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AESCULAP’® Ennovate” Cervical & SecureSpan®

Instructions for use/Technical description

Implant system for posterior, occipital, cervical and thoracic stabilization

Note for U.S. users

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

Gebrauchsanweisung/Technische Beschreibung

Implantatsystem zur posterioren, okzipitalen, zervikalen und thorakalen Stabilisierung

Mode d'emploi/Description technique

Systeme d'implants pour la stabilisation postérieure, occipitale, cervicale et thoracique
Instrucciones de manejo/Descripcion técnica

Sistema de implantes para la estabilizacion posterior, occipital, cervical y toracica

Istruzioni per I'uso/Descrizione tecnica

Sistema d'impianto per la stabilizzazione posteriore, occipitale, cervicale e toracica

Instrugdes de utilizagdo/Descrigdo técnica

Sistema de implante para a estabilizagdo posterior, occipital, cervical e toracica
Gebruiksaanwijzing/Technische beschrijving

Implantaatsysteem voor posterieure, occipitale, cervicale en thoracale stabilisatie
Brugsanvisning/Teknisk beskrivelse

Implantatsystem til posterior, occipital, cervical og torokal stabilisering

Bruksanvisning/Teknisk beskrivning

Implantatsystem fér bakre, occipital, cervikal och torakal stabilisering

Kéyttoohje/Tekninen kuvaus

Implanttijarjestelmd, joka on tarkoitettu posterioriseen, oksipitaaliseen, servikaaliseen ja torakaaliseen sta-
bilointiin

Kasutusjuhend/Tehniline kirjeldus

Implantaadisiisteem posterioorseks, oktsipitaalseks, kaela- ja rinnaliilide stabiliseerimiseks
Lietosanas instrukcijas/tehniskais apraksts

Implantu sistéma aizmugures, pakausa, kakla un krisu kurvja stabilizé3anai

Naudojimo instrukcija/techninis aprasas

Implanty sistemos, skirtos posteriorinei, okcipitalinei, cervikalinei ir torakalinei stabilizacijai
WHcTpyKuma no npumennio/TexHu4yeckoe onncaHmne

Cuctema MMNNaHTaLWM ANA CTabunmsaumnm 3aJiHero, 3aTbiJIOYHOTO, LLIePBUKaNbHOTO U IPYAHOTO
oT/ena NO3BOHOUHVIKa

Navod k pouZiti/Technicky popis

Implantaéni systém pro posteriorni, okcipitalni, cervikalni a thorakalni stabilizaci

Instrukcja uzytkowania/Opis techniczny

System implantu do stabilizacji tylnej, potylicznej, szyjnej i piersiowej

Navod na pouzitie/Technicky opis

Implantatovy systém pre zadnu, zahlavnd, krént a hrudnu stabilizaciu

Hasznalati utmutato/Miiszaki leiras

Implantatumrendszer poszterior, okcipitalis, cervikalis és torakalis stabilizaldshoz

Navodila za uporabo/Tehniéni opis

Sistem vsadkov za posteriorno, okcipitalno, cervikalno in torakalno stabilizacijo

Upute za uporabu/Tehnicki opis

Sustav implantata za posteriornu, okcipitalnu, cervikalnu i torakalnu stabilizaciju

Manual de utilizare/Descriere tehnica

Sistem de implant pentru stabilizare posterioard, occipitala, cervicala si toracica

YnbTBaHe 3a ynotpe6a/TexHuuecko onucanue

MMnnanTHa cucTema 3a NOCTEPUOPHA, OKLMNUTaNHA, LiepBUKanHa v TopakanHa crabunusauma
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Posterior, oksipital, servikal ve torasik stabilizasyon icin implant sistemleri
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AESCULAP® Ennovate® Cervical & SecureSpan”
Implant system for posterior, occipital, cervical and thoracic stabilization

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 Cervical and SecureSpan implants for posterior, occipital, cervical and

thoracic stabilization:

» 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 prod-
uct. Safety messages are labeled as follows:

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

/N\ 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

2.1.1 Materials

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

M ISOTAN® titanium forged alloy Ti6AI4V according to 1SO 5832-3

M ISODUR® cobalt-chromium forged alloy CoCrMo according to ISO 5832-12

M ISOTAN®; pure titanium according to I1SO 5832-2

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

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

2.2 Areas of use and limitations of use

2.2.1 Intended use

The Ennovate Cervical Spinal System implants are used for the posterior monosegmental and multisegmental stabi-
lization of the occipitocervical junction and of the cervical and upper thoracic spine.

The system consists of:

Occiput plates and screws

Rods

Polyaxial screws

Bone screws

Set screws

Hook

Cross connectors (head-to-head cross connectors, rod-to-rod cross connectors)

Other connectors

Laminoplasty plate

The Ennovate Cervical laminoplasty plate is intended for use in the cervical spine (C3-C6) after a unilateral lamino-
plasty has been performed. It is fixated to the lamina with the SecureSpan screws.

Surgically installed implants serve to support the normal healing process. They are not supposed to replace normal
body structures or to support permanent loads that occur in cases where healing does not occur. The laminoplasty
plate should be used with a stabilization block (by e.g. a bone graft).

