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Aesculap®
MACS Il Anterior Stabilization System

Intended use

The MACS Il implants are used for ventral monosegmental and multisegmental stabilization of the lumbar and tho-
racic spine. They comprise:

W Anchoring screws for the vertebral bodies

W Tensioning elements

W Locknuts

W Pre-assembled retaining bolt SX804T
]

Connecting plates and, if required, connecting rods of the Aesculap Spine System Evolution, diameter 5.2 mm,
as connection elements

A special instrument set is required to implant these elements.

Materials

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

W ISOTAN® titanium forged alloy Ti6AI4V acc. to IS05832-3

W ISOTAN®; pure titanium acc. to ISO 5832-2

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

MACS TL® and ISOTAN® are registered trademarks of Aesculap AG, 78532 Tuttlingen / Germany.

System configurations

System incompatibility may result in increased operating time or abortion of the
procedure!
» Follow only these instructions for use when using the pre-assembled retaining
CAUTION bolt SX804T.
» Do not use MACS Il in conjunction with the HMA monoaxial or polyaxial
screws of MACS TL®.

M Polyaxial Twin Screw system TL with plate or 2 rods, see Fig. 1.
W Polyaxial Twin Screw system T with plate or 2 rods, see Fig. 2.
M Polyaxial Twin Screw system XL with plate or 2 rods, see Fig. 3.

Indications

Surgically installed implants are designed to support the normal healing process. They are not intended for use either
as replacements for natural body parts or to bear loads over the long term if healing does not occur.

Use for:

W Fractures

Spinal tumor

Degenerative disc disorder (spondylolisthesis, spondylolysis, spinal stenosis)

Post-trauma instability

Risk of screw breakage if anchoring screws are used on the vertebral bodies when
performing a partial or total corporectomy!
» Support stabilization with intercorporeal fusion (vertebral implant or bone

CAUTION graft).

Cautionary Notes

This system is not licensed to be screwed onto, or fastened to, the posterior elements (pedicles) of the cervical, tho-
racic or lumbar spine.

Do not use if the patient has:

Fever

Acute or chronic vertebral infections of a local or systemic nature

Pregnancy

Severe osteoporosis or osteopenia

Medical or surgical conditions that could negatively affect the outcome of the implantation
Severe damaged bone structures that could prevent stable implantation of implant components
Bone tumors in the region of implant fixation

Wound healing disorders

Inadequate patient compliance

Foreign body sensitivity to the implant materials

Cases not listed under indications

Side effects and interactions

The application or improper use of this system may result in:

W Implant failure resulting from excessive load

- Warping or bending

- Loosening

- Breakage

Inadequate fixation

Failed or delayed fusion

Infection

Fractured vertebral body or bodies

Injuries to

- Nerve roots

- Spinal cord

- Blood vessels

- Organs

Changes of the normal spine lordosis

Impairment of the gastrointestinal, urological, and/or reproductive systems
Pain or indisposition

Decreased bone density due to load avoidance

Bone atrophy/fracture above or below the spine section provided for
Limited physical ability

Persistence of symptoms that were to be treated by the implantation

Safety notes

The MACS Il Anterior Stabilization System is not licensed to be screwed onto, or fastened to, the posterior elements
(pedicles) of the cervical, thoracic, or lumbar spine.

Note
To prevent corrosion, do not use the MACS Il Anterior Stabilization System in conjunction with other materials.

The implant has not been evaluated for safety and compatibility in the MR envi-
ronment. 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.

WARNING

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

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

W The operating surgeon must have a thorough understanding of both the hands-on and conceptual aspects of the
established operating techniques.

B The operating surgeon must be fully conversant with bone anatomy, including the pathways of nerves, blood ves-
sels, muscles, and tendons.

W |t is the operating surgeon's responsibility to ensure the correct combination of implant components and their
implantation.

B Aesculap is not responsible for any complications arising from incorrect diagnosis, choice of incorrect implant,
incorrectly combined implant components and/or operating techniques, the limitations of treatment methods,
or lack of asepsis.

W The user must follow the instructions that accompany each of the Aesculap implant components.

The implant components were tested and approved in combination with Aesculap components. If other combi-

nations are used, the responsibility for such action lies with the operating surgeon.

Do not, under any circumstances, combine implant components from different manufacturers.

Do not, under any circumstances, use damaged or surgically removed components.

Implants already used must not be reused.

Delayed healing can cause implant breakage due to metal fatigue.

The surgeon in charge of the therapy shall make any decision with regard to the removal of implant components

that have been used.

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

B The implant components applied, along with their article numbers, the name of the implant, as well as the batch
number and serial number (if available) must be documented in all patient records.

W Postoperatively, individual patient information, as well as mobility and muscle training, is of particular impor-
tance.

Sterility

Pre-assembled retaining bolt SX804T:

B The implant components come individually packed in protective packaging that is labeled according to its con-
tents.

W The implant components are gamma-sterilized.

» Store implant components in their original packaging. Remove them from their original protective packaging
only just prior to application.

» Prior to use, 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 caused by processing and resterilization!
» Do not reprocess or resterilize the implants.

