angles to the rod.

Make certain and check that the rod is positioned securely in the groove base.

vvyYyy

» To position the set screw, always use the dedicated set screw driver.
» For tightening and loosening the set screw, always use the dedicated screw driver and counter torque.
» Always tighten the set screws, and do so with the dedicated torque wrench handle.

/\ WARNING

Risk of injury due to improper mounting of the set screw!

» Position the set screw correctly.

» Make certain that the rods are correctly positioned on the floor of the groove.

» Using the torque wrench handle, tighten the set screw until the torque wrench handle release is audi-
bly triggered.

A\ WARNING

Implant damage due to overtightening the set screw or insufficient fixation due to undertightening the

set screw!

» Check the recalibration/maintenance date on the torque wrench handle maintenance label prior to
each use.

» When tightening or loosening the set screws, make certain that the working end of the torque
wrench handle shaft 10 N-m is positioned entirely within the socket of the set screws.

» Apply the torque slowly and without sudden movement until the torque wrench handle release is
audibly triggered.

» Use a rigid screw driver to loosen the screw connection.

/\ WARNING
Implant head expansion caused by tightening the set screw without application of counter torque!
» Always use the counter torque when tightening the set screw.

» |If the screw head comes loose during revision of the larger screws (polyaxial screw, polyaxial fenestrated
screw, uniplanar screw, favored angle screw 7.5 mm or larger), remove the remaining screw component
with the set screw driver.

Inserting the Ennovate Spinal System rod-to-rod connectors/cross connectors

Follow the steps below to implant the Ennovate Spinal System rod-to-rod connectors/cross connectors:

» Using the dedicated cross connector holder or rod-to-rod connector inserter, place the rod-to-rod connec-
tors/cross connectors on the rod at the site calculated by the operating surgeon.

/\ CAUTION

Rod-to-rod connector/cross connector is unusable if set screws are removed or not present!
» Do not unscrew the set screws from the rod-to-rod connector/cross connector.

» Do not swap set screws with other rod-to-rod connector/cross connector components.
» Only use rod-to-rod connectors/cross connectors if all the set screws are present.
>

Before tightening the set screws, ensure that the rod-to-rod connector/cross connector is positioned cor-
rectly.

/\ WARNING

Inadequate fixation due to incorrect rod position!

» Always position the rod-to-rod connector/cross connector in such a way that the rod is completely
inserted into the rod-to-rod connector/cross connector.

» Always position rods in such a way that the end of the hexagon and tip of the rod are located outside
the clamping area of the rod-to-rod connector/cross connector.

» Always use the dedicated torque wrench shaft 5 N'-m in combination with the dedicated counter torque to
tighten and loosen the set screw.

/\ WARNING

Risk of injury if rod-to-rod connector is positioned incorrectly!

» Always follow the correct sequence of steps when tightening the set screw.
Check correct positioning.

>

» Always tighten the set screws with the dedicated torque wrench handle 5 N-m.

» With the rod-to-rod connectors open, use the dedicated torque wrench handle 5 N'm to first tighten the
set screw marked 1 and then the set screw marked 2.

/\WARNING

Implant damage due to overtightening the set screw or insufficient fixation due to undertightening the

set screw!

» Check the recalibration/maintenance date on the torque wrench handle maintenance label prior to
each use.

» When tightening or loosening the set screws, make certain that the working end of the torque
wrench handle shaft 5 N-m is positioned entirely within the socket of the set screws.

» Apply the torque slowly and without sudden movement until the torque wrench handle release is

audibly triggered.

Tighten the set screws with the torque wrench handle 5 N-m.

Position the rod-to-rod/cross connector correctly.

Make certain that the rods are completely inserted into the rod-to-rod/cross connector.

Make certain that there is no soft tissue caught in the rod-to-rod/cross connector.

Use a rigid screw driver to loosen the screw connection.
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When tightening or loosening, only subject the set screws to axial pressure. Avoid exerting lateral forces
when tightening or loosening the set screws.

Fixing the fenestrated Ennovate Spinal System screws with bone cement

To increase anchoring stability, the fenestrated Ennovate screw can be fixed with bone cement. The following
must be observed when cementing:

Note

Do not start cementing until all the screws have been aligned and the rods have been adapted; however,
cementing should be completed before locking the fenestrated Ennovate screw!

/\ WARNING

Implant damage caused by the application of excessive shear forces with the injection cannula!
» Do not subject the injection cannula to transverse loads.

» Do not bend the injection cannula.

Note

Once the fenestrated Ennovate screw has been cemented, it is no longer possible to change the implant position,

use the reduction lever, or make corrections!

Note

After the fenestrated Ennovate screw has been cemented, explantation of the screw can prove difficult, espe-

cially in cases of osteopenia.

» Check the bone cement for proper texture and viscosity before positioning the applier on the injection can-
nula. Observe the bone cement manufacturer's instructions!

» Only cement the fenestrated Ennovate screw with a cement suitable for screw augmentation.



/\ WARNING

Risk of injury from cement leakage!

» Always apply imaging techniques for control during the preparation and positioning of the implants.

Make certain that the slots of the fenestrated Ennovate screw are positioned fully inside the bone.

Take care not to perforate the pedicle cortex.

Do not penetrate the opposite cortex and ensure that the opposite cortex is undamaged.

Do not insert or cement the fenestrated Ennovate screw in the fractured or partially resected ver-

tebral body. Carry out preoperative thin-section CT control.

» Insert and screw the injection cannula into the Ennovate screw head without exerting appreciable
force. Make certain that the axes of the pedicle screw and the injection cannula are aligned with
each other.

vvyyy

» Cement application must always be accompanied by high-quality, image-producing X-ray screening.
Use no more than 2 ml of cement for each pedicle screw.

/\WARNING
Risk of injury due to material incompatibility!
» Only use application systems that have been approved for use with bone cement.

/A WARNING

Contamination of the locking thread/Insufficient fixation when removing the application system due to
incorrect viscosity of the cement!

» Make certain the cement has the correct viscosity.

/N WARNING

Wound contamination due to insufficient curing of cement! Risk of set screw thread adhesion, resulting

in system instability!

» Observe the correct curing time.

» For monitoring the cement texture, prepare a reference volume of cement together with the cement
to be applied.

» Make certain the implant system is not exposed to any load before the cement has reached its final
strength.

» Wait for the cement to cure completely before removing the injection cannula.