Appropriate implant components from Ennovate Spinal System (e.g. rods) can also be used. Special instruments must
be used for implanting these components, as well as for the distraction, compression and reduction of the thoraco-
lumbar spine.

2.2.2 Indications

The Ennovate Cervical Spinal System implants are used for:
W Fractures

B Degenerative instability

W Post-trauma instability

® Tumors

B Degenerative cervical myelopathy due to multilevel subaxial spinal canal stenosis (Ennovate Cervical lamino-
plasty plate and SecureSpan laminoplasty screws)

Note

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

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, osteopenia, severe osteoporosis, 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 occupational
activity

W Cases not listed under indications

Additional contraindications for the unilateral laminoplasty:

Cervical kyphosis or instability, bilateral radiculopathy due to foraminal stenosis, involvement of C2 or C7.

Single or two-level spondylosis without developmental spinal canal stenosis

Usage under any direct load bearing conditions

Isolated radiculopathy

Loss of anterior column support resulting from tumor, trauma, or infection

Focal anterior compression

2.2.4 Relative contraindications

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

requires precise, individual assessment by the surgeon:

B Medical or surgical conditions that could negatively impact the success of the implantation, including wound
healing disorders, for example fever

m Conditions that could subject the spine and implants to excessive pressure; for example, pregnancy, obesity, neu-
romuscular diseases or disorders

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

2.3 Risks, adverse effects and interactions
As part of the legal duty to inform, the following typical risks, interactions and side effects are pointed out.
Possible risks, side effects and interactions of the application currently known to the manufacturer are:
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
m Changes in the physiological curvature of the spine
B Neurological disorders
W Pain or indisposition, reduced tolerance for exercise
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 - reduced joint mobility and flexibility
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

Stabilization block resorption (if bone graft is used for laminoplasty)

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 training,
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 responsi-
ble 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 tech-
niques, 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

W incorrect surgical technique

B incorrect combination of implant components

W combination not approved by Aesculap with components from other manufacturers

W 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 regard-
ing the use of the product.

2.4.2 Product-specific safety information

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

» Only use Aesculap implant components from the Ennovate and SecureSpan systems.

The following warnings, precautions and side effects must be understood by the surgeon and explained to the

patient:

W 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.

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

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

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

» Do not bend metallic implants, except the rods and occipital plate. Bending the screws will significantly shorten
their service life and could cause premature implant failure.

» When shaping the rod, avoid scoring or scratching the product and bending it back and forth.

» Use the Securespan system with a stabilization block.

/\ 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.

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

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

B Damage to the load-bearing structures of the implant can lead to loosening of components, dislocation, migra-
tion, and other severe complications.

W Damage to load-bearing bone structures can result in loosening of the components, bone or implant fractures
or other acute complications.

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

» After the operation inform the individual patient on potential risks.

» After the operation initiate moderate mobility and muscle training for the patient.

» Follow the instructions for use of the individual Aesculap implant components, see Implantation.

Products with article number ending in “KS" (e.g. SQ007KS)

Note
The product is made of CoCrMo. The material contains cobalt.



Ambient conditions
The following environmental conditions apply to the use of the product:

Temperature 10 °C to 40 °C

Relative humidity 30 % to 75 %

Atmospheric pressure 700 hPa to 1 060 hPa

2.4.3 Sterility

Non-sterile products

The SecureSpan screws needed for the laminoplasty are supplied in an unsterile condition.

The screws are packaged individually.

» Store the screws in their original packaging and only remove them from their original and protective packaging
immediately prior to processing.

» Use the implant system storage devices for sterilization and sterile setup.

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

» Ensure that the screws are not damaged in any way.

Prior to initial sterilization and subsequent resterilization, the implant components must be cleaned using the fol-
lowing validated reprocessing procedure described below.

Sterile single-use products

All implants of the Ennovate Cervical System are provided as sterile single use implants. The products have been radi-
ation-sterilized and are supplied in sterile packaging.

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

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

» Do not reuse the product.

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

» Do not reprocess the product.

2.5 Patient education

Within the framework of the patient education, the relevant circumstances needed for consent must be explained
to the patient in accordance with their level of understanding, pre-existing knowledge and need for information.
This includes:

B Diagnosis, procedure and risk clarification

W Operative procedure

W Advantages and disadvantages of the procedure

B All alternative procedures that can be considered

The patient must be properly informed about the procedure and in particular about the following information:
W Delayed healing or incomplete fusion can cause the implant to fracture or loosen as a result of the extreme load
to which it is subjected.

The life-span of the implant depends on the patient's body weight.

The implant components must not be overloaded by extreme strains, hard physical labor or sports.
Corrective surgery may be necessitated by implant loosening, fracture or loss of correction.

Smokers present an increased risk of bone fusion failure.

The patient must undergo medical check-ups of the implant components at regular intervals.

3.  Application

3.1  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

W 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).
3.2  Implantation

/\ WARNING

All the risks related to the implantation are described in detail in the corresponding instruments' instruction
for use!

» Thoroughly read the instruments' instructions for use before using any implant.