WARNING

Anchoring screws for the vertebral bodies, tensioning elements, locknuts, as well as connecting plates and rods:

B The implant components are supplied in unsterile condition.

B The implant components are packaged individually.

» Store the implant components in their original packaging and only remove them from their original and protec-
tive packaging immediately prior to application.

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

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

» Ensure that the implant components 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:

Note

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

Note

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

Note

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

The recommended chemistry was used for validation.

Note

For up-to-date information about reprocessing and material compatibility, see also the Aesculap Extranet at
www.aesculap-extra.net.
The validated steam sterilization procedure was carried out in the Aesculap sterile container system.

Validated reprocessing procedure

Cleaning/disinfection

Validated cleaning and disinfection procedure

Validated procedure Specific requirements Reference

Manual cleaning with ultrasound ® Do not use brushes or other Chapter Manual cleaning/disinfec-
and immersion disinfection abrasives that would damage tion and sub-chapter:
the product surfaces and could ~ m Chapter Manual cleaning with
cause corrosion ultrasound and immersion dis-
® To prevent internal stresses on, infection
and weakening of the implants:
avoid scoring or scratching of
the implant components
W Drying phase: Use a lint-free
cloth or medical compressed air




Manual cleaning/disinfection

Manual cleaning with ultrasound and immersion disinfection

Phase  Step T t Conc.  Water Chemical
[crRl [min]  [%] quality

| Ultrasonic cleaning RT >15 2 D-W Aldehyde-free, phenol-free,
(cold) and QUAT-free concentrate,
pH ~ 9*
Il Intermediate rinse RT 1 - D-W -
(cold)
n Disinfection RT 15 2 D-W Aldehyde-free, phenol-free,
(cold) and QUAT-free concentrate,
pH ~9*
v Final rinse RT 1 - FD-W -
(cold)
\ Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality
at least)
RT: Room temperature

*Recommended: BBraun Stabimed

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

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

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

» If applicable, brush through non-visible surfaces with an appropriate cleaning brush for at least 1 min.
» Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

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

Phase Il

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

» Drain any remaining water fully.

Phase Il

» Fully immerse the product in the disinfectant solution.

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

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

Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.
» Mobilize non-rigid components, such as set screws, joints, etc. during final rinse.
» Rinse lumens with an appropriate disposable syringe at least five times.

» Drain any remaining water fully.

Phase V

» Dry the product in the drying phase with suitable equipment (e.g. cloth, compressed air), see Validated cleaning
and disinfection procedure.
For implant components that are to be resterilized:

Intraoperative contamination with blood, secretions, and other fluids may render
the affected component unsuitable for resterilization!
» Handle the implants with new gloves only.

WARNING » Keep the implant system storage devices covered or closed.
» Process implant system storage devices 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, ensuring that the implant components
are not damaged in the process.
» Mechanically clean and disinfect the implant components.
» Do not reuse surgically contaminated implants.
Direct or indirect contamination may render implants unsuitable for resteriliza-
tion!
» Do not reprocess implants that have been directly or indirectly contaminated
WARNING with blood.

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

» Inspect the product after each cleaning and disinfecting cycle to be sure it is: clean, functional, and undamaged.
» Immediately sort out damaged or inoperative products.

Packaging

» Place the product in its holder or on a suitable tray.

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

» Ensure that the packaging provides sufficient protection against recontamination of the product during storage.

Sterilization

» Validated sterilization process
- Steam sterilization using fractionated vacuum process
- Steam sterilizer according to DIN EN 285 and validated according to DIN EN ISO 17665
- Sterilization using fractionated vacuum process at 134 °C/holding time 5 min

» 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.

Storage

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

Application
Risk of injury caused by incorrect operation of the product!
» Attend appropriate product training before using the product.
» For information about product training, please contact your national
WARNING B. Braun/Aesculap agency.

The MACS Il system is described in detail in the OR manual. Detailed user instructions can be found in the product
documentation. The OR manual can be ordered from the manufacturers at any time.

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

W Selection of the implant components and their dimensions

B Positioning of the implant components in the bone

B Location of intraoperative landmarks

Risk of injury due to unsuitable selection and incorrect position of anchoring
screws!
» For a secure implantation of the anchoring screws, careful measurement of the
WARNING vertebral body's diameter at the planned screw position and direction is cru-
cial.

» A screw length smaller than the measured diameter has to be chosen.

The following conditions must be fulfilled prior to application:

B All requisite implant components are ready to hand

W Operating conditions are highly aseptic

W The implantation instruments, including the special Aesculap implant system instruments, are complete and in
working condition.

B The operating surgeon and operating room team are thoroughly conversant with the operating technique and
with the available range of implants and instruments; information materials on these subjects must be complete
and ready to hand.

B The operating surgeon is fully conversant with the rules governing medical practice, the current state of scientific
knowledge, and the contents of relevant scientific articles by medical authors.

W The manufacturer has been consulted if the preoperative situation was unclear and if implants were found in the
area operated on.

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

been documented:

W In the case of delayed or incomplete fusion, the implants can break and loosen due to high loads.