3.  Validated reprocessing procedure

3.1  General safety instructions

Note

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

Note

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

Note

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

Note

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

Note

For up-to-date information about reprocessing and material compatibility, see B.Braun elFU at
eifu.bbraun.com

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

3.2 Single-use products
Damage to implants with article numbers ending in TS caused by reprocessing and resterilization!
» Do not reprocess or resterilize implants with article numbers ending in TS.

3.3  Service life

Set screws and rods

The biocompatibility and processability was verified by the manufacturer after 500 cycles of repeated process-
ing.

The product can be processed up to 500 times with proper care and if it is undamaged and clean. Any addi-
tional reuse is the responsibility of the user.

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

Pedicle screws

The biocompatibility and processability was verified by the manufacturer after 180 cycles of repeated process-
ing.

The product can be processed up to 180 times with proper care and if it is undamaged and clean. Any addi-
tional reuse is the responsibility of the user.

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

3.4  Product-specific safety information on the reprocessing method
Intraoperative contamination with blood, secretions, and other fluids may render the affected component
unsuitable for resterilization!

» Handle the implants with new gloves only.

Keep the implant system storage devices/trays covered or closed.

Process implant system storage devices/trays separately from instrument trays.

Clean implants must not be cleaned together with contaminated implants.

Reprocess the implant components individually and separately if no implant system storage devices are
available, When doing this, make certain that the implant components are not damaged.

» Mechanically clean and disinfect the implant components.

» Do not reuse surgically contaminated implants.

Direct or indirect contamination may render implants unsuitable for resterilization!

» Do not reprocess implants that have been directly or indirectly contaminated with blood.

>
>
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3.5 Manual cleaning/disinfection

3.5.1 Manual cleaning with ultrasound and immersion disinfection

Phase  Step D t Conc.  Water Chemistry
[°C/°F]  [min] [%]  quality

| Ultrasonic clean- RT 5 2 D-W Concentrate, aldehyde-free,
ing (cold) phenol-free, pH ~ 9*
] Intermediate rinse  RT 1 - D-W -
(cold)
m Disinfection RT 15 2 D-W Concentrate, aldehyde-free,
(cold) phenol-free, pH ~ 9*
1\ Final rinse RT 1 - FD-W -
(cold)
\ Drying RT - - - -
DW: Drinking water
FD-W: Fully desalinated water (demineralized, microbiological, at least of drinking water quality)
RT: Room temperature
*Recommended: BBraun Stabimed

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for 5 minutes. Ensure that all acces-
sible surfaces are immersed and acoustic shadows are avoided.

» Do not clean with brushes or other abrasives that would damage the product surface.

Phase Il

» Rinse all accessible product surfaces under running water.

» Drain any remaining water fully.

Phase Ill

» Fully immerse the instrument in the disinfectant solution.

Phase IV

» Rinse all accessible product surfaces under running water.

» Drain any remaining water fully.

Phase V

» Dry the product in the drying phase with suitable equipment (e.g. cloth, compressed air).

For implant components with article numbers ending in T, which are resterilized, please note the following:

3.6  Mechanical cleaning/disinfection with manual pre-cleaning
Note

The cleaning and disinfecting machine must be of tested and approved effectiveness (e.g. FDA approval or CE
mark according to DIN EN ISO 15883).

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

3.6.1 Manual pre-cleaning with ultrasound

Phase  Step D t Conc.  Water Chemistry
[C/Fl  [min]  [%]  quality

| Ultrasound RT 5 2 D-W Concentrate, aldehyde-free,
cleaning (cold) phenol-free, pH ~ 9%
Il Rinsing RT 1 - D-W -
(cold)
DW: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for 5 minutes. Ensure that all acces-
sible surfaces are immersed and acoustic shadows are avoided.

» Do not clean with brushes or other abrasives that would damage the product surface.

Phase Il

» Rinse/flush the instrument thoroughly (all accessible surfaces) under running water.

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

Phase  Step D t Water Chemistry
[°C/°F1  [min] quality
| Pre-rinse <25[77 3 D-W -
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH~13
- <5 % anionic surfactant
B working solution 0.5 %
- pH~11*
1]} Intermediate >10/50 1 FD-W -
rinse
v Thermal disinfec- 90/194 5 FD-W -
tion
\ Drying - - - In accordance with the program for the
cleaning and disinfecting machine
DW: Drinking water
FD-W: Fully desalinated water (demineralized, microbiological, at least of drinking water quality)

*Recommended: BBraun Helimatic Cleaner alcaline

» Check visible surfaces for residues after mechanical cleaning/disinfecting.



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

3.7.1 Visual inspection

» Ensure that all soiling has been removed. In particular, pay attention to mating surfaces, hinges, shafts,
recessed areas, drill grooves.

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

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

scratched and fractured components.

Check the product for missing or faded labels.

Check the 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.

vyvYyvYyYYvVYYy

3.7.2  Functional test

» Check that the product functions correctly.

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

» Check for compatibility with associated products.

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

3.8  Packaging

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

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

» Make sure that the packaging will prevent a recontamination of the product during storage.

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

3.10 Storage

» Store sterile packed implant components dust-protected in a dry, dark and temperature-controlled room.

4, Technical service

A\ 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.

4.1 Service address
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

/A WARNING

Risk of infection due to contaminated products!

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

Note

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

TA014887 2022-07 Change No. AE0061173



AESCULAP® Ennovate”
Implantaty Spinal System

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 implantaty Ennovate Spinal System.

Pokyny k provadéni zakrokd naleznete v navodu k obsluze. Pokud pouzivate dalsi komponenty, pfectéte si také

prislusné navody k pouziti k nim.

» Navody k pouziti pro konkrétni vyrobky a informace o kompatibilité materidlli a Zivotnosti naleznete
v sekei B. Braun elFU na webu eifu.bbraun.com

1.2 Vystrazna upozornéni

Vystrazna upozornéni poukazuji na rizika pro pacienta, uzivatele a/nebo vyrobek, kterda mohou vzniknout
béhem pouzivani vyrobku. Viystrazna upozornéni jsou oznacena nasledujicim zplisobem:

A\ VAROVANI
Oznatuje mozné hrozici nebezpedi. Pokud mu neni zabranéno, mize mit za nasledek lehka nebo stfedné
zranéni.

A\ POZOR
Oznaduje mozné hrozici vécné Skody. Pokud tomu neni zabranéno, nasledkem mize byt poskozeni
vyrobku.

2. Klinické pouziti
Upozornéni

Struénd zprdva o bezpecnosti a klinickém vykonu vyrobku je k dispozici v Evropské databance zdravotnickych
prostredki (EUDAMED).