» Implant all implants of the Ennovate Cervical system only with Ennovate Cervical instruments.
» Implant SecureSpan screws only with Securespan instruments.
The surgical technique is described in detail in following documents:

Art. no. Designation

TA015763 IFU ENNOVATE CERVICAL BASIC INSTRUMENTS

TA015762 IFU ENNOVATE CERVICAL NAVIGATED INSTRUMENTS
TA015760 IFU ENNOVATE CERVICAL INSTRUMENTS FOR OCCIPITAL FIXATION
TA015761 IFU ENNOVATE CERVICAL C1/C2 INSTRUMENTS

TA015766 IFU ENNOVATE CERVICAL MIS INSTRUMENTS

TA015755 IFU ENNOVATE CERVICAL TRAYS

TA013082 IFU SECURESPAN

TA013131 IFU SECURESPAN INSTRUMENTS

003102 ENNOVATE CERVICAL - SURGICAL TECHNIQUE

003202 ENNOVATE CERVICAL NAVIGATION - SURGICAL TECHNIQUE
003302 ENNOVATE CERVICAL MIS - SURGICAL TECHNIQUE

047602 SECURESPAN - SURGICAL TECHNIQUE

» Note the following in particular:
- All requisite implant components must be ready to hand.
- All the implantation instruments, including the special Aesculap implant system instruments, must be com-
plete and in working order.

4.  Validated reprocessing procedure

The validated reprocessing procedure applies to the SecureSpan screws, which are single use implants provided in
an unsterile condition.

» Do not reuse the product.

All other implants are provided as sterile single use implants.
» Do not reprocess the product.

4.1  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 relevant
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 oper-
ator/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.

4.2  Limitations on reprocessability
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.

4.3 Product-specific safety information on the reprocessing method
» Use the implant system storage devices only for sterilization and sterile setup.

» Use a suitable tray for cleaning/disinfection.

» Ensure that the implant components do not come into contact with each other.

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

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.

4.4  Manual cleaning/disinfection
4.4.1 Manual cleaning with ultrasound and immersion disinfection

Phase  Step T t Conc.  Water Chemistry
[°C/’Fl  [min] [%]  quality

| Ultrasonic cleaning RT 5 2 D-W Concentrate, aldehyde-free,
(cold) phenol-free, pH ~ 9*
Il Intermediate rinse RT 1 - D-W -
(cold)
n Disinfection RT 15 2 D-W Concentrate, aldehyde-free,
(cold) phenol-free, pH ~ 9*
v Final rinse RT 1 - FD-W -
(cold)
\ Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, microbiological, at least drinking water quality)
RT: Room temperature
*Recommended: BBraun Stabimed fresh
Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for 5 min. Ensure that all accessible 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 llI
» Fully immerse the product 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).

4.5 Mechanical cleaning/disinfecting with manual pre-cleaning

Note

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

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

4.5.1 Manual pre-cleaning with ultrasound

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

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

“Recommended: BBraun Stabimed fresh



Phase |
» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for 5 min. Ensure that all accessible 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 product thoroughly (all accessible surfaces) under running water.

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

Phase  Step T t Water Chemical
[°C/°F1  [min]  quality
| Prerinse <25[77 3 D-W -
I Cleaning 55/131 10 FD-W H Concentrate, alkaline:
- pH=13
- <5 % anionic surfactant
m working solution 0.5%
- pH=11"
1] Intermediate rinse >10/50 1 FD-W -
v 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 alcaline

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

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

4.6.1 Visual inspection

» Ensure that all soiling has been removed. In particular, pay attention to mating surfaces, 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.

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

v

vvyyvyy

4.6.2 Functional test

» Check that the product functions correctly.

» Check for compatibility with associated products.

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

4.7  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.

4.8  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.

4.9 Storage

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

4.9.1 Ambient conditions
The following environmental conditions apply to the transport and storage of the product:

Temperature 10 °C to 40 °C
Relative humidity 30 % to 75 %
Atmospheric pressure 700 hPa to 1 060 hPa

5. 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.

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.

6. 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 pack-
aging.

TA015777  2021-07  Change No. 64619



AESCULAP® Ennovate® Cervical & SecureSpan”

Implantacni systém pro posteriorni, okcipitalni, cervikalni a thorakalni
stabilizaci

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 Cervical a SecureSpan pro posteriorni, okcipitalni, cervikalni a
torakalni stabilizaci:

» Navody k pouziti pro konkrétni vyrobky a informace o kompatibilité materiali 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 pou-

Zivani vyrobku. Vystrazna upozornéni jsou oznacena nasledujicim zpisobem:

A\ NEBEZPEC|
Oznaluje mozné hrozici nebezpedi. Pokud mu neni zabranéno, mize mit za nasledek smrt nebo nejzavaznéjsi
zranéni.

/\VAROVANI
Oznacuje mozné hrozici nebezpedi. Pokud mu neni zabranéno, muze mit za nasledek lehka nebo stfedné zra-
néni.

A\ POZOR
Oznacuje mozné hrozici vécné Skody. Pokud tomu neni zabranéno, nasledkem muize byt posk i vyrobku.

