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Aesculap® activ C
activ C intervertebral disk prosthesis

Intended use

The activ C intervertebral disk prosthesis is used for replacing intervertebral disks in the cervical spine (between C3
and C7). It serves to restore the disk height and segmental mobility.

The activ C intervertebral disk prosthesis consists of three components:

W Superior prosthesis plate with spikes for anchoring at the vertebral body

W Inferior prosthesis plate with central anchoring fin for anchoring at the vertebral body

B Polyethylene inlay

The prosthesis plates and the polyethylene inlay together form a ball joint. The polyethylene inlay is anchored in
form-fit in the inferior prosthesis plate.

activ C intervertebral disk prostheses are available in six different sizes (XS, S, M, L, XL and XXL) and in up to two
different heights (5 mm and 6 mm). The activ C intervertebral disk prostheses are supplied completely pre-assembled.

Materials

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

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

B PLASMAPORE® surface coating pure titanium acc. to I1SO 5832-2

m Ultra-high molecular low-pressure polyethylene acc. to ISO 5834-2

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

Indications

Use for:

W Symptomatic cervical discopathy
W Fresh disk prolapse

Contraindications

Do not use in the presence of:

Fever

Acute or chronic vertebral infections of a local or systemic nature
Systemic diseases and metabolic disorders

Pregnancy

Osteoporosis, osteochondrosis, severe osteopenia

Medical conditions that could preclude a successful implantation (e.g. pre-existing kyphosis)
Spondylarthrosis

Chronic degenerative spinal stenosis

Segmental instability

Spinal deformity

Chronic spondylotic myelopathy

Ossification of the anterior longitudinal ligament (ALL) and/or the posterior longitudinal ligament (PLL)
Distinct osteophytic and sclerotic changes of the vertebral bodies
Preoperative immobile segment (mobility less than 2° in flexion/extension)
Preoperative disk height of the segment to be operated on less than 3 mm
Narrow, hard disk symptoms

Poor quality of the articular complex

Facet joint degeneration

Vertebral body fracture of the cervical spine

Tumors of the cervical spine

Pharmaceutical or other drug abuse; alcoholism

Foreign body sensitivity to the implant materials

Inadequate patient compliance

Cases not listed under indications

Side effects and interactions

Dislocation, loose, worn or broken implant components

Loss of fixation, dislocation and migration

infections.

Allergic reactions to the implant materials

Tissue reaction to implant materials

Venous thrombosis, lung embolism, cardiac arrest

Hematomas and wound healing disorders

Periarticular calcifications and fusions

Injuries to

- Nerve roots

- Spinal cord

- Blood vessels

- Organs

Preoperatively existing segmental kyphosis and/or so-called "straight neck” can lead to postoperative kyphotic posi-
tion of the prosthesis and/or immobility of the segment.

Acute myelopathies can have various reasons. Not all of them can be treated successfully with a prosthesis.

Safety notes

CAUTION

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

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 this documentation.

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 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 erroneous indication, wrong choice of implant,
incorrect combination of implant components and operating technique, the limitations of the treatment method,
or inadequate asepsis.

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

W 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.

B Only combine Aesculap modular implant components with each other.

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

B Do not, under any circumstances, use damaged or surgically excised components.
W Implants that have been used before must not be reused.

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 Delayed healing can cause implant breakage due to metal fatigue.

W The attending physician shall make any decision with regard to the removal of implant components that have
been used, In this case he must be conscious of the potential risks of a further operation as well as of the diffi-
culties of an implant removal.

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

B In order to promote the earliest possible detection of any problems or complications, the operation results must
be followed up at regular intervals with the aid of appropriate examination procedures. A precise diagnosis
requires x-rays taken in the directions anterior-posterior and medial-lateral.

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.

W Only instruments for activ C intervertebral disk prostheses from Aesculap may be used.

B Follow the instructions for use of trial implants, handle, reamer guide and chisel guide TAO11996 and insertion
instrument and TA011997.

M Follow the operating manual (no. 031302).

Sterility

W The implant components are supplied pre-assembled in labeled protective packaging.

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

Damage to implants caused by processing and resterilization!
» Do not reprocess or resterilize the implants

WARNING

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

B Positioning of the implant components in the bone

W 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 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.

W Select implants according to the indication, preoperative planning and the bone situation found intraoperatively.

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

been documented:

B The patient is aware of the risks involved in neurosurgery, general surgery, orthopedic surgery and general anes-
thesia.

W The patient has been informed of the advantages and drawbacks of an activ C intervertebral disk prosthesis, and

has been made aware of possible alternative therapeutic methods.

Excessive load, wear or infection can lead to malfunctions of the activ C intervertebral disk prosthesis.

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.

If revision surgery is carried out, it may not be possible to preserve the segmental movement.

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

The height indicated on the implant packaging is the total posterior implant height.

The implantation of the activ C intervertebral disk prostheses requires the following application steps:

W Surgical access

B Midline marking

W Discectomy and preparation of the vertebral body end plates

W Application of the distractor and distraction

u

u

u

Verification of implant size
Preparation of the fin bed
Insertion of the activ C intervertebral disk prosthesis

Surgical access

Risk of damage to blood vessels, nerves and tissue caused by sharp instruments!
» Work with extreme care throughout the operation.