2.1  Popis vyrobku

Dalsi informace o implantaénich systémech Aesculap si mizete kdykoliv vyzadat u B. Braun/Aesculap nebo
v pfislusné pobo&ce B. Braun/Aesculap.

2.1.1  Material

Materialy pouzité u implantatd jsou uvedeny na baleni:

M ISOTAN® kujna slitina titanu Ti6Al4V podle normy ISO 5832-3

M ISODUR® tvarena slitina kobaltu a chromu CoCrMo podle normy ISO 5832-12

Titanové implantaty jsou potazené barevnou oxidovou vrstvou. Mize dojit k mirnym zménam barev, nema to
vsak zadny vliv kvalitu implantatu.

ISOTAN® a ISODUR® jsou ochranné znamky spole¢nosti Aesculap AG, 78532 Tuttlingen / Germany.

Vyrobky s katalogovym &islem konéicim na ,KS" (napf. SY450KS)
Upozornéni
Wrobek se sklddd z kovovych slitin, které obsahuji kobalt.

2.2 Oblasti pouziti a omezeni pouziti

2.2.1 Urceni ucelu
Implantaty Ennovate Spinal System se pouzivaji k dorzalni monosegmentalni a multisegmentalni stabilizaci
bederni, hrudni a sakralni patefe.

2.2.2 Indikace

Upozornéni

Za pouZiti vyrobku v rozporu s uvedenymi indikacemi a/nebo popsanymi zpisoby pouZiti vyrobce nenese odpo-
védnost.

Pouzivejte u zavaznych poruch patere, které nelze zvladnout konzervativni lé¢bou:
Fraktury

Pseudoartrozy nebo opozdéném hojeni

Degenerativni nestabilita

Postdiskektomicky syndrom

Spondylolistéza

Hyper-/hypokyféza

Hyper-/hypolordéza

Skoliéza

Stendza

Posttraumaticka nestabilita

Tumory

Osteoporoza (pfi soutasném pouziti kostniho cementu a nejjemnéjsich Sroubd)

2.2.3 Absolutni kontraindikace

Nepouzivejte v nasledujicich pfipadech:

W Vainé poskozeni kostnich struktur patere, které by mohlo branit stabilni implantaci komponent implantatu,
jako napf. Pagetova choroba, kostni tumory atd.

B Metabolickd nebo degenerativni onemocnéni kostni latkové vymény, které mohou vést k tomu, Ze neni zaji-
Sténo stabilni ukotveni systému implantatu

W Podezfeni na alergie nebo citlivosti na cizi téleso vii¢i materidlim implantatu

B Akutni nebo chronické vertebralni infekce mistniho nebo systémového charakteru

® Spatna spolupréace ze strany pacienta nebo omezend schopnost dodrzovat zdravotnické pokyny, zejména v
pooperacni fazi, véetné zohlednéni omezeni rozsahu pohybu v souvislosti s fyzickym cvi¢enim a profesni
aktivitou

B V pfipadech, které nejsou uvedeny pod indikacemi

2.2.4 Relativni kontraindikace

Za nasledujicich okolnosti by pouZiti systému implantatu mohlo predstavovat zvySené klinické riziko, a proto

vyzaduje presné individualni posouzeni ze strany chirurga:

B Medicinské nebo chirurgické mezni podminky, které mohou mit negativni vliv na uspéch implantace,
véetné poruch hojeni ran

W Mezni podminky, které mohou vést k nadmérnému zatizeni patefe a implantatd, jako je napf. té€hotenstvi,
adipozita, neuromuskularni poruchy nebo choroba

] §patn\'f celkovy stav pacienta, napf. drogova zavislost nebo alkoholismus

V pfipadé vyskytu relativnich kontraindikaci rozhoduje uzivatel o individualnim pouZiti vyrobku.

2.3 Rizika, vedlejsi ucinky a interakce
Predpoklada se, Ze obecna rizika operace jsou zndma, a proto nejsou popsana v tomto navodu k pouZiti.
Mozna rizika, véetné klinickych nasledkd z toho vyplyvajicich, ve vztahu k pouzivani implanta¢niho systému,
mimo jiné zahrnuji tyto situace:
W Selhdni implantatu v disledku pretizeni:
- Deformace nebo ohybani
- Uvolnéni
- Zlomeni
B Nedostatecna stabilizace, vyzadujici novou operaci k revizi nebo odstranéni implanta¢niho systému
B Zadna nebo opozdéna fuze
 Infekce
B zlomenina obratle
B Poranéni sousednich struktur, zejména:
- Nervovych kofeni

- Michy
- Cév
- OrganG
B Zmény fyziologického zakfiveni patefe
B Neurologické obtize, zejména poruchy fungovani traviciho, urologického nebo reprodukéniho systému
W Bolesti a nebo pocity nepohody
W Bursitida
B Snizeni hustoty kosti kvili vyhybani se zatizeni
B Atrofie/zlomeni kosti nad nebo pod oblasti aplikace
B Omezena fyzicka zdatnost
W Pretrvavani symptomi osetfenych implantaci
W Paréza
B Nasledna operace k odstranéni systému implantatu
B Precitlivélost na kovy nebo alergie na cizi télesa
W Trhliny dury
B Meningitida

2.4  Bezpecnostni pokyny

2.4.1  Klinicky uZivatel

Vseobecné bezpeénostni pokyny

Aby se predeslo skodam v dusledku neodborné p¥ipravy a aplikace a nebyl ohrozen narok na zaruku:

» Pouzivejte vyrobek pouze podle pokyni uvedenych v tomto navodu k pouZiti.

» Dodrzujte bezpecnostni informace a pokyny uvedené v navodu k pouZziti.

» Vyrobek a prislusenstvi mohou pouzivat vyhradné osoby s patfi¢nym vzd€lanim, znalostmi a zkuSenostmi.
» Novy vyrobek z vyroby ¢i nepouzity vyrobek skladujte na suchém, ¢istém a chranéném misté.

» Navod k pouziti uchovavejte na misté pfistupném pro uzivatele.

Upozornéni

Uzivatel je povinen vSechny zdvazné uddlosti, které vznikly v souvislosti s vyrobkem nahldsit vyrobci a kompe-
tentnimu ufadu stdtu, ve kterém md uZivatel sidlo.

Pokyny k operaénim zakrokim

UZivatel nese zodpovédnost za odborné provedeni opera¢niho zakroku.

