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Aesculap”
3D Cages: CeSPACE® 3D, PROSPACE® 3D, PROSPACE® 3D Oblique,
TSPACE® 3D

1. Intended use

3D Cages are used as follows:

W CeSPACE® 3D: stabilization of the cervical spine C2-T1 through anterior approach, monosegmental and multi-
segmental.

B PROSPACE® 3D: stabilization of the lumbar and thoracic spine through posterior approach, monosegmental and
multisegmental.

W PROSPACE® 3D Oblique: stabilization of the lumbar and thoracic spine through transforaminal approach, mono-
segmental and multisegmental.

W TSPACE® 3D: stabilization of the lumbar and thoracic spine through transforaminal approach, monosegmental
and multisegmental.

2. Indications

W Degenerative instability

W Spondylolisthesis

W Post-discectomy syndrome

W Post-traumatic instabilities

Surgically installed implants are designed to support the normal healing process. They should neither replace normal
structures of the body nor permanently bear the loads occurring in the case of incomplete healing.

3.  Absolute contraindications

Do not use in the presence of:

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

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

W Suspected allergy or sensitivity to the implant materials

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

W Cases not listed under indications

4. Relative contraindications

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

requires precise, individual assessment by the surgeon:

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

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

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

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

5.  Side effects and interactions

In addition to surgery-related risks, potential complications in connection with intervertebral procedures can
include, but are not limited to:

B Malpositioning, fracture, loosening, migration/dislocation of the implant

Spondylolisthesis, pseudarthrosis, inadequate integration of the implant

Loss of intervertebral disk height due to removal of healthy bone material

Changes in bone density, degenerative changes in the region of the adjacent vertebral bodies
Foreign body reactions, allergy

Infection

Neurological complications caused by overdistraction or trauma of the nerve roots or dura
Persistent pain

6. Materials

The materials used in the implant are listed on the packaging:
W Titanium alloy Ti6AI4V ELI according to ASTM F3001 and in accordance with ASTM F136

7.  Implantation 3D Cages

/\WARNING
The success of the implantation may be jeopardized if the implant bed is not adequately prepared beforehand
or if the implant is aligned incorrectly!
» Make certain that the endplates of the neighboring vertebral bodies are not weakened, in order to mini-
mize the risk of migration.
» Make certain that the implant bed is properly prepared to avoid damage to the implant when it is driven in.
» When inserting the implant into the intervertebral space, observe the markings to correctly align the
implant.
- CeSPACE® 3D: Marking points in the cranial direction
- PROSPACE® 3D Oblique: Marking designates medial

/N WARNING
Surrounding structures may be injured due to the selection of an incorrect implant size or implant location!
» Always check the correct size and location every time with X-ray controlling by using trial implants.
» CeSPACE® 3D:
- Use CeSPACE® 3D trial implant and insertion instrument with depth stop.
- When inserting the CeSPACE® 3D trial implant, observe the markings to correctly align the trial
implant.
» PROSPACE® 3D Oblique:
- When inserting the PROSPACE® 3D Oblique trial implants, observe the markings to correctly align the
trial implant.

/A WARNING

Damage to the implant due to excessive application of force!

» Observe the correct alignment of the implant when mounting on the instrument.

» Mount the implant on the insertion instrument hand-tight as far as it will go.

» When inserting the implant into the intervertebral space, avoid canting and levering, and take care to
maintain an alignment parallel to the endplates.

» Do not use force during filling, mounting and implantation.

7.1 CeSPACE® 3D
Note
A cervical plate may be required for additional stabilization.

7.2  PROSPACE® 3D
» Always implant two implants per layer (PLIF technique).
» Always use PROSPACE® 3D in conjunction with an internal fixator.

7.3 PROSPACE® 3D Oblique

» Always use PROSPACE® 3D Oblique in conjunction with an internal fixator.

Note

PROSPACE® 3D Oblique can be implanted through an open or minimally invasive transforaminal access (oblique TLIF
technique).