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

B The implant components must not be overloaded by extreme strains, hard physical labor, or sports.

m Corrective surgery may be necessitated by implant loosening, fracture, or loss of correction.

W Smokers present an increased risk of bone fusion failure.

B The patient must undergo regular medical follow-up examinations of the implant components.

The implantation of the MACS Il system requires the following application steps:

» Select the suitable MACS Il system version and anchoring implant on the basis of the indication, the preoperative
planning and the bone situation found during the operation.

» Determine the optimum implant position of the MACS Il system.

» Preposition the implant with Kirschner wires under X-ray control.

Risk of injury if Kirschner wires are positioned incorrectly!

» Always use X-ray control when positioning Kirschner wires.

» Use X-ray control to constantly monitor the position of the Kirschner wires
WARNING throughout the operation.

Risk of injury if incorrect instruments are used!

» Never use the screw revision instrument to apply counterforce at the Kirschner
wires.

WARNING » Only use the counter holder to apply counterforce at the Kirschner wires.

v

Prepare the bone correctly, using cannulated instruments.

To avoid internal stress on, and weakening of, the implant: avoid scoring or scratching of the implant compo-
nents.

Do not bend or warp any metal implants with the exception of the rods of the Aesculap Spine System Evolution.
Do not re-bend the rods or bend them excessively.

Use only the bending instruments from the MACS TL® instrument set to bend the rods.

Mount the pre-assembled retaining bolt on the polyaxial elements using the special mounting instrument.

v

vvyyy

Risk of injury due to inability to apply the necessary counter torque when tight-

ening the locknuts or retaining bolt!

» Make sure the retaining lugs of the centralizer engage fully in the appropriate
WARNING grooves in the tensioning element.

Risk of injury if centralizer comes loose during the procedure!
» Mount the pre-assembled retaining bolt using the mounting block and mount-
ing torque wrench and tighten to a torque of 1.8 Nm

WARNING

» Insert the implant components using the special insertion instruments.
» Do not tighten or screw in the polyaxial screw completely; ensure that the tensioner element can still be moved.

» Prior to unlocking the insertion instrument, remove the Kirschner wire through the cannulated insertion element,
using the appropriate removal instrument.

» Remove the insertion instrument.
» When using a polyaxial element, ensure that the centralizers remain temporarily mounted on the tensioner ele-
ments.
Risk of injury due to use of MACS TL® distraction and/or compression instruments!
» Do not use any MACS TL® distraction and/or compression instruments!

WARNING



» Insert placeholder.
» Insert stabilizing plate or rods.
» Implant stabilizing plate and locknut in such a way that the inscribed side (top side) is visible for the user.

Injury can result from nuts with insufficient clamping stability!
» Set locknuts in place correctly.
» Using a torque wrench, tighten the locknuts to a torque of 15 Nm.

>

WARNING

Risk of injury if no or insufficient counterforce is applied using the counter holder!
» To apply a counterforce, always use the counter holder provided, ensuring that
an absolute minimum of force is transferred to the spine.

>

WARNING

Damage to the implant caused by overtightening of the locknut!
» Always tighten the locknuts to the exact torque specified for this purpose.

>

WARNING

» Use a ballpoint screwdriver to evenly tighten polyaxial anchoring screws further.

Ensure that the ballpoint screwdriver is lodged securely in the polyaxial anchoring

screw!

» When further tightening the polyaxial anchoring screws, rotate each one no

WARNING more than one full turn.

» Remove the ballpoint screwdriver from the rear section of the polyaxial
anchoring screw by lightly rotating it left and right.

>

» When using the Twin-Screw system, insert the stabilization screw using an appropriate aiming sleeve and screw
in to the positive stop.

Risk of injury due to use of unsuitable aiming sleeve, incorrect placement of the

aiming sleeve, or failure to use an aiming sleeve!

» Use the thoracic aiming sleeve when using the thoracic tensioning element

WARNING (see handle geometry).

» Use the lumbar aiming sleeve when using the lumbar tensioning element (see
handle geometry).

» Ensure that the aiming sleeve is positioned above the hole for the stabilization
screw in the tensioning element.

» Always use the suitable aiming sleeve to insert the stabilization screw.

>

Risk of injury if the aiming sleeve becomes jammed in the centralizer as a result
of severe angular misalignment between the approach direction and centralizer
axis!

WARNING » A lumbar stabilization screw can be used to unscrew and remove a jammed
aiming sleeve in a controlled manner.

>

» To lock the polyaxial screw, tighten the torque wrench to 10 Nm for two clicks. The first click causes the break-
off collar on the pre-assembled retaining bolt to break off; the second click releases the torque wrench at a
torque of 10 Nm.

Risk of injury caused by insufficiently tightened fixing screws of the polyaxial ele-

ments!

» Using a torque wrench, tighten the fixing screws to a torque of 10 Nm.

WARNING » The screwdriver for the retaining bolt must engage fully in the fixing screw to
prevent it from slipping.

» The groove on the screwdriver to accommodate the retaining bolt must be
completely covered by the guide tube.