2. Klinické pouziti
Upozornéni

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

2.1 Popis vyrobku

2.1.1 Material

Materialy pouzité u implantatd jsou uvedeny na baleni:

M ISOTAN® titanova kujna slitina Ti6AI4V podle ISO 5832-3

M ISODUR® kobalt-chromova kujna slitina CoCrMo podle I1SO 5832-12

W ISOTAN®; ¢isty titan podle ISO 5832-2

Titanové implantaty jsou potazené barevnou oxidovou vrstvou. Maze dojit k mirnym zménam barev, nema to viak
Zadny vliv kvalitu implantatu.

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

2.2 Oblasti pouziti a omezeni pouziti

2.2.1  Urceni ucelu

Implantaty kréni patefe systému Ennovate se pouZivaji k posteriorni monosegmentalni a multisegmentalini stabili-
zaci okcipitocervikalniho spojeni a kréni a horni hrudni patere.

Systém se sklada z:

Okcipitalni dlahy a Srouby

Tyci

Polyaxialnich Sroubt

Kostni Srouby

Nastavovacich Sroubt

Hacku

Kfizovych spojek (kFizové spojky hlavice-hlavice, kfiZzové spojky tyé-ty¢)

Dal3ich spojek

Laminoplastické desticky

Cervikalni laminoplastickd desti¢ka Ennovate je uréena k pouziti v kréni patefi (C3-C6) po provedeni jednostranné
laminoplastiky. Pfipeviiuje se k laminé pomoci Sroubl SecureSpan.

Chirurgicky instalované implantaty slouzi jako podpora normalniho procesu hojeni. Nejsou urceny k nahradé nor-
malni struktury téla ani k podpofe trvalého zatizeni v pfipadech, kdy nedochazi k hojeni. Laminoplasticka desticka
by méla byt pouZita se stabilizaénim blokem (napf. kostnim $tépem).

Vhodné soucasti implantatu patefniho systému Ennovate Ize rovnéz pouzit (napf. ty¢e). K implantaci téchto kompo-
nent a k distrakei, kompresi a redukci thorakalni a lumbalni patefe musi byt pouZity specialni nastroje.

2.2.2 Indikace

Implantaty cervikdlniho spindlniho systému Ennovate se pouzivaji v pfipadech jako jsou:

B Zlomeniny

Degenerativni nestabilita

Posttraumaticka nestabilita

Nadory

Degenerativni cervikalni myelopatie v dsledku vicedroviiové stendzy patefniho kanalu (Ennovate Cervical dlaha
pro laminoplastiku a SecureSpan Srouby pro laminoplastiku)

Upozornéni
Vyrobce neni odpovédny za jakékoli pouZiti vyrobku v rozporu se stanovenymi indikacemi a/nebo popsanymi aplika-
cemi.

2.2.3 Absolutni kontraindikace
Nepouzivejte v nasledujicich pripadech:

W Teézka poskozeni kostni struktury patere, ktera by mohla branit stabilni implantaci soucasti implantatu; napfiklad
osteopenie, zavazna osteoporéza, Pagetova nemoc, kostni nadory atd.

B Metabolické nebo degenerativni kostni onemocnéné, které mize narusit stabilni ukotveni systému implantatu

B Znama alergie nebo citlivost na material implantatu

W Akutni nebo chronické vertebralni infekce mistni nebo systémové povahy

] Up\né nedodrzovani nebo omezené dodrzovani pokynu |ékafe ze strany pacienta, obzvlasté v pooperaéni fazi,

veetné omezeni pohybu ve formé fyzického cviceni nebo aktivity v zaméstnani
W Pripady neuvedené v ¢asti indikaci
Daldi kontraindikace jednostranné laminoplastiky:
W Cervikalni kyfoza nebo nestabilita, bilateralni radikulopatie zpisobena foraminalni stendzou, postizeni C2 nebo
C7.
Jedno nebo dvoutroviiova spondyléza bez stenézy vyvojového spinalniho kandlu
Pouziti za jakychkoli podminek pfimého zatizeni
Izolovana radikulopatie
Ztrata podpory predniho sloupce v disledku nadoru, traumatu nebo infekce
Fokalni predni komprese

2.2.4 Relativni kontraindikace

Za nasledujicich okolnosti mlze pouZiti systému implantatu predstavovat zvySené klinické riziko, a proto vyZaduje

presné, individudlni hodnoceni chirurgem:

B Zdravotni nebo chirurgické podminky, které mohou negativni ovlivnit uspéSnost implantace, véetné poruch
hojeni zranéni, napfiklad horecky

W Podminky, které mohou vystavit patef nebo implantat pisobeni nadmérného tlaku; napfiklad téhotenstvi, obe-
zita, neuromuskularni onemocnéni nebo poruchy

W Obecné Spatny stav pacienta, napfiklad zavislost na omamnych latkach nebo alkoholu