Predpokladem pro uspé$né pouzivani tohoto vyrobku je patficné klinické vzdélani i teoretické a praktické
zvladnuti potfebnych operacnich technik, véetné pouzivani tohoto vyrobku.

Aesculap neodpovida za komplikace zplsobené:

® Nespravnou indikaci nebo volbou implantatu

Nespravnym operaénim postupem

Nespravnou kombinaci komponent implantatu

Kombinaci s komponenty jinych vyrobel, neschvalenou spoleénosti Aesculap

Pekro¢enim mezi tykajicich se zplsobu zachazeni nebo nedodrzenim zakladnich medicinskych opatfeni
UZivatel je povinen vyzvednout si informace u vyrobce, pokud existuje nejasna predoperacni situace ohledné
pouZiti vyrobku.

2.4.2  \Vyrobek

Bezpecnostni pokyny specifické pro vyrobek

A\ VAROVANi

Implantat nebyl testovan z hlediska bezpe¢nosti a kompatibility v prostfedi magnetické rezonance. Nebyl

testovan z hlediska zahfati, pohybu a obrazovych artefakti pfi vySetfeni magnetickou rezonanci. Skeno-
vani pacienta s timto implantatem pomoci MR mizZe vést k poranéni pacienta.

P¥i opozdéném hojeni mize v disledku Unavy materiglu dojit ke zlomeni implantatu.

Pfes UpIné kostni zhojeni mize dojit k ohnuti, zZlomeni nebo uvolnéni implantatu.

0 odstranéni nasazenych komponent implantatu rozhoduje osettujici lékaf.

Poskozeni hmotnost nesoucich struktur implantatu mohou zpUsobit uvolnéni komponent, dislokaci a migraci

jakoz i jiné tézké komplikace.

V poopera¢nim obdobi se musi dbat nejen na mirné cviceni hybnosti a svald, ale i na osobni instruktazi kazdého

pacienta.

Musi byt k dispozici vsechny potfebné komponenty implantatu a viechny nastroje, véetné specialnich nastroji

implanta¢niho systému Aesculap, a musi byt funkéni.

» Nepouzivejte nastroje vyrobené jinym vyrobcem. Implantujte vSechny implantaty systému Ennovate pouze
pomoci nastroju Ennovate.

Nebezpeci zlomeni komponenty implantatu v dusledku kombinace s komponentami implantatd jinych vyrobei!

» Pouzivejte pouze komponenty implantati Aesculap systému Ennovate.

Nebezpeci ulomeni Sroubl v disledku pouZiti pediklovych Sroubl v pfipadé spondylolistézie!

» Stabilizace s podporou mezitélové fuze (ALIF, PLIF nebo TLIF).

Nebezpeci ztizené revize!

» Pfi pouziti kostniho cementu pouzivejte vyhradné fenestrované Srouby, které jsou k tomuto Ucelu urceny.

» Existuje zvysené riziko komplikovanéjsi revize pfi pouziti fenestrovanych pedikularnich Sroubd o priméru
vétsim nez 8,5 mm.

Nebezpeci uvolnéni komponenty implantatu v diisledku pretizeni pedikularnich Sroubl!

» Pfi pouziti blokovani na polyaxialnich Sroubech, fenestrovanych polyaxialnich Sroubech, uniplanarnich

Sroubech a Sroubech Favored Angle neprovadéjte zablokovani jednoho pedikularniho Sroubu vice nez tfi-

krat.

Dbejte na dalsi omezeni kombinovanych implantati v pfislusnych navodech k pouZiti.

Pred implantaci zkontrolujte, zda jsou pouzité implantaty vhodné pro danou anatomii pacienta.

Nepouzivejte poskozené nebo jiz pouzivané implantaty.

Nepouzivejte implantaty, na nichZ ulpivaji cizi ¢astice.

Komponenty implantatu z nerezové oceli nespojujte s komponentami implantatu z titanu, protoze se tim

urychluje proces koroze nerezové oceli a v disledku toho maze dojit k selhani implantatu v dusledku anavy

materialu.

» Pfi tvarovani tyce se vyhnéte odfeni, poskrabani a ohybani ty¢e dozadu a dopfedu. Ohybani Sroubl vyrazné
zkracuje jejich Zivotnost a mize zpUsobit pfed¢asné selhdni implantatu.

vvyvyyvyy

Upozornéni
Komponenty implantdtu byly testovdny a schvdleny v kombinaci s komponentami Aesculap. V pfipadé odlisnych
kombinaci nese zodpovédnost operatér.



2.4.3 Sterilita

Sterilni komponenty implantatu

B Komponenty implantatu s katalogovym ¢islem konéicim na TS (napf. SY510TS) jsou baleny jednotlivé v
ochrannych oznacenych balenich.

® Komponenty implantatu s katalogovym ¢islem koncicim na TS se sterilizuji zafenim.

Bezpecné sterilni dodani vyrobku je zaruc¢eno pouze tehdy, pokud neni sterilni obal poskozeny nebo otevieny

a pokud neuplynula doba pouzitelnosti.

» Komponenty implantatu s katalogovym Cislem koncicim na TS skladujte v originalnim obalu. Viyjméte je z
originalniho a ochranného obalu teprve bezprostiedné pred implantaci.

» Pred pouzitim vizualné zkontrolujte datum pouZzitelnosti produktu a neporusenost sterilniho obalu.

» Nepouzivejte komponenty implantatu, u nichz uplynula doba pouzitelnosti nebo jejichz obal je poSkozen.

Nebezpeci poskozeni implantatu s katalogovym ¢&islem koncicim na TS v dusledku predsterilizaéni pripravy

a opakované sterilizace!

» Implantaty se zakoncenim katalogového Cisla TS nezpracovavejte a neresterilizujte.

Nesterilni komponenty implantatu
B Komponenty implantatu s katalogovym &islem konéicim na T (napf. SY510T) se dodavaji nesterilni.

B Komponenty implantatu s katalogovym ¢islem kon¢icim na T jsou baleny jednotlivé.

W Nesterilné dodavané implantaty jsou dodavané jako Cisté.

» Pro viechny komponenty dodrzujte postup sterilizace pro nemocnice doporu¢eny normou ISO 8828.

» Komponenty implantatu s katalogovym ¢islem konéicim na T skladujte v originalnim obalu. Vyjméte je z
originalniho a ochranného obalu teprve bezprostiedné pred pfipravou.

» K apravé, sterilizaci a sterilni pfipravé pouZivejte vhodné uloZeni.