>

Risk of injury if the centralizer is left in the body!
» In the event of failure of the 10 Nm torque wrench, the retaining bolt can be
locked using a 74" T-handle grip.

>

WARNING

Operating time may be increased as a result of incorrect application!

» Do not pull out the insertion instrument after the first click!

» Only pull out the insertion instrument after completion of the second click.
WARNING » Ensure that the insertion instrument does not slip off the tensioning element
after the first click.

>

Further information on Aesculap implant systems is always available from B. Braun/Aesculap or the appropriate
B. Braun/Aesculap office.

Disposal

» Adhere to national regulations when disposing of or recycling the product, its components and its packaging!
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Aesculap”
Predni stabiliza¢ni systém MACS Il

Ucel pouziti

Implantaty MACS Il se pouzivaji k ventralni, monosegmentalni a multisegmentalni stabilizaci bederni a hrudni

patefe. Skladaji se z nasledujicich soucasti:

® Ukotvovaci Srouby pro obratle

B Upinaci prvky

W Fixa¢ni matice

W Predmontované pojistné Srouby SX804T

W Spojovaci dlahy a v pfipadé potieby tycky systému Aesculap-Spine Evolution o prdméru 5,2mm jako spojovaci
prvky

K implantaci téchto prvki je zapotiebi pouZit specialni sada néstroj.

Material

Materidly pouzité pro implantaty jsou uvedeny na baleni:

M ISOTAN® titanova kujna slitina Ti6Al4V podle ISO 5832-3

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

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

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

Varianty systému

ProdlouZeni doby operace nebo preruseni operace v disledku nekompatibility sys-

téma!
» Pfi pouziti predmontovaného pojistného Sroubu SX804T plati vyhradné stava-
POZOR jici navod k pouziti.
» MACS Il nepouzivejte s ialnimi nebo polyaxialnimi Srouby HMA od
MACS TL®.

W Polyaxialni systém Twin Screw TL s dlahou nebo dvéma tyc¢kami, viz Fig. 1.
W Polyaxialni systém Twin Screw T s dlahou nebo dvéma tyckami, viz Fig. 2.
M Polyaxialni systém Twin Screw XL s dlahou nebo dvéma tyc¢kami, viz Fig. 3.

Indikace

Operativné nasazované implantaty slouzi k podpofe normalnich procest hojeni. Jejich tikolem neni nahrada normal-
nich télesnych struktur a ani v pfipadé neukonceného hojeni trvalé prevzeti vyskytujicich se zatizeni.

Pouziti pfi:

W Frakturach

W Nadoru patere

B Degenerativnich poskozenich meziobratlovych plotének (spondylolistéza, spondylolyza, spinélni stendza)

B Posttraumatickych nestabilitach

Neb &izl i Sroubd v di

P

pouziti ukotvovacichch Sroubu pro obratel v
pripadé ¢astecéné nebo totalni korporektomie!
» Stabilizaci je zapotFebi podpofit prostfednictvim mezitélové fuze (nahrada
POZOR obratle nebo kostni $tép).

Kontraindikace

PouZiti tohoto systému pro Sroubové spojeni nebo upevnéni na zadnich prvcich (pediklu) kréni, hrudni nebo bederni
patere je nepfipustné.

Nepouzivejte v nasledujicich pfipadech:

M Pfi horecce

Pti akutni a nebo chronické infekci patere, lokalniho nebo systémového typu

V téhotenstvi

P¥i tézké osteopordze a nebo ostepenie

Pfi zdravotnim nebo chirurgickém stavu, ktery by mohl branit uspéchu implantace

P¥i téZce poskozenych kostnich strukturach, které mohou branit stabilnimu ukotveni komponent implantati
P¥i kostnich nadorech v blizkosti mista ukotveni implantatu

Pfi poruchach hojeni ran

P¥i nedostatecné spolupraci pacienta

P¥i precitlivélosti na materialy implantatu jako na cizi télesa

V pripadech, které nejsou uvedeny pod indikacemi

Nezadouci Gcinky a interakce

Rizika v pfipad€ pouziti nebo nespravné manipulace s timto systémem jsou:
W Selhdni implantatu v disledku pretizeni

- Ohnuti

- Uvolnéni

- Zlomeni

Nedostatecna fixace

Zadna nebo opozdéna fuze

Infekce

Zlomenina obratle

Poranéni

- Nervovych kofent

- Michy

- Cév

- Organa

Zmény normalniho zakfiveni patere

Poskozeni gastrointestinalniho a/nebo urogenitalniho traktu
Bolesti a nebo pocity nepohody

Pokles kostni hustoty v dusledku vyhybani se zatizeni
Atrofie/zlomeni kosti nad nebo pod oblasti aplikace
Omezeni vykonnosti

Pretrvavani symptomi osetfenych implantaci

Bezpecnostni pokyny
Pouziti pfedniho stabilitaéniho systému MACS Il pro Sroubové spojeni nebo upevnéni na zadnich prvcich (pediklu)
krn¢i, hrudni nebo bederni patefe je nepfipustné.

Upozornéni
Nepouzivejte predni stabilizaéni systém MACS Il v kombinaci s jinymi materidly, aby nedoslo ke korozi.

