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Aesculap®
SPINE System® Evolution

Intended use

The SPINE System® Evolution implants are used for dorsal monosegmental and multisegmental stabilization of the
lumbar and thoracic spine. They comprise:

W Pedicle screws

Rods

Hook

Connecting discs

Sacral discs

appropriate fixation elements

Special instruments must be used for implanting these components, as well as for the distraction, compression and
reduction of the lumbar and thoracic spine.

Materials

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

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:

Degenerative instability

Post-discectomy syndrome

Spondylolisthesis

Kyphosis

Scoliosis

Stenosis

Post-trauma instability

Tumors

Risk of screw breakage caused by pedicle screws used for spondylolisthesis!
» Support the stabilization measure with interbody fusion (ALIF, PWF or TLIF).

WARNING

Contraindications

Do not use in the presence of:

Fever

Acute or chronic vertebral infections of a local or systemic nature

Pregnancy

Acute osteopenia

Medical or surgical conditions that could negatively affect the outcome of the implantation
Inadequate patient compliance

Side effects and interactions

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

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

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

B It is the operating surgeon's responsibility to ensure the correct combination of implant components and their
implantation.

W 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.

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.

Damage to load-bearing bone structures can result in loosening of the components, bone or implant fractures

or other acute complications.

W To ensure the earliest possible detection of such implant dysfunction, the prosthetic joint must be checked peri-
odically, using appropriate techniques.

B Do not use instruments belonging to another system or made by another manufacturer.

W Delayed healing can cause implant breakage due to material fatigue.

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

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.

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

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

Sterility

B 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.

» Use a suitable tray for cleaning/disinfection.

» Use the system storage device only for sterilization and sterile provision.

» 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

Sterilization

» Validated sterilization process
- Steam sterilization through fractionated vacuum process
- Steam sterilizer according to DIN EN 285 and validated according to DIN EN 1SO 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 permitted
load specified by the manufacturer for the steam sterilizer is not exceeded.

Application

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.

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

B 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

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

been documented:

B 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.

W 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.

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

Implantation of the SPINE System® Evolution implant requires the following steps:

» Select the suitable SPINE System® Evolution version and anchoring implant on the basis of the indication, the
preoperative planning and the bone situation found during the operation.

» When selecting the SPINE System® Evolution screw types, make certain to select the correct diameter, length,
and canal orientation.

Incorrect application can result in trauma to the spinal cord and nerve roots!
» Align and screw in the instruments, the pedicle screw and the polyaxial screw
only under X-ray control or using a navigation system.

WARNING

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

» Do not bend metal implants, except for the rods and connecting discs of the SPINE System® Evolution.

» Do not bend back, or bend excessively, the rods and connecting discs.

» Only use the bending instruments of the SPINE System® Evolution instrument set for bending the rods and con-
necting discs.

» When using clamping elements (hook, retaining hook and connecting pin) use specialized mounting instruments.

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

» Set the clamping screw in place correctly.

» Make certain that the rods are correctly positioned on the floor of the groove.
WARNING » Make sure that the clamping screw is fully tightened.

» When positioning the nut, use the repositioning lever as a guide.



» Reposition if necessary, being sure to use instruments correctly when doing so.

Injury can result from nuts with insufficient clamping stability!

» Set nuts in place correctly.

» Make certain that the rods are correctly positioned on the floor of the groove.
WARNING » Tighten the nut down without the repositioning lever.

» When applying a polyaxial screw, set polyaxial clamping screw in place.

Injury can result from the polyaxial screw with insufficiently tightened clamping
screw!

» Set the clamping screw in place correctly.
WARNING » Make sure that the clamping screw is well tightened.

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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Ucel pouziti

Implantaty SPINE System® Evolution se pouzivaji k zadni, monosegmentalni a multisegmentalni stabilizaci bederni
a hrudni patefe. Skladaji se z nasledujicich soucasti:

W Pedikularich Sroubd

| Tycek

W Haki

W Spojovacich dlah

M Sakralnich dlah

B Odpovidajici upeviiovaci prvky

Kimplantaci téchto prvki jakoz i k distrakei, kompresi a repozici lumbalni a torakalni patefe je zapotfebi pouzit spe-
cialniho instrumentaria.