WARNING

» Establish the surgical access to the affected segment.

Midline marking

Mispositioning of the activ C intervertebral disk prosthesis caused by inaccurate
marking of the midline!
» Always mark the midline under X-ray control.

WARNING

» Determine the center of the intervertebral disk using the midline marker under X-ray control.
» Apply markings on the superior/ inferior vertebral body.



Discectomy and preparation of the vertebral body end plates

Insufficient anchoring stability of the prosthesis plates due to incomplete removal
of cartilage!
» Remove all cartilage from the vertebral body end plates.

>

WARNING

Increased risk of migration due to over-preparation of the vertebral body end-
plates!

» Work carefully when preparing the vertebral body end plates.

WARNING » Do not remove the vertebral body end plates.

>

» Completely remove the intervertebral disc, using standard instruments.
» Remove all cartilage from the vertebral body end plates.

Application of the distractor and distraction

Compression of the spinal canal and of other posterior elements caused by the dis-
traction forceps inserted too deeply!
» Always use X-ray control when inserting the distraction forceps.

>

WARNING

Irritation of the facet joints/strain on spinal cord and nerve roots due to excessive

distraction!

» Extend the distraction forceps slowly and carefully under X-ray control.

WARNING » Observe the tactile response.

» Use the heights of adjacent (healthy) disks as a guide for the required degree
of distraction.

>

Risk of loosening/tear-out of the distraction screws when distracting with the dis-

tractor and the distraction screws!

» Use the distraction forceps for the distraction process.

WARNING » Do not use the distractor and the distraction screws for the actual distraction
process.

» Lock the distractor in extended condition.

>

» Place the distractor.

» Under X-ray control, insert the closed distraction forceps into the intervertebral disk space and extend the dis-
traction forceps.

» Lock the distractor.

» Close the distraction forceps and remove it from the intervertebral disk space.

Verification of implant size

Compression of the spinal canal and of other posterior elements caused by trial
implants inserted too deeply!
» Use the adjusting wheel to set the depth stop of the trial implant to minimum
WARNING insertion depth.
» Always use X-ray control when inserting the trial implants in the intervertebral
disk space.

Increased risk of migration if the selected implant size is too small!
» Select the size of the trial implant/implant to achieve maximum coverage of
the vertebral body end plates.
WARNING » On the X-ray image, in AP and lateral view, check to ensure that the size, posi-
tion and alignment of the trial implant are correct.

Irritation of the facet joints/strain on spinal cord and nerve roots due to exces-
sive/insufficient distraction!
» Select the correct trial implant/implant size.

WARNING » Inspect the height of the trial implant in the lateral-view X-ray image.

» Mount the trial implant of the selected size on the handle, observing the "CRANIAL" and "CAUDAL" markings on
the trial implant/handle.

Use the adjusting wheel to set the depth stop of the trial implant to minimum insertion depth.

Under X-ray control, insert the trial implant with the handle in the intervertebral disk space.

Align the markings of the trial implant center to the midline marking.

If necessary, correct the depth stop position using the adjusting wheel until the intended position is reached.
Ensure that depth stop abuts the anterior edge of the vertebral body.

» On the intraoperative X-ray image, in AP and lateral view, check the size/height and position of the trial implant.
» Dismount the handle from the trial implant.

Note
The fin bed can either by prepared by reaming or chiseling.

Fin bed reaming

Malpositioning of the activ C intervertebral disk prosthesis due to failure to

observe the midline!

» Check the position of the trial implant by means of the midline marking and
WARNING on the AP-view X-ray image.

» Ensure secure positioning of the trial implant during the reaming procedure.

Risk of damage to blood vessels, nerves and tissue caused by sharp reamer!
» Carefully insert the handpiece with the coupled reamer.
» Do not activate the motor before the handpiece with the coupled reamer is
WARNING properly positioned in the appropriate guide hole and the respective guide slot
of the reamer guide.

Risk of damage to blood vessels, nerves and spinal cord caused by reamer applied
too deeply!
» For reaming the holes, apply the reamer only in combination with a correctly
WARNING selected and positioned trial implant and with the reamer guide coupled.
» Ensure that depth stop of the trial implant abuts the anterior edge of the ver-
tebral body.
» Use activ C instruments only.
Use instruments according to their intended use.
» Ream the holes under lateral X-ray control.

v

» Mount the reamer guide on the trial implant, observing the "CRANIAL" and "CAUDAL" markings on the reamer
quide.

» Clamp in the activ C reamer in the handpiece.

» Thread the handpiece with the coupled reamer into the appropriate guide hole and the first guide slot of the
reamer guide.

» Ream the first hole under lateral X-ray control.
The reaming depth will be limited by a stop at the reamer guide.

» Thread the handpiece with the coupled reamer into the appropriate guide hole and the second guide slot of the
reamer guide.

» Ream the second hole under lateral X-ray control.
The reaming depth will be limited by a stop at the reamer guide.

» Remove the handpiece with the coupled reamer, the reamer guide and the trial implant from the intervertebral
disk space.