20 o hledicka b

Implantat nebyl zk z pecnosti a kompatibility s prostfedim MR.
Nebyl testovan, zda dochazi k ohfevu, pohybim nebo obrazovym artefaktum pFi
vysetfeni MR. Skenovani pacienta s timto implantatem metodou MR miize mit za
nasledek poranéni pacienta.

VAROVANI

Operatér odpovida za Fadné provedeni operacniho vykonu.

V3eobecna rizika chirurgického vykonu nejsou v tomto navodu k pouziti popsana.

Operatér musi teoreticky i prakticky zvladat uznavané operaéni techniky.

Operatér musi byt naprosto obeznamen s anatomii kosti, pribéhem nervovych drah a krevnich cév, svali a Slach.

Operatér je zodpovédny za sestaveni komponent implantatu a jejich implantaci.

Aesculap neodpovida za komplikace v disledku nespravného uréeni diagnozy, nespravné volby implantatu,

nespravné kombinace komponent implantétu a opera¢niho postupu i omezeni metody osetfeni nebo chybéjici

asepse.

W Je zapotiebi dodrzovat navody k pouziti jednotlivych komponent implantatt Aesculap.

W Testovani a schvaleni komponent implantatu se uskutecnilo v kombinaci s komponentami Aesculap. V pfipadé

odlisnych kombinaci nese zodpovédnost operatér.

Komponenty implantatd riznych vyrobel se nesméji kombinovat.

Poskozené nebo operativné odstranéné komponenty implantatl nelze pouZivat.

Implantaty, které jiz byly jednou pouzity, nelze pouzit znovu.

Pfi opozdéném hojeni mize v dusledku unavy kovu dojit ke zlomeni implantatu.

0 explantaci zavedenych komponent implantatu rozhoduje o3etfujici Iékar.

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

jakoz i jiné tézké komplikace.

B Do chorobopisu kazdého pacienta je nutno zapsat pouzité komponenty implantatu s katalogovymi €isly, nazvem
implantatu, ¢islem Sarze a pfipadné vyrobnim ¢islem.

WV pooperaénim obdobi se musi dbat nejen na cviceni hybnosti a svald, ale i na osobni instruktazi kazdého paci-

enta.

Sterilita

Pfedmontovany pojistny Sroub SX804T:

W Kazda implantacni komponenta je zabalena jednotlivé v ozna¢eném ochranném obalu.

® Komponenty implantatu jsou sterilizované zarenim.

» Skladujte komponenty implantatu v originalnim baleni a vyjméte je z originalniho a ochranného obalu az bez-
prostfedné pred pouzitim.

» Zkontrolujte datum pouZitelnosti a neporusenost sterilniho obalu.

» Nepouzivejte komponenty implantatu, jejichz doba pouzitelnosti je prosla anebo jejichz obal je poSkozen

Nebezpedi poskozeni implantati v disledku pravy a resterilizace!
» Implantaty neupravujte a ani neresterilizujte

VAROVANI

Ukotvovaci Srouby pro obratle, upinaci prvky, fixaéni matice i spojovaci cesticky a tycky:

B Komponenty implantatu se dodavaji v nesterilnim stavu.

® Komponenty implantatu jsou baleny jednotlivé.

» Komponenty implantatu skladujte v origindlnim obalu a z origindlniho a ochranného obalu je vyjméte teprve
bezprostfedné pfed jejich nasazenim.

» K apravé, sterilizaci a sterilni pfipravé pouzivejte systém k ukladani implantatd.

» Zajistéte, aby komponenty implantatu v systému k uklddani implantatd nepfisly do vzajemného kontaktu nebo
do kontaktu s nastroji.

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

Pred prvni sterilizaci a pred resterilizaci museji byt komponenty implantatu vycisténé pomoci nasledujiciho valido-

vaného procesu Upravy:

Upozornéni

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

upravu.

Upozornéni

U pacientii s Creutzfeldt-Jakobovou nemoci (CJN), podezienim na CIN nebo jeji mozné varianty dodrzujte v otdzkdch

upravy vyrobku aktudlné platné ndrodni predpisy.

Upozornéni

Meéjte na paméti, Ze uspésnd uprava tohoto zdravotnického prostredku mize byt zajisténa pouze po predchozi validaci

procesu upravy. Zodpovédnost za to nese provozovatel/subjekt provddéjici ipravu.

K validovdni byly pouzity doporucené chemikdlie.

Upozornéni

Aktudlni informace k upravé a materidlovou sndsenlivost viz téZ extranet Aesculap na adrese www.aesculap-extra.net
Validovany postup parni sterilizace byl proveden v systému sterilizacniho kontejneru Aesculap.