7.4  TSPACE® 3D

» Always use TSPACE® 3D in conjunction with an internal fixator.

Note
TSPACE® 3D can be implanted through an open or minimally invasive transforaminal access.

8. General information

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

W Location of intraoperative landmarks

The following conditions must be fulfilled prior to application:

B All requisite implant components are ready to hand.

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 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.

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

B Aseptic operating conditions

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.

The patient has been informed of the procedure, taking into account the information provided in the sections on

indications, contraindications, side effects and interactions, and has documented his/her understanding and consent

regarding the following points:

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

B 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.

B Smokers present an increased risk of bone fusion failure.

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

9.  Safety notes

A\ CcAUTION

The use of high frequency surgical devices may damage the implant!

» Avoid using high frequency surgical devices in proximity to the implant.
If the implant is damaged: Remove the implant.

General risk factors associated with surgical procedures are not described in this documentation.
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 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 instructions 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 excised components.

Implants that have been used before must not be reused.

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

been used,

>
W [t is the operating surgeon's responsibility to ensure that the surgical procedure is performed properly.
]
u

/\ WARNING

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

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

result in patient injury.

W 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.

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

10. Sterility

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

B 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.

/\ WARNING

Damage to implants caused by processing and resterilization!

» Do not reprocess or resterilize the implants.

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

11. Disposal

» Adhere to national regulations when disposing of or recycling the product, its components and its packaging!
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Aesculap”
3D Cages: CeSPACE® 3D, PROSPACE® 3D, PROSPACE® 3D Oblique,
TSPACE® 3D

1. Ucel pouziti

3D Cages se pouzivaji dle nasledujiciho popisu:

W CeSPACE® 3D: Stabilizace kréni patefe C2-T1 prostfednictvim pfedniho pfistupu mono- a multisegmentalné.

B PROSPACE® 3D: Stabilizace bederni a hrudni patefe prostiednictvim zadniho pfistupu  mono-
a multisegmentalné.

W PROSPACE® 3D Oblique: Stabilizace bederni a hrudni patere prostfednictvim transforaminalniho pfistupu mono-
a multisegmentalné.

W TSPACE® 3D: Stabilizace bederni a hrudni patefe prostiednictvim transforaminalniho pfistupu mono- a multiseg-
mentalné.

2. Indikace

W Degenerativni instability

B Spondylolistéz

B Postdiskektomického syndromu

W Posttraumatické nestability

Operativné zavadéné implantaty slouzi k podpofe normalnich procesi hojeni. Jejich ikolem neni nahrada normalnich
télesnych struktur ani v pfipadé neukonceného hojeni trvalé prevzeti vyskytujicich se zatizeni.

3.  Absolutni kontraindikace

NepouZzivejte v nasledujicich pfipadech:

W Vainé poskozeni kostni struktury na patefi, které by mohlo branit stabilni implantaci komponent implantatu, jako
naptr. osteopenie, tézka osteoporoza, Pagetova choroba, kostni tumory, atd.

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

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

B Akutni nebo chronicka infekce patere, lokdIniho nebo systémového typu

WV pfipadech, které nejsou uvedeny pod indikacemi

4.  Relativni kontraindikace

Pouziti implanta¢niho systému mlze byt za nasledujicich okolnosti spojeno se zvysenym klinickym rizikem a vyza-

duje detailni individualni posouzeni chirurgem:

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

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

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

W Nedostatecna spoluprace pacienta nebo omezena schopnost dodrzovat pokyny Iékafe zejména v pooperaéni fazi,
véetné omezeni rozsahu pohybu, zejména ve vztahu k vykonavani sportovnich a profesnich aktivit.