2.3 Rizika, vedlejsi ucinky a interakce
V ramci zakonné informacni povinnosti zdiiraziujeme nasledujici typicka rizika, interakce a vedlejsi a¢inky.
Mozna rizika a vedlejsi ucinky a vzajemné pisobeni aplikace, ktera jsou vyrobci v sou¢asnosti znama, jsou:
W Poskozeni implantatu zplsobené nadmérnym zatizenim:
- Deformace nebo ohnuti
- Uvolnéni
- Prasknuti
m Spatnou stabilizaci, vyZadujici naslednou revizni operaci nebo chirurgicky zakrok k odstranéni systému implan-
tatu
§patné nebo zpomalené propojeni
Infekce
Fraktura tél obratle
Poranéni sousednich struktur, zejména:
- nervovych kofenl
- michy
- cév
- organl
Zmény fyziologického zakfiveni patere
Neurologické poruchy
Bolest nebo indispozice, snizend tolerance cviceni
Burzitida
Ubytek hustoty kosti z divodu vyhybani se zatizeni
Atrofie/fraktura kosti nad nebo pod operovanou sekei patefe
Omezena fyzicka schopnost - snizena pohyblivost kloubi a flexibilita
Pretrvavani pfiznaka, které byly oSetfeny implantatem
Paréza
Nasledna operace k odstranéni systému implantatu
Alergie nebo precitlivélost na kovové / cizi téleso
Duralové slzy
Meningitida
Resorpce stabiliza¢niho bloku (pokud se pro laminoplastiku pouZiva kostni $tép)

2.4  Bezpecnostni pokyny

2.4.1 Klinicky uzivatel

Vseobecné bezpecnostni pokyny

Aby se predeslo skodam v dusledku neodborné pfipravy 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.

» \iyrobek a prislusenstvi mohou pouzivat vyhradné osoby s patfiénym vzdélanim, znalostmi a zkusenostmi.
» Novy vyrobek z vyroby ¢i nepouzity vyrobek skladujte na suchém, Cistém a chranéném misté.

» Navod k pouziti uchovavejte na misté pfistupném pro uzivatele.

Upozornéni
Uzivatel je povinen vSechny zdvaZzné uddlosti, které vznikly v souvislosti s vyrobkem nahldsit vyrobci a kompetentnimu
Uradu stdtu, ve kterém md uZivatel sidlo.

Pokyny k operaénim zakrokim

Uzivatel nese zodpovédnost za odborné provedeni opera¢niho zakroku.

Predpokladem pro tspésné pouzivani tohoto vyrobku je patfi¢né klinické vzdélani i teoretické a praktické zvladnuti
potfebnych operacnich technik, véetné pouzivani tohoto vyrobku.

Aesculap neodpovida za komplikace zplsobené:

B Nespravnou indikaci nebo volbou implantatu

Nespravnym operacnim postupem

Nespravnou kombinaci komponent implantatu

Kombinaci s komponenty jinych vyrobcl, neschvalenou spole¢nosti Aesculap

Prekro¢enim mezi tykajicich se zplsobu zachazeni nebo nedodrzenim zakladnich medicinskych opatfeni
Uzivatel je povinen vyzvednout si informace u vyrobce, pokud existuje nejasna predopera¢ni situace ohledné pouZziti
vyrobku.

2.4.2 Bezpecnostni informace specifické pro vyrobek

Riziko poskozeni soucasti implantatu v dlsledku kombinace se sou¢astmi implantatt od jinych vyrobed.

» Pouzivejte vyhradné Aesculap komponenty implantatu ze systémi Ennovate a SecureSpan.

Chirurg musi pochopit a pacientovi vysvétlit nasledujici vystrahy, bezpe¢nostni opatfeni a vedlejsi ucinky:

® Komponenty implantatu byly testovany a schvéleny v kombinaci se sou¢astmi od spolecnosti Aesculap. Pokud
budou pouzity jiné kombinace, je odpovédnost za takovou akei vyhradné na operujicim chirurgovi.

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

» Nepouzivejte implantaty, na kterych jsou pfilepeny cizi ¢astice.

» Nekombinujte komponenty implantatu z nerezové oceli se sou¢astmi vyrobenymi z titanu, protoze to urychluje
proces koroze u nerezové oceli, coz mlze vést k selhani implantatu v dusledku anavy materialu.

» Kovové implantaty neohybejte, s vyjimkou ty¢i a okcipitalni desticky. Ohybani Sroubl vyrazné zkracuje jejich
Zivotnost a mohlo by zpisobit pfed¢asné selhani implantatu.

» Pfi tvarovani tyce se vyvarujte poskozeni nebo poskrabani produktu a ohybani sem a tam.

» Pouzijte systém Securespan se stabilizacnim blokem.

A\ VAROVANi

Implantat nebyl testovan z hlediska bezpeénosti a kompatibility v prostfedi magnetické rezonance. Nebyl tes-
tovan z hlediska zahFati, pohybu a obrazovych artefakti pfi vySetfeni magnetickou rezonanci. Skenovani paci-
enta s timto implantatem pomoci MR muzZe vést k poranéni pacienta.

WV pfipadech zpomaleného hojeni mize Uinava materialu vést k poskozeni implantatu.

B O odstranéni nasazenych komponent implantatu rozhoduje osetfujici lékaf.

W Poskozeni hmotnost nesoucich struktur implantdtu mohou zpisobit uvolnéni komponent, dislokaci a migraci
jakoz i jiné tézké komplikace.