Validovana metoda upravy
Cisténi/desinfekce
Validovany postup ¢isténi a desinfekce

Validovany postup 2Zvlastnosti Reference

Rutni ¢isténi ultrazvukem a desin- @ K gisténi nepouzivejte kartace Kapitola Ruéni ¢isténi/desinfekce a
fekce ponorenim nebo jiné prostredky k drhnuti, podkapitola:
které poskozuji povrchy, pro- W Kapitola Ru¢ni ¢isténi ultrazvu-
toze jinak hrozi vznik koroze. kem a desinfekce ponofenim
W Aby se zabranilo vnitfnim pnu-
tim a aby se implantaty neosla-
bovaly: Zabrante vzniku vrubtia
skrabanci na viech komponen-
tach
B Faze suseni: Pouzijte utérku
nepoustéjici vlas nebo medicin-
sky stlaceny vzduch




Ruéni ¢isténi/desinfekce
Rucni Cisténi ultrazvukem a desinfekce ponofenim

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

| Ultrazvukové ¢&isténi PT >15 2 PV Koncentrat neobsahujici
(chladno) aldehydy, fenoly a QAV,
pH ~9*
Il Mezioplach PT 1 - PV -
(chladno)
n Desinfekce PT 15 2 PV Koncentrat neobsahujici
(chladno) aldehydy, fenoly a QAV,
pH~9*
v Zavérecny oplach PT 1 - DEV -
(chladno)
v Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimalné v kvalité pitné
vody)
PT: Pokojov teplota

*Doporucen: BBraun Stabimed

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

Faze |

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

Viyrobek ¢istéte vhodnym Cisticim karta¢em v roztoku tak dlouho, az na povrchu nebudou viditelné zadné zbytky.
V pripadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhodnym ¢isticim kartac¢em.

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

Zavérem tato mista dikladné proplachnéte pomoci vhodné stfikacky na jedno pouziti dezinfekénim roztokem
s Cisticim Uc¢inkem, minimalné vsak 5 krat.

Faze Il

» \lyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou (viechny pfistupné povrchy).

» Netuhymi komponentami jako napt. stavécimi Srouby, klouby atd. v pribéhu proplachovani pohybujte.
» Zbytkovou vodu nechte dostate¢né okapat.

Faze lll

» Vyrobek uplné ponofte do desinfekéniho roztoku.

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

» Proplachnéte lumen na za¢atku doby plsobeni vhodnou stfikac¢kou na jedno pouZiti nejméné 5 krat. Dbejte pfi-
tom na to, aby byly namoceny vSechny pfistupné povrchy.

Faze IV

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

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi kone¢ném oplachu pohybuijte.
» Proplachnéte lumen vhodnou stiikackou na jedno pouZiti nejméné 5 krat.

» Zbytkovou vodu nechte dostatec¢né okapat.

Faze V

» Ve fazi suseni vysuste vyrobek s pouzitim vhodnych pomocnych prostredki (napf. utérek, stla¢eného vzduchu),
viz Validovany postup ¢isténi a desinfekce.

U komponent implantatd, které maji byt resterilizovany:

Ohrozeni moZnosti resterilizace pfi znecisténi krvi, sekrety a kapalinami v prabéhu

operace!

» K podavani implantatd pouZijte nové rukavice.

VAROVANI » Systém k uloZeni implantati udrZujte zakryty nebo uzavieny.

» Systém k uloZeni implantati dekontaminujte oddélené od sitovych ko$i na
nastroje.

» Neznecisténé implantaty se nesméji Cistit spolecné se znecisténymi nastroji.

» Pokud neni k dispozici systém k uloZeni implantatu, osetfujte komponenty
implantatd jednotlivé a oddélené. Pfitom zabezpeéte, aby se komp ty
implantatu neposkodily.

» Komponenty implantatu Cistéte a dezinfikujte strojné.

» Intraoperativné znecisténé implantaty nepouzivejte opétovné.

OhrozZeni schopnosti resterilizace v dusledku pfimé nebo nepfimé kontaminace!
» Implantaty po pfimé nebo nepfimé kontaminaci krvi znovu neupravujte.

VAROVANIi

Kontrola, udrzba a zkousky
» Vyrobek nechejte vychladnout na teplotu mistnosti.

» Po kazdém CiSténi a desinfekci zkontrolujte u vyrobku: Cistotu, funkci a pfipadna poskozeni.
» Poskozeny nebo nefunkéni vyrobek okamzité vyradte.

Baleni

» Vyrobek zafadte do pfislusného uloZeni nebo uloZte na vhodné sito.

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

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

Sterilizace
» Validovana metoda sterilizace
- Parni sterilizace frakéni vakuovou metodou
- Parni sterilizator podle DIN EN 285 a validovany podle DIN EN ISO 17665
- Sterilizace frakéni vakuovou metodou pfi teploté 134 °C, doba plsobeni 5 min

» Pfi soucasné sterilizaci vice vyrobki v parnim sterilizatoru: zajistéte, aby nebylo prekroc¢eno maximalni dovolené
naloZeni parniho sterilizatoru podle udaji vyrobce.

Skladovani

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

Pouziti
Nebezpedi poranéni v disledku nespravné manipulace s vyrobkem!
» Pred pouzitim vyrobku absolvujte Skoleni k vyrobku.
» V otazce informaci o tomto Skoleni se obratte na narodni zastoupeni spolec-
VAROVANI nosti B. Braun/Aesculap.