» K &isténi/dezinfekci pouzivejte pouze sitovy kosik vhodny k ¢isténi, viz TAO15247.

» Systémové uloZeni pouzivejte ke sterilizaci a ke sterilni pfipravé.

» Zajistéte, aby komponenty implantatu v systému k ukladani implantatl nepfisly do vzajemného kontaktu

nebo do kontaktu s nastroji.
» Zajistéte, aby se komponenty implantdtu nemohly v Zadném pfipadé poskodit.

2.5 Pouceni pacienta

Pacientovi byl vysvétlen operacni postup a nasledujici informace a byl zdokumentovan souhlas pacienta:

W Pacient musi byt informovan o moznych nezadoucich ucincich a vzajemném pusobeni vyrobku s organis-
mem a musi byt seznamen s pfislusnymi pravidly chovani.

W Pacientovi je také nutné vysvétlit rizika spojend s nedodrzovanim téchto pravidel.

W Pacienta je nutné informovat a poucit o aspektech a dusledcich popsanych v ¢asti Vedlejsi ucinky a
interakce a o chovani, které s nimi souvisi.

W Pacient se musi podrobovat pravidelnym Iékaiskym pooperaénim kontrolam.

B Aesculap nerudi za Skody v disledku nedodrzovani pokynu Iékafe pacientem.

B Pacientovi je tfeba sdélit, Ze koufeni predstavuje zvySené riziko pseudoartrézy a difuzni degenerace plo-
ténky. Progresivni degenerace sousednich segmentti v désledku koufeni mize vést k pozdéjsimu klinickému
selhani.

B Pacientovi je tfeba sdélit, ze nadvaha klade takovy nadmérny tlak na implantat, Ze by mohlo realné dojit
k jeho selhani.

W Pacientovi je tieba sdélit, Ze by se mél vyhnout namahavé fyzické aktivité v podobé zvedani tézkych bre-
men, nadmérného svalového napéti, vyraznym kroutivym pohyblm, opakovanému ohybani a predklanéni
nebo béhu, dokud se kosti zcela nezhoji.

B Pacient musi byt poucen, aby po operaci nepfetéZzoval implantat, aby se predeslo vzniku klinickych pro-
blému souvisejicich se selhanim implantatu.

2.6  Pouziti

2.6.1 Dokumentace

UZivatel sestavi operacni plan, ktery stanovuje a vhodnym zpisobem dokumentuje nasledujici:

B Volbu a rozméry komponent implantatu

W Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodd

Kazdé baleni obsahuje doplrikové Stitky, na kterych je uvedeno oznaceni, &islo vyrobku a - pokud se pouziva -
Cislo Sarze vyrobku.

» Tyto Stitky pouzijte pro dokumentaci v pacientové chorobopisu (pro nemocnici).

Pacient byl o zakroku poucen a bylo zdokumentovano, Ze je s nim srozumén.

2.6.2 Implantace

Zavedeni 3roubd, hackd a tyi spinalniho systému Ennovate Spinal System

Potfebné informace o implantaci systému implantatl naleznete v operacni pfirucce. Pfitom je zejména tieba

dbat na nasledujici:

B Viechny potfebné komponenty implantatu musi byt jiz pfipraveny.

W VSechny implantacni nastroje véetné specialnich nastroji systému implantati Aesculap musi byt kom-
pletni a pIné funkéni.

A\ VAROVANi
Nebezpedi poranéni pro pacienta v disledku poskozeni pedikularniho Sroubu pfi vyjmuti z obalu!
» P¥i spojovani pedikularniho Sroubu se Sroubovakem SZ262R se v zadném pFipadé nepfidrzujte za obal.

A\ VAROVANI

Riziko poranéni michy a nervovych kofenu pfi nespravné aplikaci!

Nebezpedi tézkého nebo smrtelného krvéceni v dusledku poranéni cév.

» Nastroje a implantaty (napf. pedikularni Srouby, ha€ky) nastavte a zavadéjte pod rentgenovou kon-
trolou nebo pomoci navigacniho systému.

» Zajistéte, aby pfi Sroubovani nedoslo k perforaci pfedni ¢i lateralni kortikalis.

» Zajistéte, aby nedochazelo k erodovani k velkych cév, aby pfi implantaci nedoslo k jejich prorazeni

na aby v disledku rozlomeni nebo migrace nedoslo po implantaci k poskozeni implantatu.

Zajistéte, aby nedochazelo v dusledku umisténi implantatu v blizkosti cév k jejich pulzatilni erozi.

Ujistéte se, Ze hacky jsou bezpecné umistény na anatomii.

§rouby pfi zavadéné do kosti zatéZujte pouze axialné. Vyvarujte se indukce bocnich sil pfi zavadéni Sroubu.
Neohybejte kovové implantaty kromé ty¢i Ennovate Spinal System.

Tyce neohybejte nadmérné a neohybejte je zpét.

K ohybani ty¢i pouzivejte pouze ohybaci nastroje z instrumentaria Ennovate Spinal System.

K Fezani ty¢i pouzivejte pouze fezaci nastroje z instrumentaria Ennovate Spinal System.

Tyce nefezejte na mistech, ktera jsou pro fezné nastroje pfilis ohnuta.

Nevytvarejte na kovovych implantatech Skrabance nebo ryhy.

/A\VAROVANI

Nebezpedi nedostateéné fixace v disledku nespravného umisténi tyce!

» Tyce se Sestihranem a Spickou vzdy umistujte tak, aby se Sestihran nebo Spicka nachazely mimo hlavu
implantatu.

Ohyb tye pFizplsobte anatomickému stavu.

Neprovadéjte ohyb tyce v oblasti hlavice Sroubu.

Dbejte na pravouhlé nastaveni hlavice Sroubu vzhledem k tycce a zkontrolujte je.

Dbejte na délku ty¢e na dné drazky a zkontrolujte ji.

YYVYVYY VY
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» K umisténi stavéciho Sroubu pouzivejte vzdy k tomu uréeny nastroj k nasazovani stavéciho Sroubu.

» K utahovani a uvolfiovani stavéciho Sroubu vzdy pouzijte k tomu uréeny Sroubovak ve spojeni s k tomu
uréenym antirotacnim nastrojem.

» Stavéci Srouby vzdy utahujte pomoci k tomu uréené momentové rukojeti.

/A VAROVANi

Nebezpedi zranéni v disledku neodborné montaze stavéciho Sroubu!

» Stavéci Sroub nasad'te spravné.