Material
Materialy pouzité u implantatd jsou uvedeny na baleni:
M ISOTAN® kovana slitina titanu Ti6AI4V podle SO 5832-3

ISOTAN® a SPINE System® Evolution jsou registrované ochranné znamky spolecnosti Aesculap AG, 78532
Tuttlingen |/ Germany.

Indikace

Operativné nasazované implantaty slouzi k podpofe normalnich procest hojeni. Jejich tikolem neni nahrada normal-
nich télesnych struktur a ani v pfipadé neukonéeného hojeni trvalé prebirani vyskytujicich se zatizeni.
Pouziti v pfipadech:

W Degenerativnich instabilit

B Postdiskektomického syndromu

W Spondylolistéz

m Kyfoz

M Skoliozach

W Stenéz

W Posttraumatickych nestabilit

W Tumorl
Nebezpeéi ull i Sroubti v dusledku pouziti pediklovych 3roubd v pFipadé spon-
dylolistézie!
» Stabilizace s podporou interkorporalni fuze (ALIF, PAF nebo TLIF).

VAROVAN{

Kontraindikace

Nepouzivat v nasledujicich pfipadech:

m Horecka

m Akutni a nebo chronické infekce patere lokdlniho nebo systémového typu

W Teéhotenstvi

B tézka osteopenie

W Zdravotni nebo chirurgicky stav, ktery by mohl branit Uspéchu implantace

B Nedostatec¢na spoluprace pacienta

avr s v

Vedlejsi ucinky a interakce

Rizika v pfipadé pouziti nebo nespravné manipulace s timto systémem jsou:
W Selhdni implantatu v disledku pretizeni
- Ohnuti

- Uvolnéni

- Zlomeni

Nedostatecna fixace

Zadna nebo opozdéna fuze

Infekce

Fraktura patefe

Poranéni

- Nervovych kofent

- Michy

- Cév

- Organa

Bezpecnostni pokyny

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

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

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

W Aesculap neodpovida za komplikace v disledku nespravného urceni diagnézy, nespravné volby implantatu,

nespravné kombinace komponent implantatu a opera¢niho postupu i omezeni metody oSetfeni nebo chybéjici

asepse.

Je zapotfebi dodrzovat navody k pouziti jednotlivych komponent implantatd Aesculap .

Testovani a schvaleni komponent implantatu se uskutec¢nilo v kombinaci s komponentami Aesculap. V pfipadé

odlisnych kombinaci nese zodpovédnost operatér.

Komponenty implantatd riznych vyrobcl se nesméji kombinovat.

Poskozené nebo operativné odstranéné komponenty implantatd nelze pouZivat.

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

Pfi poskozeni kostni struktury, ktera slouzi k prenaseni sily, neni mozné vylou¢it uvolnéni komponent, zliomeniny

kosti nebo implantatu a jiné zavazné komplikace.

Aby se zdroje takovych chyb co mozna nejdfiv rozpoznaly, musi se stav umélého kloubu v pravidelnych interva-

lech vhodnymi zpUsoby kontrolovat.

Nepouzivejte zadné nastroje, které patfi do jiného systému a nebo pochazeji od jiného vyrobce.

P¥i opozdéném hojeni mlze v dusledku tnavy kovu dojit ke zlomeni implantatu.

0 odstranéni nasazenych komponent implantatu rozhoduje oSetfujici lékar.

Do chorobopisu kazdého pacienta je nutno zapsat pouzité komponenty implantatu s katalogovymi €isly, nazvem

implantatu, ¢islem Sarze a pripadné vyrobnim ¢islem.

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

M O odstranéni nasazenych komponent implantatu rozhoduje oSetfujici lékaf.
Implantat nebyl zk an z hlediska bezpecnosti a kompatibility s prostfedim MR.
Nebyl testovan, zda dochazi k ohfevu, pohybum nebo obrazovym artefaktum pfi
vysetfeni MR. Skenovani pacienta s timto implantatem metodou MR miize mit za
nasledek poranéni pacienta.

VAROVANI

Sterilita

B Komponenty implantatu se dodavaji v nesterilnim stavu.