Systém MACS I je vycerpavajicim zplisobem popsan v navodu k operaci. Podrobné pokyny pro uZivatele naleznete
v podkladech k vyrobku. Navod k operaci si mizete kdykoli vyzadat od vyrobce.

Operatér stanovi operacni plan, ktery stanovi a vhodné dokumentuje toto:

W Volbu a rozméry komponent implantatu

B Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodu

Neh ddicledl

peci poranéni v nespravné volby a polohy ukotvovacich Sroubu!
» K bezpeéné implantaci ukotvovacich Sroubu je zvlasté dulezité peclivé méfeni
pruméru obratle v planovaném misté a sméru Sroubu.
VAROVANI » Délku 3roubu je tieba zvolit mensi nez naméfeny primér.

Pred aplikaci je nutno splnit tyto podminky:

Vechny predepsané komponenty implantatu jsou k dispozici

W \Vysoce aseptické operacni podminky

B Implantaéni nastroje véetné specialnich nastroji implantacniho systému Aesculap - kompletni a funkéni

W Operatér a operacni tym disponuji informacemi o operacni technice, sortimentu implantatd a instrumentariu;
tyto informace jsou v misté aplikace k dispozici v pném rozsahu

m Chirurgové provadéjici operaci museji byt obeznameni s lékafskym uménim, souc¢asnym stavem védy a pfislus-
nymi lékafskymi publikacemi

WV pfipadé vyskytu nejasné preoperativni situace a implantatt v oblasti nahrad byly vyzadany blizsi informace od
vyrobce

Pacient byl poucen o zakroku a bylo zdokumentovano, Ze je srozumén s nasledujicimi skute¢nostmi:

W PFi opozdéné nebo nedokoncené fuzi se mohou implantaty v disledku vysokych zatizeni zlomit nebo uvolnit.

® Zivotnost implantatu je zavisla na télesné hmotnosti.

® Komponenty implantatu nesméji byt pfetéZované extremnimi zatizenimi, tézkou fyzickou praci a sportem.

u

]

Pfi uvolnéni implantatu, zlomeni implantatu a ztraté korekce muze byt potfebna revizni operace.
U kufaku je zvySené nebezpeci, Ze se fuze nedokonéi.

W Pacient se musi podrobovat pravidelnym Iékafskym kontroldm komponent implantatu.

Implantace systému MACS Il vyzaduje nasledujici aplikacni postup:

» Vybér vhodné systémové varianty MACS Il a ukotvovacich implantatii na zakladé indikace, predoperacniho planu
a intraoperativné zjisténého stavu kosti.

» Zjisténi optimalni pozice implantatu systému MACS II.

» Predbézné nastavte polohu implantdtu s Kirschnerovymi draty pod rentgenovou kontrolou.

pedi poranéni v dusl nespravného umisténi Kirschnerovych drata!

» Kirschnerovy draty umistujte vyhradné pod rentgenovou kontrolou!

» Polohu Kirschnerovych dratu sledujte v kazdém okamZiku operace s pouzitim
VAROVANI rentgenové kontroly.

Riziko poranéni v dusledku zamény nastroje!
» Nikdy nepouzivejte revizni nastroj pro Srouby k protidrzeni Kirschnerovych
drata.
VAROVANI » K protidrzeni Kirschnerovych drati pouzivejte vyhradné narazeci protidrzak.

v

Spravné pfipravte kosti kanylovanymi nastroji.

Aby nedoslo k vnitinim pnutim a aby se neoslabovaly implantaty: Zabrante vzniku vrubii a Skrabanci na vsech
komponentach.

Nemérite tvar zadnych kovovych implantatd s vyjimkou tycek systému Aesculap-Spine Evolution.

Tycky neohybejte nadmérné a neohybejte je zpét.

K ohybani ty¢ek pouzivejte vyhradné ohybaci nastroje z instrumentaria MACS TL®.

U polyaxialnich prvka pfedmontujte pojistné Srouby specialnim montaznim nastrojem.

v

vvyYyy

Nebezpeéi urazu v dusledk Znosti dosaZeni pozad ych pridrznych

momentu pii dotahovani fixaéni matice nebo pojistnych Sroubu!

» Dbejte na to, aby byly pfidrzné vystupky centrovaci objimky uplné zapadlé v
VAROVANI drazkach upinaciho prvku, uréenych k tomuto ucelu.

Nebezpedi poranéni v disledku uvolnéni centrovaci objimky v pribéhu operace!
» K montazi predmontovaného pojistného Sroubu pouzivejte montazni blok a
montazni momentovy kli¢ a dotahnéte je na 1,8 Nm.

VAROVANI

v

Zavadéjte komponenty implantatu specidlnimi zavadécimi nastroji.

Polyaxialni Sroub tplné nedotahujte resp. nezasroubovavejte, aby upinaci prvek zistal jesté pohyblivy.
Kirschner(v drat odstrante pfed odblokovanim zavadéciho nastroje pres duty zavadéci nastroj pomoci vhodného
odstranovaciho nastroje.

Odstrante zavadéci nastroj.