» Zkontrolujte, zda jsou tyce spravné umistény na dné drazky.

» Dotdhnéte stavéci Sroub momentovou rukojeti do slysitelného zaklapnuti.

/\VAROVANI

Nebezpedi poskozeni implantatu v dusledku silného dotaZeni, resp. nedostateéné fixace v dusledku pfili§

malého dotazeni stavéciho Sroubu!

» Pfed kazdym pouzitim zkontrolujte termin rekalibrace a udrzby v zaznamech o udrzbé momentové
rukojeti.

» Zajistéte, aby pracovni konec dfiku rukojeti momentového klice 10 N-m pfi utahovani nebo uvoliio-
vani stavécich Sroubl byl zcela umistén v otvoru stavécich $roubu.

» Utahovaci moment aplikujte pomalu a plynule do slysitelného zaklapani momentové rukojeti.

» K uvolnéni Sroubovaciho spoje pouzijte pevny Sroubovak.

A\ VAROVANI
Rozsifeni hlavy implantatu v dusledku dotaZeni aretacniho Sroubu bez pouZiti protidrzaku!
» K utahovani stavéciho Sroubu vidy pouZijte protidrzak.

» Pokud se hlava Sroubu pfi revizi vétsich Sroubd uvolni (polyaxidlni roub, polyaxialni fenestrovany $roub,
uniplanami $roub, Sroub Favored Angle 7,5 mm nebo vétsi), odstrafite zbyvajici komponentu Sroubu
pomoci stavéciho Sroubovaku.

Zavedeni spojek ty¢-ty¢ / pfiénych spojek Ennovate Spinal System

Pfi implantaci spojnic ty&i/pFiénych spojek Ennovate Spinal System se Fidte nize uvedenymi kroky:

» Spojnice tyCek/pficny stabilizator uchopte klestémi uréenymi k uchopeni pficného stabilizatoru resp. zava-
décim nastrojem pro spojnici ty€ek a umistéte na ty¢ku na misto naplanované operatérem.

/A\POZOR

NepouZitelna spojnice ty&i/pFicny stabilizatoru v disledku odstranéni blokovaciho Sroubu nebo jeho chy-

béni!

» Ze spojnice tyCifpfiéného stabilizatoru v Zadném pripadé nevysroubujte stavéci Srouby.

» Stavéci Srouby v zadném pfipadé &fite s jinymi komponentami spojnic tyci/pFiénych stabiliza-
tord.

» Spojnici ty¢i/pFi¢ny stabilizator pouZijte pouze tehdy, kdyz jsou k dispozici viechny stavéci Srouby.

» Pfed utazenim stavécich 3roubii zajistéte spravné umisténi spojnice ty&i/pFicného stabilizatoru.

/A\VAROVANI

Nebezpedi nedostateéné fixace v disledku nespravného umisténi tyce!

» Spojnici ty&i/pri€ny stabilizator umistujte vzdy tak, aby ty€ byla pIné zavedena do spojnice tyci/pFic-
ného stabilizatoru.

» Tyce umistujte vZdy tak, aby se Sestihranny konec a Spicka ty¢e nachazely mimo oblasti upnuti spoj-
nice ty¢i/pFiéného stabilizatoru.

» Kutahovani a uvolfiovani stavéciho Sroubu vzdy pouzijte k tomu uréeny Sroubovak s momentovym dfikem
5 N'm ve spojeni s k tomu uréenym protidrzakem.

/\VAROVANI
Nebezpeéi poranéni v disledku nespravného umisténi spojnice ty¢i!
» DodrZujte pofadi pfi dotahovani stavéciho Sroubu.

Zkontrolujte spravné usazeni.
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» Stavéci Srouby vzdy utahujte pomoci k tomu uréené momentové rukojeti 5 N-m.

» Pri otevienych spojnicich ty¢i nejprve utahnéte pomoci vyhrazené momentové rukojeti 5 N'm stavéci Sroub
oznaceny jako 1 a poté stavéci Sroub oznaceny ¢islem 2.

/\VAROVANI

Nebezpedi poskozeni implantatu v dusledku silného dotaZeni, resp. nedostateéné fixace v dusledku pfilis

malého dotazeni stavéciho Sroubu!

» Pred kazdym pouzitim zkontrolujte termin rekalibrace a udrzby v zaznamech o udrzbé momentové
rukojeti.

» Zajistéte, aby pracovni konec dfiku rukojeti momentového klice 5 N-m pfi utahovani nebo uvoliiovani

stavécich $roubu byl zcela umistén v otvoru stavécich $roubu.

Utahovaci moment aplikujte pomalu a plynule do slySitelného zaklapani momentové rukojeti.

Stavéci Srouby utahujte pomoci momentové rukojeti 5 N-m.

Spojnici ty¢i/pFiény stabilizator umistéte spravné.

Zajistéte, aby byly tyée upIné zavedeny do spojnice ty&i/pfi€ného stabilizatoru.

Zajistéte, aby do spojnice tyci/pFiéného stabilizatoru nebyla seviena zadn4 &ast mékkych tkani.

K uvolnéni Sroubovaciho spoje pouzijte pevny Sroubovak.

YV YYYYVYYVYY

Stavéci Srouby zatéZujte pfi utahovani nebo povolovani pouze axialné. Pfi dotahovani nebo povolovani
nevyvijejte na stavéci Srouby laterdlni sily.

Upevnéni fenestrovanych $roubl Ennovate Spinal System kostnim cementem

Ke zvyseni stability ukotveni Ize fenestrovany Sroub Ennovate zafixovat kostnim cementem. Pfi cementovani
je tfeba dodrzovat nasledujici pravidla:

Upozornéni

Nezacinejte cementovat, dokud nejsou vSechny Srouby vyrovndny a tyce sefizeny; cementovdni je vSak kaZdo-
pddné treba dokonéit pred zablokovdnim fenestrovaného Sroubu Ennovate!

A\ VAROVANI

Nebezpedi poskozeni implantétu resp. injekéni kanyly v dusledku aplikace pFilis velkych p¥iénych sil pro-
stfednictvim injekéni kanyly!

» Nezatézujte injekéni kanylu nadmérné v pFi¢ném sméru.

» Injekéni kanylu neohybejte.

Upozornéni

Po zacementovdni fenestrovaného Sroubu Ennovate jiz neni mozné pozici implantdtu ménit, nasadit repozicni
pdku nebo provddét korektury!

