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Aesculap® MACS TL®
MACS TL® polyaxial screw XL

Intended use
The MACS TL® polyaxial screw XL is used in combination with the other MACS TL® implants, the MACS TL® system

and the MACS Il instrument set with pre-assembled retaining screw SX804T for the ventral monosegmental and
multisegmental stabilization of the lumbar and thoracic spine.

Note
Use pre-assembled retaining screw SX804T only with the MACS Il instrument set, see instructions for use TAO13373.

The MACS TL® system consists of:

W Anchoring screws for the vertebral bodies
B Tensioning elements

B Fixation nuts and clamping screws

]

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

Materials

The materials used in the implant are listed on the packaging:
M ISOTAN® titanium forged alloy TiBAI4V acc. to ISO 5832-3
MACS TL® and ISOTAN® are registered trademarks of Aesculap AG, 78532 Tuttlingen / Germany.

System configurations

The MACS TL® system is available as a polyaxial twin-screw system with plate or 2 rods, see Fig.

Indications

Surgically installed implants serve to support normal healing processes. 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

W Spinal tumor

M Degenerative disc disorder (spondylolisthesis, spondylolysis, spinal stenosis)

W Post-trauma instability

Contraindications

Do not use in the presence of:

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
Severely 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

Note

In case of osteopenia, the surgeon must weigh up the risks that could jeopardise the therapeutic success of the
MACS TL® system. If it is to be expected that the standard screw shall not provide sufficient stability, the polyaxial
screw XL can be used.

Side effects and interactions

The application or improper use of this system entails the following risks:
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

Safety notes

CAUTION

Federal law restricts this device to sale by, or on order of a physician!

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

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

W [tis the operating surgeon's responsibility to ensure that the surgical procedure is performed properly.

W General risk factors associated with surgical procedures are not described in in the present instructions for use.

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

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

B |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 wrong indication, wrong choice of implant, incor-
rect combination of implant components and operating technique, the limitations of the treatment method, or
inadequate asepsis.

B The instructions for use for individual Aesculap implant components must be followed.

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 that have been used before must not be reused.

Delayed healing can cause implant breakage due to material fatigue.

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.

B Damage to load-bearing bone structures can result in loosening of the components, bone or implant fractures
or other acute complications. In order to detect any such problems as soon as possible, the condition of the
implant must be followed up at regular intervals postoperatively with the aid of appropriate examination proce-
dures.

B The surgeon in charge of the therapy shall make any decision with regard to the removal of implant components
that have been used, taking into account the potential risks of another operation and the difficulties involved in
the removal of an implant.

Sterility

W The implant components are supplied in an unsterile condition.

W 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 in their implant system storage devices do not come into contact with each
other or with instruments.

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

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 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.
The recommended chemistry was used for validation.

Note

For up-to-date information about reprocessing and material compatibility, see also the Aesculap Extranet at
https//extranet.bbraun.com
The validated steam sterilization procedure was carried out in the Aesculap sterile container system.

Validated reprocessing procedure

Mechanical alkaline cleaning and thermal disinfection

» Process the implant in its system storage device.
Machine type: single-chamber cleaning/disinfection device without ultrasound

Phase  Step T t Water Chemical/Note
[°C/°F] [min] quality
| Prerinse <25[77 3 D-W -
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 9% anionic surfactant
B 0.5 % working solution
- pH=11"
mn Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 90/194 5 FD-W -
Vv Drying - - - According to the program for cleaning
and disinfection device
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality
at least)

*Recommended: BBraun Helimatic Cleaner alkaline

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 processed together with contaminated implants.
» Process the implant components individually and separately if no implant sys-
tem 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 set aside damaged or inoperative products.

Packaging

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

» 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.

Sterilization

» Validated sterilization process
- Steam sterilization through 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 instruments at the same time in a steam sterilizer, ensure that the maximum load capac-
ity 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

The MACS TL® system is described in detail in the O.R. manual. Detailed user instructions can be found in the product

documentation.

The 0.R. 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

W Positioning of the implant components in the bone

B Location of intraoperative landmarks

The following conditions must be fulfilled prior to application:

m All requisite implant components are ready to hand.

W Operating conditions are highly aseptic.

B All requisite implantation instruments must be available and in working order, including specialized Aesculap
implantation systems.

W The operating surgeon and operating room team are thoroughly familiar 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.

W 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.

B Information has been obtained from the manufacturer in the event of an ambiguous preoperative situation and
if implants are present in the area to be treated

Caution:

For a secure implantation of the anchoring screws, careful measurement of the vertebral body's diameter at the

planned screw position and direction is crucial. A screw length smaller than the measured diameter has to be chosen.

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.

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.