» Pfi pouzivani polyaxialnich prvki zajistéte, aby zlstaly centrovaci objimky docasné namontovany na upinacich
prveich.

vy

v

Nebezpedi poranéni pfi pouZiti distrakénich a/nebo kompresnich nastroji MACS
TLe!
» Nepouzivejte Zadné distrakénich ani kompresni nastroje MACS TL®!

>

VAROVANI

v

Nasadte distan¢ni prvek.
Nasadte stabiliza¢ni dlahu nebo tycky.
Stabilizaéni dlahu a fixaéni matice implantujte tak, aby byla popsana strana (horni strana) viditelna pro uzivatele.

vy

N peci poranéni v du nedostatecné upinaci stability matic!
» Fixaéni matice nasazujte spravné.
» Matice dotahnéte momentovym klicem na 15Nm.

>

VAROVANI

Nebezpeci poranéni v
drzakem!

» K pridrzeni vzdy pouzivejte protidrzak uréeny k tomuto ucelu a dbéjte na to,
VAROVANI aby byly na patef pfenaseny co nejmensi sily.

chybéjiciho nebo nedostatecného pridrZeni proti-

>

Nebezpeéi poskozeni implantatu v dusledku pfilis silného dotaZeni fixaéni matice!
» Fixacni matici vzdy dotahujte pfesné na urceny kroutici moment.

>

VAROVANI



» Polyaxidlni ukotvovaci Srouby dotahujte vzdy rovnomérné maticovym kli¢em s kulatou hlavici.

>

VAROVANI

Nasad'te maticovy kli¢ s kul hlavici na polyaxialni ukotvovaci Sroub.

» Polyaxialni ukotvovaci Srouby dotahujte maximalné o jedno otacku na kazdé
strané.

» Momentovy kli¢ vytahnéte ze zafezu v polyaxialnim ukotvovacim Sroubu mir-
nym pohybem doleva/doprava.

» Pfi pouziti systému Twin-Screw nasadte stabiliza¢ni Sroub do pfislusné cilové objimky a zasroubujte jej na doraz.

>

VAROVANIi

>

VAROVANI

Nebezpedi poranéni v disledku zamény, nespravného nasazeni nebo nepouziti

cilové objimky.

» P¥i pouziti hrudniho upinaciho prvku pouzijte hrudni cilovou objimku (viz geo-
metrie rukojeti).

» PFi pouziti bederniho upinaciho prvku pouzijte bederni cilovou objimku (viz
geometrie rukojeti).

» Dbejte na to, aby byla cilova objimka nasazena tak, aby sedéla nad otvorem pro
stabilizaéni Sroub v upinacim prvku.

» K i stabiliza¢niho Sroubu pouzivejte vzdy cilové objimky uréené k
tomuto ucelu.

1o ladk Kling b

Nebezpeci poranéni v i cilové objimky v centrovaci objimce vli-

vem silného posunu uhlu mezi pfistupovym smérem a osou centrovaci objimky!

» Zablok cilovou objil Ize pFisr t bedernim stabilizacnim Srou-
bem pro dosaZeni jejiho kontrolovaného stazeni.

h

» Zablokovani polyaxialniho Sroubu se uskutecriuje dvojitym zaklapnutim pfi dotahovani momentovym klicem na
10 Nm. P¥i prvnim zaklapnuti dojde k preruseni pferusovaciho spoje na pfedmontovaném pojistném Sroubu, pfi
druhém zaklapnuti se uvolni momentovy kli¢ pfi 10 Nm.

>

VAROVANIi

>

VAROVANIi

>

VAROVANI

Nebezpeéi poranéni nedostateéné dotazenymi upinacimi Srouby polyaxialnich

prvka!

» Dotahnéte upinaci Srouby momentovym klicem na 10Nm.

» Matcovy nasazovaci kli¢ pro pojistny Sroub musi zcela zapadnout do upinaciho
Sroubu, aby nedoslo k sesmeknuti klice.

» Matice na maticovém nasazovacim klici klici pro pojistny Sroub musi byt zcela
zakryta vodici trubkou.

Nebezpedi poranéni v disledku ponechéni centrovaci objimky v téle!
» V pripadé vypadku momentového klice s nastavenim na 10 Nm Ize zablokovani
pojistného Sroubu provést 14" T-rukojeti.

Nebezpeéi prodlouzeni doby operace v dusledku nespravné aplikace!

» Zavéadéci sadu nastroju nesnimejte po prvnim zaklapnuti.

» Zavadéci sadu nastroju sejméte az po dokonéeném druhém zaklapnuti.

» Dbejte na to, aby se zavadéci sada nastroju po prvnim zaklapnuti nesesmekla z
upinaciho prvku.

Dalsi informace o systémech implantati Aesculap si mizete kdykoliv vyzadat u B. Braun/ Aesculap nebo v pFislusné
pobocce B. Braun/Aesculap.

Likvidace

» Pii likvidaci nebo recyklaci vyrobku, jeho komponent a jejich oballi dodrzujte narodni predpisy!

Distributor

B. BRAUN Medical s.r.o.

V Parku 2335/20
148 00 Praha 4

Tel.: 271091 111
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