Upozornéni

Po zacementovdni fenestrovaného Sroubu Ennovate miZe byt odstranéni implantovaného Sroubu, zejména

v pripadech osteopenie, znacné ztiZzeno.

» Zkontrolujte konsistenci a viskozitu pouZitého kostniho cementu pfed nasazenim aplikatoru na injekéni
kanylu. DodrZujte pokyny pfi pfipravé kostniho cementu!

» Fenestrovany Sroub Ennovate zacementujte pouze cementem vhodnym k augmentaci Sroubi.



A\ VAROVANi

Riziko zdravotni ujmy v disledku uniku cementu!

» Preparaci a polohovani implantati provad&jte pouze pod vedenim zobrazovacich metod.

Zajistéte, aby drazky fenestrovaného Sroubu Ennovate byly zcela umistény uvnit¥ kosti.

Zajistéte, aby nedoslo k perforaci pediklu ¢i kortikalis.

Kortikalis nepenetrujte a zajistéte, aby protilehla kortikalis nebyla poskozena.

Fenestrovany Sroub Ennovate nezavadéjte resp. necementujte do zlomeného nebo ¢astecné reseko-

vaného obratlového téla. Predoperacné proved'te kontrolu pomoci CT tenkych vrstev.

» Injekéni kanylu nasad'te a zaSroubujte bez citelné vynaloZené sily do hlavy Sroubu Ennovate. Zajistéte,
aby osy pedikularni Sroubu a injekéni kanyly leZely ve stejné ose.

» Aplikaci cementu provadéjte pouze za pomoci vysoce kvalitni zobrazovaci prosvécovaci metody. Na
kazdy pedikularni Sroub pouZijte maximalné 2 ml cementu.

vvyyy

A\ VAROVANi
Nebezpedi zranéni v disledku nesnasenlivosti materialu!
» Poutzivejte pouze aplikacni systémy, které jsou vhodné pro pouZiti kostniho cementu.

A\ VAROVANI

Nebezpedi znedisténi blokovaciho zavitu/nedostateéné fixace pfi odstrafiovani aplikaéniho systému
v pFipadé nespravné viskozity cementu!

» Zajistéte spravnou viskozitu cementu.

A\ VAROVANI

Nebezpedi zneisténi rany v pfipadé nedostateéné ztvrdlého cementu! Nebezpedi slepeni zavitu stavéciho

Sroubu a z toho vyplyvajici nestability systému!

» DodrZujte spravny ¢as vytvrzovani.

» Referenéni hmotu ke zkousce konzistence smichejte s aplikovanym cementem.

» Zajistéte, aby pfed dosazenim koneéné pevnosti cementu nepusobily na implantaéni systém zadna
zatiZeni.

» K odstranéni injekéni kanyly nechejte cement tpIné ztvrdnout.

3.  Validovana metoda upravy

3.1  Vseobecné bezpecnostni pokyny

Upozornéni

Dodrzujte ndrodni zdkonné predpisy, ndrodni a mezindrodni normy a smérnice a také vlastni hygienické predpisy
pro tupravu.

Upozornéni

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

Upozornéni

Meéjte na paméti, Ze uspésnd tprava tohoto zdravotnického prostiedku mize byt zajisténa pouze po predchozi
validaci procest dpravy. Zodpovédnost za to nese provozovatel/subjekt provddéjici upravu.

Upozornéni

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

Upozornéni

Aktudini 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 Vyrobky k jednorazovému pouZziti

Nebezpeci poskozeni implantatu s katalogovym ¢&islem koncicim na TS v dusledku predsterilizaéni pripravy
a opakované sterilizace!

» Implantaty se zakoncenim katalogového Cisla TS nezpracovavejte a neresterilizujte.

3.3 Zivotnost

Stavéci Srouby a tyce

Biokompatibilita a zpracovatelnost byla vyrobcem ovérena po 500 cyklech opakovaného zpracovani.

Vyrobek Ize - pfi patfi¢né peclivosti a pokud je neposkozeny a Cisty - opakované zpracovat az 500krat. Za jaké-
koliv jiné opakované pouziti odpovida uzivatel.

Pecliva vizualni a funkéni kontrola pred kazdym pouzitim je nejlepsi prilezitosti k rozpoznani vyrobku, ktery jiz
neni déle funk¢ni, viz Revize.

Pedikularnich $roubi

Biokompatibilita a zpracovatelnost byla vyrobcem ovérena po 180 cyklech opakovaného zpracovani.

Vyrobek Ize - pfi patfi¢né peclivosti a pokud je neposkozeny a Cisty - opakované zpracovat az 180krat. Za jaké-
koliv jiné opakované pouziti odpovida uzivatel.

Pecliva vizualni a funkéni kontrola pred dalsim pouzitim je nejlepsi pfileZitosti k rozpoznani vyrobku, ktery jiz
neni déle funkéni, viz Revize.

3.4  Bezpecnostni pokyny k postupu pFedsterilizacni pfipravy specifické pro
vyrobek

OhroZeni moznosti resterilizace pfi znecisténi krvi, sekrety a kapalinami v priibéhu operace!

» K podavani implantatl pouzijte nové rukavice.

Systém k uloZeni implantati/sitovy ko3 udrzujte zakryty nebo uzavieny.

Systémy k uloZeni implantati/sitové ko3e dekontaminujte oddélené od sitovych ko3l na néstroje.

Neznecisténé implantaty se nesméji Cistit spolecné se znecisSténymi nastroji.

Pokud neni k dispozici systém k uloZeni implantatd, osetfujte komponenty implantatd jednotlivé a oddé-

lené. Pritom zabezpecte, aby se komponenty implantatu neposkodily.

» Komponenty implantatu Cistéte a dezinfikujte strojné.

» Intraoperativné znecisténé implantaty nepouzivejte opétovné.

OhroZeni schopnosti resterilizace v désledku pfimé nebo nepfimé kontaminace!

» Implantaty po pfimé nebo nepfimé kontaminaci krvi znovu pfedsterilizaéné nepfipravujte.