The implantation of the MACS TL® system requires the following application steps:

» Select the suitable MACS TL® system version and anchoring screws on the basis of the indication, the preopera-
tive planning and the bone situation found during the operation.

» Determine the optimum implant position of the MACS TL® system:

- Preposition the implant with Kirschner wires and
- Prepare the bone correctly, using cannulated instruments.
» Apply the implantation instruments in the correct way.

» 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 bend or re-bend the rods excessively.

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

» Mount the centering sleeve on the tensioner element, using the special mounting instrument.

» Insert the implant components using the special insertion instruments.

» Do not tighten or screw in the polyaxial screw XL completely, so 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.

» Ensure that the centering sleeves remain mounted, temporarily, on the tensioner elements.

» Distract and insert placeholder, if necessary.

Risk of injury caused by screws loosening or tearing out during reposition, distrac-
tion or compression, especially in cases of poor bone quality!
» Apply force carefully and well-dosed.

WARNING » Maintain permanent visual control (direct or through imaging techniques).

» 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 nuts in place correctly.

» Using a torque wrench, tighten the nuts to a torque of 15 Nm.
WARNING

Remove centering devices.

Tighten the polyaxial screws XL evenly.

Insert the stabilizing screw through the appropriate aiming sleeve.

Comply absolutely with the safety instructions of the Aesculap cement application system.
Insert clamping screw.

vyYyVYYY

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

» Set clamping screws in place correctly.
WARNING » Using a torque wrench, tighten the fixing screws to a torque of 10 Nm.

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!

Distributor in the US/Contact in Canada for product information and
complaints

Aesculap Implant Systems LLC
3773 Corporate Parkway
Center Valley, PA, 18034,
USA
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Aesculap® MACS TL®
Polyaxialni sroub MACS TL® XL

Ucel pouziti

Polyaxialni Sroub MACS TL® XL se pouziva v kombinaci s jinymi implantaty MACS TL®, systémem MACS TL® a sadou

nastroji MACS I s pfedem namontovanym pojistnym Sroubem SX804T k ventralni monosegmentalni a multisegmen-

talni stabilizaci bederni a hrudni patere.

Upozornéni

Predem namontovany pojistny Sroub SX804T pouZivejte vyhradné se sadou ndstroji MACS I, viz ndvod k pouZiti

TA013373.

Systém MACS TL® se sklada z nasledujicich soucasti:

B Ukotvovaci Srouby pro obratle

B Upinaci prvky

W Fixa¢ni matice a upinaci Srouby

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

Material

Materialy pouzité u implantatd jsou uvedeny na baleni:
W ISOTAN® titanova kujna slitina Ti6Al4V podle ISO 5832-3
MACS TL® a ISOTAN® jsou registrované ochranné znamky spolecnosti Aesculap AG, 78532 Tuttlingen / Germany.

Varianty systému

Systém MACS TL® se dodéava jako polyaxidlni systém Twin Screw s dlahou nebo dvéma tycemi, viz Obr.

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 prebirani vyskytujicich se zatizeni.

Pouziti v pfipadech:

W Fraktur

W Nadoru patere

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

B Posttraumatickych nestabilit

Kontraindikace

Nepouzivat v nasledujicich pfipadech:

W Horecka

B Akutni a nebo chronické infekce patere lokalniho nebo systémového typu
W Teéhotenstvi

W Teézké osteopordzy a nebo ostepenie

B Zdravotni nebo chirurgicky stav, ktery by mohl branit uspéchu implantace
W TéZzce poskozenych kostnich struktur, které mohou branit stabilnimu ukotveni komponent implantata
W Kostni nadory v blizkosti mista ukotveni implantatu

B Poruchy hojeni ran

B Nedostatec¢na spoluprace pacienta

W Precitlivélost na materialy implantdtu jako na cizi télesa

B V pfipadech, které nejsou vyjmenovany pod indikacemi

Upozornéni
V pfipadé osteopenie musi operatér zvdZit moznd rizika, kterd by mohla ohrozit terapeuticky uspéch systému
MACS TL®. Pokud se o¢ekdvd, Ze by standardni Sroub hire drzel, Ize pouZit polyaxidlni Sroub XL.

Vedlejsi ucinky a interakce
Rizika v pfipadé pouZiti nebo nespravné manipulace s timto systémem jsou:
W Selhani implantatu v disledku pretizeni
- Ohnuti

- Uvolnéni

- Zlomeni

Nedostate¢na fixace

Zadna nebo opozdéna fuze

Infekce

Fraktura patere

Poranéni

- Nervovych kofent

- Michy

- Cév

- Organa

Bezpecnostni pokyny

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

Implantat nebyl zkouman z hlediska bezpeénosti a kompatibility s prostfedim MR.
Nebyl testovan, zda dochazi k ohfevu, pohybim nebo obrazovym artefaktim pfi
vysetfeni MR. Skenovani pacienta s timto implantatem metodou MR muze mit za

VAROVANi nasledek poranéni pacienta.