5. Vedlejsi ucinky a interakce

Kromé vieobecnych rizik spojenych s operaci zahrnuji potencialni komplikace ve spojeni s intervertebralnimi zakroky

nasledujici rizika; nejde v3ak o jejich tplny vycet:

Chybné umisténi, prasknuti, uvolnéni, migrace/dislokace implantatu

Spondylolistéza, pseudoartrdza, chybéjici integrace implantatu

Ztrata vysky meziobratlovych plotének, zpisobena odstranénim zdravého kostniho materialu

Zmény hustoty kosti, degenerativni zmény v oblasti hranicicich obratld

Reakce na cizi téleso, alergie

Infekce

Neurologické komplikace v disledku nadmérné distrakce nebo traumatizace nervovych kofenl nebo dura

Perzistujici bolesti

6.  Material
Materialy pouzité u implantatd jsou uvedeny na baleni:
M Titanova slitina Ti6AI4V ELI dle ASTM F3001 a v navaznosti na ASTM F136

7.  Implantace 3D Cages

/\VAROVANI
OhroZeni uspéSného vysledku implantace neadekvétni pFipravou lizka implantatu nebo nespravnou orientaci
implantatu!
> Zajistéte, aby kryci desky sousedicich obratlii nebyly zeslabeny, aby se tak minimalizovalo riziko migrace.
» Zajistéte, aby luzko implantatu bylo pfipraveno &isté, aby nedoslo k poskozeni implantatu p¥i zavadéni.
» P¥i zavadéni implantatu do meziobratlového prostoru je tieba dbat znaceni pro spravnou orientaci implan-
tatu.
- CeSPACE® 3D: znaceni ukazuje kranialnim smérem
- PROSPACE® 3D Oblique: znaceni oznacuje medialni smér

A\ VAROVANI
Poranéni okolnich struktur v disledku volby nespravné velikosti implantatu nebo nespravnou polohou implan-
tatu!
» Spravnou velikost a polohu v kazdém pfipadé zkontrolujte pomoci zkusebnich implantata a pod rentge-
nem.
» CeSPACE® 3D:
- Poutijte zkusebni implantat CeSPACE® 3D a zavadéci nastroj s hloubkovym dorazem.
- P¥i zavadéni zkusebniho implantatu CeSPACE® 3D je tieba dbat znaceni pro spravnou orientaci zkuseb-
niho implantatu.
» PROSPACE® 3D Oblique:
- P¥i zavadéni zkuSebniho implantatu PROSPACE® 3D Oblique je tfeba dbat znaceni pro spravnou orien-
taci zkusebniho implantatu.

/\VAROVANI

Riziko poskozeni implantéatu v disledku nadmérného pusobeni sily!

» PFi montazi na nastroj dbejte na spravnou orientaci implantatu.

» Implantat namontujte rukou az na doraz do zavadéciho nastroje.

» P¥i zavadéni implantatu do meziobratlového prostoru je tieba se vyhnout vzpFiceni a paceni a dbat na ori-
entaci paralelné ke krycim deskam.

» P¥i pInéni, montazi a implantaci nepouZivejte nasili.

7.1 CeSPACE® 3D
Upozornéni

Pro dodatecnou stabilizaci mizZe byt potieba pouZzit cervikdlni dlahu.

7.2 PROSPACE® 3D

» Implantujte vzdy dva implantaty na jednu etaz (technika PLIF).
» PROSPACE® 3D pouzivejte vzdy ve spojeni s vnitinim fixatorem.

7.3 PROSPACE® 3D Oblique

» PROSPACE® 3D Oblique pouzivejte vzdy ve spojeni s vnitinim fixatorem.

Upozornéni
PROSPACE® 3D Oblique Ize implantovat skrz otevieny nebo minimdlné invazivni transfor
oblique TLIF).

7.4  TSPACE® 3D

» TSPACE® 3D pouzivejte vzdy ve spojeni s vnitinim fixatorem.

Ini pfistup (technika

Upozornéni
TSPACE® 3D Ize implantovat skrz otevieny nebo

Iné invazivni transforamindlni pfistup.