B Poskozeni nosnych kostnich struktur mize vést k uvolnéni soucasti, zlomeninam kosti nebo implantatu nebo
jinym akutnim komplikacim.

m Komponenty implantatu se i pfes Gplné vytvrzeni kosti stale mohou ohnout, poskodit nebo uvolnit.

» Po operaci informujte pacienta o moznych rizicich.

» Po operaci zahajte u pacienta mirnou mobilitu a svalovy trénink.

» Seznamte se s navodem k pouZiti pfisluSnych soucasti individualniho implantatu Aesculap, viz Implantace.

Vyrobky s katalogovym ¢&islem konéicim na ,KS" (napf. SQ007KS)

Upozornéni
Wyrobek je vyroben z CoCrMo. Materidl obsahuje kobalt.



Podminky prosttedi
Pro pouzivani vyrobku plati nasledujici okolni podminky.

Teplota 10°Caz 40 °C

Relativni vihkost vzduchu 30 % az 75 %

Atmosféricky tlak 700 hPa az 1 060 hPa

2.4.3 Sterilita

Nesterilni vyrobky

Srouby SecureSpan potiebné k laminoplastice se dodavaji v nesterilnim stavu.
Srouby jsou baleny jednotlivé.

» Srouby skladujte v pivodnim obalu a vyjméte je z pivodniho a ochranného obalu a? bezprostfedné pred pouzi-
tim.

» Ke sterilizaci a steriliza¢ni pfipravé pouzivejte tlozné zafizeni implantaé¢niho systému.

» Zajistéte, aby Srouby ve svych tloZnych zafizenich implantaéniho systému nepfichazely do styku mezi sebou nebo
s nastroji.

» Ujistéte se, Ze Srouby nejsou nijak poskozeny.

Pred prvotni sterilizaci a naslednou resterilizaci musi byt souc¢asti implantatu vycistény za pouziti nasledujiciho vali-

dovaného postupu pro opétovné pouziti.

Sterilni vyrobky na jedno pouziti

Vsechny implantaty cervikalniho systému Ennovate jsou dodavany jako sterilni implantat na jedno pouZziti. Produkty

jsou sterilizované zafenim a jsou dodavany ve sterilnim baleni.

» NepouZivejte nikdy vyrobek z otevieného nebo poskozeného sterilniho baleni.

» Vyrobek po uplynuti doby pouZitelnosti jiz nepouzivejte.

» Vyrobek nepouzivejte opakované.

PFedsteriliza¢ni pfiprava vyrobku ma na funkénost negativni vliv. Zne¢isténi a/nebo omezeni funkénosti vyrobkd

muze vést k irazu nebo onemocnéni a nasledkem maze byt smrt!

» Viyrobek predsterilizaéné nepfipravujte.

2.5 Pouceni pacienta

V ramci pouceni pacienta musi byt pacient v€as poucen podle své urovné pochopeni, pfedchozich znalosti a potfeb-
nych védomosti o viech okolnostech potfebnych k souhlasu. To obsahuje:

W Pouceni o diagndze, pribéhu a rizicich

W Operacni postup

B Vyhody a nevyhody zakroku

W VSechny alternativni postupy pfichazejici v tvahu

Pacientovi musi byt vysvétlen zakrok a zejména nasledujici informace:

P¥i opozdéné nebo nedokoncené fuzi se implantaty mohou pfi vysokych zatizenich uvolnit a zlomit.
Zivotnost implantatu je zavisla na télesné hmotnosti.

Komponenty implantatu nesméji byt pretézované extremnimi zatizenimi, tézkou fyzickou praci a sportem.
P¥i uvolnéni implantatu, zlomeni implantatu a ztraté korekce muze byt potiebna revizni operace.

U kufaku je zvySené nebezpedi, Ze se fuze nedokondi.

Pacient se musi podrobovat pravidelnym Iékafskym kontroldm komponent implantatu.

3. Pouziti

3.1  Dokumentace

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

W Volbu a rozméry komponent implantatu

B Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodd

Kazdé baleni obsahuje dopliikové stitky, na kterych je uvedeno oznaceni, ¢islo vyrobku a - pokud se pouziva - ¢islo
Sarze vyrobku.

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

3.2 Implantace

/\VAROVANI

Vsechna rizika spojena s implantaci jsou podrobné popsana v pFislusném navodu k pouziti nastroji!

» Pred pouZitim jakéhokoli implantatu si dikladné pFeététe pokyny k pouziti nastroju.

» Viechny implantaty cervikalniho systému Ennovate implantujte pouze za pouZiti cervikalnich nastroju Ennovate.