W Operatér nese zodpovédnost za odborné provedeni operacniho zakroku.

W Obecna rizika chirurgického zakroku nejsou v tomto navodu k pouZiti popsana.

W Operatér musi jak teoreticky, tak prakticky ovladat uznané opera¢ni metody a techniku.

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

W Operatér je zodpovédny za sestaveni komponent implantatu a jejich implantaci.

W Spolecnost Aesculap nezodpovida za komplikace vzniklé v disledku nespravné indikace, volby implantatu,
nespravné kombinace komponent implantatu, jakoZ i nespravné opera¢ni techniky ani za prekroceni hranice moz-
nosti é¢ebné metody nebo nedostate¢nou asepsi.

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

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

B Komponenty implantatd riznych vyrobei se nesméji kombinovat.

W Poskozené nebo operativné odstranéné komponenty implantati nelze pouzivat.

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

W P¥i opozdéném hojeni mize v dasledku Gnavy kovu dojit ke zlomeni implantatu.

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

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

B Pri poSkozeni kostni struktury, ktera slouzi k prenaseni sily, neni mozné vylou¢it uvolnéni komponent, zlomeniny
kosti nebo implantatu a jiné zavazné komplikace. Aby se takového zdroje chyb dle moznosti rozpoznaly véas,
musi se stav implantatu po operaci pravidelné kontrolovat prostfednictvim vhodnych opatfeni.

m 0 explantaci zavedenych komponent implantatu rozhoduje osetfujici Iékaf. Pfitom si musi byt védom potencidl-
nich rizik dalSi operace a také obtizi pfi odstraovani implantatu.

Sterilita

B Komponenty implantatu se dodavaji v nesterilnim stavu.

B Komponenty implantatu jsou baleny jednotlivé.

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

» K uprave, sterilizaci a sterilni pfipravé pouzivejte systém k ukladani implantata.

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

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

Pred prvni sterilizaci a pfed resterilizaci museji byt komponenty implantatu vy¢isténé 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 vyrobk( aktudIné platné ndrodni predpisy.

Upozornéni

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

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

K validovdni byly pouZity doporucené chemikdlie.

Upozornéni

Aktudini informace k opakovanému pouZiti a materidlové sndSenlivosti viz téZ extranet Aesculap na adrese
https://extranet.bbraun.com

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

Validovana metoda upravy

Strojni alkalické Cisténi a tepelna desinfekce

» Upravujte implantat v systémovém ulozeni.
Typ pistroje: Jednokomorovy Eistici/desinfekéni pfistroj bez ultrazvuku

Féze Krok T t Kvalita Chemie/poznamka
[°C/°F] [min] vody

| Predoplach <25/77 3 PV -
] Cisteéni 55/131 10 DEV W Koncentrat, alkalicky:
- pH~13
- <5 % aniontové tenzidy
M Pracovn roztok 0,5 %
- pH~11*
1] Mezioplach >10/50 1 DEV -
\" Termodesinfekce 90/194 5 DEV -
\ Suseni - - - Podle programu ¢isticiho a desinfeké-
niho pfistroje
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

U komponent implantatd, které se maji resterilizovat:

OhroZeni moZnosti resterilizace pi zneisténi krvi, sekrety a kapalinami v pribéhu

operace!

» K podavani implantati pouZijte nové rukavice.

VAROVANI » Systém k uloZeni implantati udrZujte zakryty nebo uzavieny.

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

» Neznecisténé implantaty se nesméji Cistit spolecné se znecisténymi nastroji.

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

» Komponenty implantatu Cistéte a dezinfikujte strojné.

» Intraoperativné znecisténé implantaty nepouzivejte opétovné.

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

VAROVANI

Kontrola, udrzba a zkousky

» Vyrobek nechejte vychladnout na teplotu mistnosti.

» Viyrobek po kazdém cisténi a desinfekci zkontrolujte na: Cistotu, funkci a pfipadna poskozeni.
» Poskozeny nebo nefunkéni vyrobek okamzité vyradte.

Baleni

» \iyrobek zafadte do pfislusného ulozeni nebo uloZte na vhodny sitovy kos.

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

» Zajistéte, aby obal zabezpedil uloZeny vyrobek v pribéhu 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 vyrobcee.