® Komponenty implantatu jsou baleny jednotlivé.

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

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

K gisténi/desinfekci pouzivejte pouze sitovy ko3 vhodny k &isténi.

Systémové uloZeni pouzivejte pouze ke sterilizaci a ke sterilné pfipravé.

Zajistéte, aby se komponenty implantatu nemohly v zddném pfipadé poskodit.

Pred prvni sterilizaci a pred resterilizaci museji byt komponenty implantatu vy¢isténé pomoci nasledujiciho valido-
vaného procesu Upravy:

vvyyy

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 vyrobki aktudIné platné ndrodni predpisy.

Upozornéni

Meéjte 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

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 pisobeni 5 min
» Pfi soutasné sterilizaci vice vyrobki v parnim sterilizatoru: Zajistéte, aby nebyla prekroc¢ena maximalni dovolena
zavazka parniho sterilizatoru podle tdaji vyrobce.

Pouziti

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

B Volbu a rozméry komponent implantatu

W Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodu

Pred aplikaci je nutno splnit tyto podminky:

Vsechny predepsané komponenty implantatu jsou k dispozici

Vlysoce aseptické operaéni podminky

Implantacni nastroje véetné specialnich nastroji implantacniho 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

W Chirurgové provadéjici operaci museji byt obeznameni s lékafskym 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

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

W Pri opozdéné nebo nedokoncené fuzi se mohou implantaty v désledku vysokych zatizeni zlomit nebo uvolnit.

® Zivotnost implantatu je zavisla na télesné hmotnosti.

B 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 nebezpeci, Ze se fuze nedokon¢i.

B Pacient se musi podrobovat pravidelnym |ékaFskym kontroldm komponent implantatu.

Implantace implantatu SPINE System® Evolution vyZaduje nasledujici aplikaéni kroky:

» Vybér vhodné systémové SPINE System® Evolution a ukotvovacich implantatl na zaklad€ indikace, predoperac-
niho planu a intraoperativné zjisténého stavu kosti.

» Pfi volbé Sroubl typu SPINE System® Evolution davejte pozor na primér, délku a spravné nasmérovani kanalu.

Riziko poranéni michy a nervovych kofenu pfi nespravné aplikaci!
» Nastroje, Sroub do pediklu a polyaxialni Sroub nasmérujte a zasroubujte pod
kontrolou rentgenu nebo pomoci navigaéniho systému.

VAROVANI

» Aby nedoslo k vnitfnim pnutim a aby se neoslabovaly implantaty: Zabrarite vytvoreni vrubii a Skrdbancl na viech
komponentach.

» Neméte tvar jinych kovovych implantatd mimo tycek a spojovacich dlah systému SPINE System® Evolution.

» Tyce a spojovaci dlahy neohybejte zpét nebo nadmérné.

» K ohybani tyéi a spojovacich dlah pouZivejte vyhradné ohybaci nastroje ze sady nastroji SPINE System®
Evolution.

» PFi pouziti svorky (haku, protilehlého haku a spojovaci tycky) pouZivejte specialni montazni nastroje.

peci poranéni v nespravné montaze upinaciho Sroubu!
» Upinaci Sroub nasazujte vzdy spravné.
» Dbejte na spravnou polohu tyéek v zakladné drazky.

VAROVANI » Upinaci Sroub dotahnéte na doraz.

» Kumisténi matice pouzijte jako voditko repozi¢ni paku.
» V pripadé poteby reponujte a dbejte pfitom na spravné pouziti nastroji.
Nebezpedi poranéni v disledku nedostateéné upinaci stability matic!
» Nasad'te matici spravné.
» Dbejte na spravnou polohu tyéi v zakladné drazky.
VAROVANi » Matici bez repozicni paky pevné dotahnéte.



» Pri pouziti polyaxialniho Sroubu nasadte polyaxialni upinaci Sroub.

Nebezpeci poranéni nedostatecné dotazenymi upinacimi Srouby polyaxialnich
Sroubu!
» Upinaci Sroub nasazujte vzdy spravné.

VAROVANI » Upinaci Sroub pevné utahnéte.

Dalsi informace o systémech implantatd 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
Fax: 271091 112
E-mail: servis.cz@bbraun.com
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