» Srouby SecureSpan implantujte pouze pomoci néstrojii Securespan.
Chirurgicka technika je popsana v nasledujicich dokumentech:

Kat. ¢. Oznaceni

TA015763 ZAKLADNI CERVIKALNI NASTROJE IFU ENNOVATE

TA015762 NAVIGOVANE CERVIKALNi NASTROJE IFU ENNOVATE
TA015760 NAVOD K POUZITI NASTROJU PRO OKCIPITOCERVIKALN] FIXACI ENNOVATE
TA015761 CERVIKALNi NASTROJE IFU ENNOVATE PRO C1/C2

TA015766 CERVIKALNi NASTROJE IFU ENNOVATE MIS

TAO15755 CERVIKALNi ZASOBNIKY ENNOVATE

TA013082 IFU SECURESPAN

TA013131 NASTROJE IFU SECURESPAN

003102 CERVIKALNi CHIRURGICKA TECHNIKA ENNOVATE

003202 CERVIKALNi NAVIGOVANA CHIRURGICKA TECHNIKA ENNOVATE
003302 CERVIKALNi CHIRURGICKA TECHNIKA ENNOVATE MIS

047602 CHIRURGICKA TECHNIKA SECURESPAN

» Vezméte prosim na védomi zejména nasledujici:
- VSechny potfebné soucasti implantatu musi byt pfipraveny k pouZziti.
- VBechny implantaéni nastroje, véetné specialnich nastrojii implantatového systému Aesculap musi byt kom-
pletni a funkéni.

4.  Validovana metoda upravy

Validovany postup pro opétovné pouziti se vztahuje na Srouby SecureSpan, které jsou dodavany v nesterilnim stavu
pro implantaty na jedno pouziti.

» Vyrobek nepouzivejte opakované.

Vsechny ostatni implantaty jsou dodavany jako sterilni jednorazové implantaty.

» \iyrobek predsteriliza¢né nepfipravujte.

4.1  Vseobecné bezpecnostni pokyny

Upozornéni

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

Upozornéni

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

Upozornéni

Méjte na paméti, Ze uspésnd uprava tohoto zdravotnického prostredku maize byt zajisténa pouze po predchozi validaci
procest upravy. Zodpovédnost za to nese provozovatel/subjekt provddéjici ipravu.

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 sterilizacéniho kontejneru Aesculap.

4.2 Omezeni opétovného pouziti

Vlivy predsterilizacni pfipravy vedouci k poskozeni vyrobku nejsou znamy.

Nejlepsi moznosti, jak rozpoznat jiz nefunkéni vyrobek, je pecliva vizudlni a funkéni kontrola pred dalsim pouzitim,
viz Revize.

4.3  Bezpecnostni pokyny k postupu predsterilizacni pfipravy specifické pro
vyrobek

» Ke sterilizaci a steriliza¢ni pfipravé pouzivejte pouze Ulozné zafizeni implantacniho systému.

» K ¢isténi/desinfekei pouZivejte pouze sitovy ko3 vhodny k ¢isténi.

» Zajistéte, aby soucasti implantatl nepfichazely do styku mezi sebou.

» Zajistéte, aby se komponenty implantatu nemohly v Zadném pfipadé poskodit.

Ohrozeni moznosti resterilizace pfi zneisténi krvi, sekrety a kapalinami v pribéhu operace!

» K podavani implantatl pouzijte nové rukavice.

Systém k ulozeni implantati/sitovy kos udrZujte zakryty nebo uzavieny.

Systémy k uloZeni implantatd/sitové kose dekontaminujte oddélené od sitovych kosd na nastroje.

Neznedisténé implantaty se nesméji Cistit spolecné se znecisténymi nastroji.

Pokud neni k dispozici systém k uloZeni implantatd, osetfujte komponenty implantatd jednotlivé a oddélené. Pri-
tom zabezpecte, aby se komponenty implantatu neposkodily.

» Komponenty implantatu &istéte a dezinfikujte strojné.

» Intraoperativné zne¢isténé implantaty nepouzivejte opétovné.

>
>
>
>

OhroZeni schopnosti resterilizace v disledku pfimé nebo nepfimé kontaminace!
» Implantaty po pfimé nebo nepfimé kontaminaci krvi znovu predsterilizaéné nepfipravujte.

4.4  Ruéni ¢isténi/desinfekce
4.4.1 Rucéni ¢isténi ultrazvukem a ponofenim do desinfekéniho prostfedku

Faze Krok T t Konc.  Kvalita Chemie
[°C/°F]  [min] [%]  vody

| Ultrazvukové &isténi RT (stu- 5 2 PV Koncentrat, bez aldehydu, bez
deny) fenolu, pH ~ 9*
1] Mezioplach RT (stu- 1 - PV -
deny)
1 Desinfekce RT (stu- 15 2 PV Koncentrat, bez aldehydu, bez
deny) fenolu, pH ~ 9*
v Koneény oplach RT (stu- 1 - FD-W -
deny)
Vv Suseni RT - - - -
PV: Pitna voda
FD-W: PIné odsolena voda (demineralizovana, mikrobiologicka, pfinejmensim kvalita pitné vody)
RT: Pokojova teplota

*Doporuceno: BBraun Stabimed fresh

Faze |

» \/yrobek &istéte v ultrazvukové Eistici 1azni (frekvence 35 kHz) po dobu 5 minut. Zajistéte, aby byly viechny pfi-
stupné povrchy ponofeny a zabranilo se akustickym stintim.

» Nedistéte kartacky nebo jinymi abrazivnimi prostredky, které by mohly poskodit povrch vyrobku.

Faze ll

» Oplachnéte viechny pfistupné povrchy vyrobku pod tekouci vodou.

» Veskerou zbyvajici vodu UpIné vypustte.

Faze lll
» Uplné ponofte produkt do desinfekéniho roztoku.