Skladovani

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

Pouziti
Systém MACS TL® je vycerpavajicim zplisobem popsan v operaéni pfirucce. Detailni pokyny pro uZivatele naleznete
v podkladech k vyrobku.
Operaéni pfirucku si mizete kdykoli vyZzadat 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 bodd
Pred aplikaci je nutno spinit tyto podminky:
Vechny predepsané komponenty implantatu jsou k dispozici
Viysoce aseptické operacni podminky
Implantacni nastroje véetné specialnich nastroji implantac¢niho systému Aesculap - kompletni a funkéni
Operatér a operacni tym disponuji informacemi o operacni technice, sortimentu implantatd a instrumentariu;
tyto informace jsou v misté aplikace k dispozici v pIném rozsahu
m Chirurgové provadéjici operaci museji byt obeznameni s Iékafskym uménim, souc¢asnym stavem védy a pfislus-
nymi lékafskymi publikacemi
W Operatér si vyzada informace od vyrobce v pfipadé nejasnych preoperativnich situaci a v pfipadé pfitomnosti
implantatu v misté aplikace
Pozor:
K bezpeéné implantaci kotvicich Sroubl je zvlasté dulezité peclivé méfeni priméru obratle v planovaném misté a
sméru Sroubu. Délku Sroubu je tfeba zvolit mensi nez naméfeny prameér.
Pacient byl o vykonu poucen a bylo zdokumentovano, Ze je srozumén s nasledujicimi skute¢nostmi:
P¥i 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.
P¥i uvolnéni implantatu, zlomeni implantatu a ztraté korekce muze byt potiebna revizni operace.
U kufaku je zvysené nebezpedi, Ze se fuze nedokonéi.
Pacient se musi podrobovat pravidelnym lékarskym kontrolam komponent implantatu.
mplantace systému MACS TL® vyzaduje nasledujici aplika¢ni postup:
Viybér vhodné systémové varianty MACS TL® a kotvicich Sroubt na zakladé indikace, predoperacniho planu a
intraoperativné zjisténého stavu kosti.
» Zjisténi optimalni pozice implantatu systému MACS TL®:
- Predbézné nastavte polohu implantatu s Kirschnerovymi draty a
- Spravné pfipravte kosti dutymi nastroji.
» Pouzivejte spravné implantacni nastroje.
Aby nedoslo k vnitinim pnutim a aby se neoslabovaly implantaty: Zabrante vzniku vrubi a Skrabanci na vsech
komponentach.
Neménte tvar zadnych kovovych implantatd d vyjimkou tyéi systému Aesculap-Spine Evolution verformen.
Tyce neohybejte nadmérné a neohybejte je zpét.
K ohybani ty¢i pouzivejte vyhradné ohybaci nastroje ze sady nastroji MACS TL®.
Namontujte centrovaci objimku specialnim montaznim nastrojem na upinaci prvek.
Zavadgjte komponenty implantatu specidlnimi zavadécimi nastroji.
Polyaxialni Sroub XL GpIné nedotahujte resp. nezasroubovavejte, aby upinaci prvek ziistal jesté pohyblivy.
KirschnerGv drat odstrarte pfed odblokovanim zavadéciho nastroje pres duty zavadéci nastroj pomoci vhodného
odstranovaciho nastroje.
Odstrante zavadéci nastroj.
Zajistéte, aby zUstaly centrovaci objimky do¢asné namontovany na upinacich prveich.
» Popfipadé distrahujte a nasadte distan¢ni prvek.
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Riziko poranéni v dusledku uvolnéni nebo vytrhnuti Sroubi v pribéhu repozice,
distrakce nebo komprimace, osobitné v pfipadech Spatné kvality kosti!
» Silu vynakladejte opatrné a po davkach.
VAROVANI » Nepretrzité provadéjte vizualni kontrolu (pfimou nebo prostrednictvim zobra-
zovaci metody).

» Nasadte stabiliza¢ni dlahu nebo tyce.
Stabilizaéni dlahu a fixaéni matice implantujte tak, aby byla popsana strana (horni strana) viditelna pro uZivatele.

ledk

Nebezpedi poranéni v di
» Nasad'te matici spravné.
» Matice dotahnéte momentovym klicem na 15 Nm.

nedostateéné upinaci stability matic!

VAROVANIi

» Odstrarite centrovani.

» Polyaxidlni Srouby XL rovnomérné dotahnéte.

» Nasadte stabilizacni Sroub do pFislusné cilové objimky.

» Bezpecnostni pokyny systému k aplikaci cementu Aesculap je zapotfebi bezpodmineéné dodrzovat.

» Nasadte upinaci Sroub.
Nebezpeci poranéni nedostatecné dotazenymi upinacimi Srouby polyaxialnich
prvka!
» Nasad'te upinaci Srouby spravné.

VAROVANI » Dotahnéte upinaci Srouby momentovym klicem na 10 Nm.

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

Likvidace

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