>
>
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3.5  Ruéni ¢isténi/dezinfekce

3.5.1 Manualni ¢isténi ultrazvukem a dezinfekce ponofenim

Faze Krok D t Kone.  Kvalita Chemikalie
[°C/°F]  [min] [%] vody

| Ultrazvukové &is- PT (stu- 5 2 PV Koncentrat, bez aldehydu, bez
téni dend) fenolu, pH ~ 9*
1] Mezioplach PT (stu- 1 - PV -
dena)
1 Dezinfekce PT (stu- 15 2 PV Koncentrat, bez aldehydu, bez
dend) fenolu, pH ~ 9*
\Y Zavérecny oplach PT (stu- 1 - DEV -
dena)
Vv Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimélné v kvalité
pitné vody)
PT: Pokojova teplota

*Doporuceno: BBraun Stabimed

Faze |

» \/yrobek Cistéte 5 minut v ultrazvukové lazni (frekvence 35 kHz). Zajistéte, aby byly viechny pfistupné
povrchy ponofeny a nedochazelo k akustickym stinim.

» K ¢isténi nepouzivejte kartace nebo jiné Cistici prostredky, které poskozuji povrchy.

Faze Il

» Oplachnéte viechny pfistupné povrchy pod tekouci vodou.

» Zcela vypustte veskerou zbyvajici vodu.

Faze Ill

» Nastroj tpIné ponofte do ¢isticiho a dezinfekéniho roztoku.

Faze IV

» Oplachnéte vSechny pfistupné povrchy pod tekouci vodou.

» Zcela vypustte veskerou zbyvajici vodu.

Faze V

» Ve fazi sueni vysuste vyrobek vhodnymi prostredky (napf. utérkami, stlatenym vzduchem).

U komponent implantatu s katalogovym ¢islem konéicim na T, které se sterilizuji opakované, vezméte v ivahu

nasledujici:

3.6 Strojni ¢isténi/dezinfekce s ruénim predcisténim

Upozornéni

Cistici a dezinfekéni pfistroj musi mit vyzkousenou a schvdlenou téinnost (napf. schvdleni FDA nebo oznaceni

CE podle normy DIN EN ISO 15883).

Upozornéni

Cistici a dezinfekéni pristroj pouzivany pro predsterilizaéni pfipravu musi byt pravidelné podrobovdn servisu a

kontrole.

3.6.1 Ruéni predCisténi s ultrazvukem

Faze Krok D t Konc.  Kvalita Chemikalie
[’c/°F]  [min] [%]  vody

| Ultrazvukové &is-  PT (stu- 5 2 PV Koncentrat, bez aldehydu, bez
téni dend) fenolu, pH ~ 9%
1] Oplachnuti PT (stu- 1 - PV -
dend)
PV: Pitna voda
PT: Pokojova teplota

*Doporuceno: BBraun Stabimed

Faze |

» \/yrobek Cistéte 5 minut v ultrazvukové lazni (frekvence 35 kHz). Zajistéte, aby byly viechny pfistupné
povrchy ponofeny a nedochazelo k akustickym stinim.

» K ¢isténi nepouzivejte kartace nebo jiné Cistici prostredky, které poskozuji povrchy.

Faze Il
» Nastroj dikladné oplachnéte/proplachnéte pod tekouci vodou (viechny pfistupné povrchy).

3.6.2 Strojni alkalické ¢iSténi a tepelna desinfekce
Typ pFistroje: jednokomorovy €istici/dezinfekéni pistroj bez ultrazvuku

Faze  Krok D t Kvalita Chemikalie
[C/°F1  [min]  vody
| Predmyti <2577 3 PV -
1l Cisténi 55/131 10 DEV ® Koncentrat, alkalicky:
- pH~13
- <5 % aniontové tenzidy
W 0,5 % pracovni roztok
- pH~11"
1] Mezioplach >10/50 1 DEV -
v Tepelna dezin- 90/194 5 DEV -
fekce
\ Suseni - - - Podle programu pro Cistici a dezinfekéni
pristroj
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimélné v kvalité
pitné vody)

*Doporuceno: Alkalicky ¢isti¢ BBraun Helimatic Cleaner

» Po strojovém Cisténi a desinfekei zkontrolujte vsechny viditelné povrchy, zda na nich nejsou zbytky.



3.7 Revize
» Vyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vihky vyrobek vysuste.

3.7.1 Vizualni kontrola

» Ujistéte se, Ze byly odstranény vSechny necistoty. Pfitom je potfeba dat pozor zejména na napf. licované
plochy, zavésy, dfiky, prohloubenda mista, vrtaci drazky.

» U znecisténych vyrobki: Proces ¢isténi/dezinfekce zopakuijte.

» Zkontrolujte vyrobek, zda neni poskozeny, napt. izolace, zkorodované, volné, ohnuté, rozlomené, popras-

kané, opotfebené, silné poskrabané a odlomené dily.

Zkontrolujte vyrobek, zda nechybi napisy nebo nejsou vybledIé.

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 vyradte a predejte technickému servisu spole¢nosti Aesculap, viz Technicky

servis.

vyvYyvYyYYvVYYy

3.7.2  Funkéni zkouska

» Zkontrolujte fungovani vyrobku.

» Zkontrolujte, zda viechny pohyblivé soudasti (napf. zavésy, zamky/zapadky, posuvné ¢asti atd.) spravné
funguji.

» Zkontrolujte kompatibilitu s pfisluSnymi vyrobky.

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

3.8 Baleni

» Vyrobek uloZte na pfislusné skladovaci misto nebo do vhodného sitového kose. Zajistéte ochranu ostfi
nastrojl.

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

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

3.9  Parni sterilizace
» Validovana metoda sterilizace
- Parni sterilizace frakcionovanou vakuovou metodou
- Parni sterilizator podle normy DIN EN 285 a validovany podle normy DIN EN ISO 17665
- Sterilizace se musi provést ve frakcionovaném vakuu pfi teploté 134 °C, doba plsobeni 5 min
» Pfi soucasné sterilizaci vice vyrobkii v parnim sterilizatoru: zajistéte, aby nebylo prekro¢eno maximalni
dovolené naloZeni parniho sterilizatoru podle tdajt vyrobce.

3.10 Skladovani

» Sterilné balené komponenty implantatl skladujte chranéné pfed prachem v suchém, tmavém a rovno-
mérné temperovaném prostoru.

4.  Technicky servis

A\ POZOR

Provadéni zmén na zdravotnickych prostfedcich miZe mit za nasledek ztratu zaruky/naroki ze zaruky
jakoz i pFipadnych povoleni.

» Na vyrobku neprovadéjte zmény.

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

4.1 Adresa servisni sluzby
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 servisti se dozvite prostfednictvim vyse uvedené adresy.

5. Likvidace

A\ VAROVANI

Nebezpedi infekce zplsobené kontaminovanymi vyrobky!

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

Wrobek musi byt pred likvidaci zpracovdn provozovatelem, viz Validovand metoda tpravy.

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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