Faze IV

» Oplachnéte viechny pfistupné povrchy vyrobku pod tekouci vodou.

» Veskerou zbyvajici vodu tplné vypustte.

Faze V

» Osuste vyrobek ve fazi suseni vhodnym zafizenim (napf. hadfikem, stlatenym vzduchem).

4.5 Mechanické ¢isténi/desinfekce manualnim pfedc¢isténim
Upozornéni

Cistici a desinfekéni pfistroj musi mit ovéfenou Gcinnost (napf. povoleni FDA nebo oznaceni CE na zdkladé normy DIN
EN SO 15883).

Upozornéni
Pouzity Ciatici a desinfekéni pristroj musi byt pravidelné udrZovany a kontrolovany.

4.5.1 Manualni pfed¢isténi ultrazvukem

Faze Krok D t Kone.  Kvalita Chemicka
[°c/°Fl  [min]  [%] vody

| Ultrazvukové &isténi RT 5 2 PV Koncentrat, bez aldehydu, bez
(stu- fenolu, pH ~ 9*
deny)
1] Oplachovani RT 1 - PV -
(stu-
deny)
PV: Pitna voda
RT: Pokojova teplota

*Doporuceno: BBraun Stabimed fresh



Faze |

» \/yrobek &istéte v ultrazvukové Eistici lazni (frekvence 35 kHz) po dobu 5 minut. Zajistéte, aby byly viechny pFi-

stupné povrchy ponofeny a zabranilo se akustickym stintim.

» Necistéte kartacky nebo jinymi abrazivnimi prostredky, které by mohly poskodit povrch vyrobku.

Faze Il

» Oplachnéte vyrobek dikladné pod tekouci vodou (viechny pfistupné povrchy).

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

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

V Parku 2335/20

148 00 Praha 4

Tel.: 271091 111
Fax: 271091112
E-mail: servis.cz@bbraun.com

TA015777  2021-07  Change No. 64619

Faze Krok T t Kvalita Chemicka
[*C/°F1  [min] vody
| Predoplach <25[77 3 PV -
] Cisteni 55/131 10 DEV W Koncentrat, alkalicky:
- pH=13
- <5 % aniontova povrchové
aktivni latka
M Pracovni roztok 0,5 %
- pH=11"
1] Mezioplach >10/50 1 DEV -
v Termodesinfekce 90/194 5 DEV -
\ Suseni - - - Podle programu ¢isticiho a desinfeké-
niho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimalné v kvalité pitné
vody)

*Doporuceno: BBraun Helimatic Cleaner alcaline

» Po strojovém ¢isténi a desinfekei zkontrolujte viechny viditelné povrchy, zda na nich nejsou zbytky.

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

4.6.1 Vizualni kontrola

» Zajistéte, aby byly odstranény viechny nedistoty. Dbejte zejména na dosedaci plochy, Sachty, zapusténé oblasti,

vyvrtané drazky.
» U znectisténych vyrobki: Proces ¢isténi/dezinfekce zopakujte.

» Zkontrolujte vyrobek, zda neni poskozeny, napf. izolace, zkorodované, volné, ohnuté, rozlomené, popraskané,

opotrebené, silné poskrabané a odlomené dily.
» Zkontrolujte vyrobek, zda nechybi napisy nebo nejsou vybled|é.
» Zkontrolujte povrchy, zda nevykazuji hrubé zmény.

» Zkontrolujte vyrobek, zda nema otfepy, které by mohly poskodit tkan nebo chirurgické rukavice.
» Poskozené nebo nefunkéni vyrobky ihned odloZte stranou a zaslete je technickému servisu spolecnosti Aesculap,

viz Technicky servis.

4.6.2  Funkéni zkouska
» Zkontrolujte fungovani vyrobku.
» Zkontrolujte kompatibilitu s pfisluSnymi vyrobky.

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

4.7 Baleni

» Vyrobek uloZte na pfislusné skladovaci misto nebo do vhodného sitového kose. Zajistéte ochranu ostfi nastroji.
» Sita zabalte pfiméfené sterilizatnimu postupu (napF. do sterilnich kontejnerd Aesculap).
» Zajistéte, aby obal zabezpedil ulozeny vyrobek v pribéhu skladovani proti opétovné kontaminaci.

4.8  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 soutasné sterilizaci vice vyrobki v parnim sterilizatoru: zajistéte, aby nebylo pfekroceno maximalni dovolené

naloZeni parniho sterilizatoru podle udaji vyrobce.

4.9  Skladovani

» Sterilné balené komponenty implantatd skladujte chranéné pred prachem v suchém, tmavém a rovnomérné tem-

perovaném prostoru.

4.9.1 Podminky prostiedi
Pro prepravu a skladovani vyrobku plati nasledujici okolni podminky.

Teplota 10° Caz 40° C
Relativni vihkost vzduchu 30 % az 75 %
Atmosféricky tlak 700 hPa az 1 060 hPa

5.  Technicky servis
/\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.

Adresy servist

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.

6. Likvidace

A\ VAROVANI
Nebezpedi infekce zplsobené kontaminovanymi vyrobky!

» Pii likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obalii dodrzujte narodni predpisy.
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