8.  Vseobecné pokyny

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

W Volbu a rozméry komponent implantatu

B Postaveni komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodi

Pred aplikaci je nutno spinit tyto podminky:

B Vsechny predepsané komponenty implantatu jsou k dispozici

W Jsou k dispozici implantacni nastroje véetné specidlnich nastroji implantacniho systému Aesculap - kompletni
a funkeni

W Operatér a operacni tym disponuji informacemi o operacni m postupu, sortimentu implantatu a instrumentariu;
tyto informace jsou v misté aplikace k dispozici v plném rozsahu

WV pfipadé vyskytu nejasné preoperativni situace a implantatii v oblasti ndhrad byly vyzadany blizsi informace od
vyrobee

B Aseptické operacni podminky

W Chirurgové provadéjici operaci museji byt obeznameni s lékafskym i postupy, sou¢asnym stavem védy a pfislus-
nymi lékafskymi publikacemi

Pacientovi byl se zietelem na informace v odstavcich Indikace, Kontraindikace a Vedlejsi ucinky a vzajemné plisobeni

vysvétlen zakrok a byl zdokumentovan jeho souhlas s nasledujicimi okolnostmi:

W PFi opozdéné nebo nedokoncené fuzi se mohou implantaty v disledku 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.

W PFi uvolnéni implantatu, zlomeni implantatu a ztraté korekce mize byt potfebna revizni operace.

m U kuraku je zvysené nebezpedi, se lhani u.

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

9.  Bezpecnostni pokyny

/A POZOR

Po3kozeni implantati v disledku pouZiti vysokofrekvenénich chirurgickych néstroja!
Vyhnéte se pouzivani vysokofrekvenénich chirurgickych nastroju v blizkosti implantatu.
Pfi poskozeni implantatu: implantat odstrarite.

>
>
W Operatér nese zodpovédnost za odborné provedeni opera¢niho 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 $lach.
W Aesculap nezodpovida za komplikace v dusledku nespravného uréeni indikace, volby implantdtu, nespravné kom-
binace komponent implantatu a operacni techniky jakoZ i omezenimi metody osetfeni nebo chybéjici asepse.
Je zapotiebi dodrzovat navody k pouziti jednotlivych komponent implantatd Aesculap.

Testovani a schvaleni komponent implantatu se uskute¢nilo v kombinaci s komponentami Aesculap. V pfipadé
odlisnych kombinaci nese zodpovédnost operatér.

® Komponenty implantatd riznych vyrobei se nesméji kombinovat.

W Poskozené nebo operativné odstranéné komponenty implantatd nelze pouzivat.

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

® O odstranéni zavedenych komponent implantatu rozhoduje oetfujici lékaf.

/A\VAROVANI

Implantat nebyl zkouman z hlediska bezpeénosti a kompatibility s MR prostfedim. Nebylo testovano, zda
dochazi k ohfevu, pohybim nebo obrazovym artefaktiim pfi vy3etfeni MR. Skenovéni pacienta s timto implan-
tatem metodou MR miZe mit za nasledek poranéni pacienta.

® 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.

10. Sterilita

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

B Komponenty implantatu jsou sterilizované zafenim.

» Komponenty implantatu skladujte v originalnich obalech a z originaIniho a ochranného obalu je vyjméte teprve
bezprostiedné pred pouzitim.

» Kontrolujte datum pouZitelnosti a neporusenost sterilniho baleni.

» Komponenty implantatu po dobé pouZitelnosti nebo s poSkozenym obalem nepouzivejte.

A\VAROVANI
Nebezpedi podkozeni implantata v disledku dpravy a resterilizace!
» Implantaty neupravujte a ani neresterilizujte.

Dal3i informace o systémech implantatd Aesculap si mizete kdykoliv vyzadat u B. Braun/Aesculap nebo v pfislusné
pobocce B. Braun/Aesculap.

11. Likvidace

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

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

V Parku 2335/20

148 00 Praha 4

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