» Clean the fin bed.

Chiseling the fin bed

Malpositioning of the activ C intervertebral disk prosthesis due to failure to

observe the midline!

» Check the position of the trial implant by means of the midline marking and
WARNING on the AP-view X-ray image.

» Ensure secure positioning of the trial implant during the chiseling procedure.

Risk of damage to blood vessels, nerves and tissue caused by sharp chisel!
» Carefully insert the chisel holder with the coupled chisel.

WARNING

Risk of damage to blood vessels, nerves and spinal cord caused by chisel applied

too deeply!

» For chiseling the holes, apply the chisel only in combination with a correctly
WARNING selected and positioned trial implant and with the chisel guide coupled.

» Ensure that depth stop of the trial implant abuts the anterior edge of the ver-

tebral body.

» Use activ C instruments only.

» Use instruments according to their intended use.

» Chiseling under lateral X-ray control.

» Mount the chisel guide on the trial implant, observing the "CRANIAL" and "CAUDAL" markings on the chisel
guide.

» Mount the activ C chisel onto the chisel holder.

» Chisel under lateral X-ray control. The chiseling depth will be limited by a stop at the chisel guide.

» Remove the handpiece with the coupled chisel, the chisel guide and the trial implant from the intervertebral disk
space.

» Clean the fin bed.

Insertion of the activ C intervertebral disk prosthesis

Damage to vertebral body end plates when the activ C intervertebral disk prosthe-

sis is tapped in!

» Apply proper care when tapping in the activ C intervertebral disk prosthesis.
WARNING » Do not remove the vertebral body end plates.

Compression of the spinal canal and of other posterior elements caused by the

activ C intervertebral disk prosthesis inserted too deeply!

» Prior to inserting the activ C intervertebral disk prosthesis, adjust the depth

WARNING guide to minimum insertion depth.

» Always introduce the activ C intervertebral disk prosthesis into the interverte-
bral space under X-ray control.

» On the X-ray image, in AP and lateral view, check for correct position/align-
ment of the activ C intervertebral disk prosthesis.

Damage to the activ C intervertebral disk prosthesis due to improper handling!
» Mount the implant on the insertion instrument immediately after removing it
from the implant packaging.
CAUTION » Handle with caution the friction surfaces of the prosthesis plates/polyethylene
inlay.

» Put out the implant ready for use.

» Connect the spacer corresponding to the selected implant height to the insertion instrument, observing the
"CRANIAL" and "CAUDAL" markings on the spacerfinsertion instrument.

» Use the adjusting wheel to set the depth stop of the insertion instrument to minimum insertion depth.

» Mount the intervertebral disk implant on the insertion instrument immediately after removing it from the
implant packaging, observing the "CRANIAL" and "CAUDAL" markings.
The superior prosthesis plate must abut at the part of the insertion instrument that is marked "CRANIAL", while
the inferior prosthesis plate must be at the "CAUDAL" part.

» Turn the clamping sleeve to clamp in the intervertebral disk prosthesis on the instrument.

Remove the disk prosthesis from its packaging, holding it with the insertion instrument.

» Carefully, under X-ray control, insert the disk prosthesis into the intervertebral disk space.
When doing this, the superior prosthesis plate must be oriented towards cranial, the inferior prosthesis plate
towards caudal.

» If necessary, correct the depth stop position using the adjusting wheel until the intended position is reached.

» Release the clamping sleeve on the insertion instrument and remove the insertion instrument.

» On the intraoperative X-ray image, in AP and lateral view, check the size, height and position of the intervertebral
disk implant.

Additional information on Aesculap implant systems can be obtained at any time from B. Braun/Aesculap or from

designated B. Braun/Aesculap subsidiaries.

v

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

TA011995 2022-03 V6 Change No. AEO061566



Aesculap® activ C
Protéza meziobratlové ploténky activ C

Ucel pouziti

Protéza meziobratlové ploténky activ C se pouziva k nahradé meziobratlovych plotének cervikdlni patefe (mezi C3 a
C7). Slouzi k obnoveni vysky meziobratlové ploténky a segmentalni pohyblivosti.

Protéza meziobratlové ploténky activ C se sklada ze tfi komponent:

W Superiorni dlaha protézy s hrbolky k ukotveni na obratli

W Inferiorni dlaha protézy s centralnim kotvicim vystupkem k ukotveni na obratli

B Polyetylenova inlay

Dlahy protéz a polyetylenové inlaye vytvareji kulovy kloub. Polyetylenova inlay je tvarové ukotvena v inferiorni dlaze
protézy.

Tyto protézy meziobratlové ploténky activ C jsou k dispozici v Sesti riznych velikostech (XS, S, M, L, XL a XXL) a az
ve dvou riiznych vyskach (5 mm a 6 mm). Protézy meziobratlové ploténky activ C jsou kompletné pfedmontované.

Material

Materialy pouzité u implantatd jsou uvedeny na baleni:

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

W PLASMAPORE® povrchova vrstva Cistého titanu podle 1SO 5832-2

m Ultravysoce molekularni nizkotlakovy polyetylén podle ISO 5834-2

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

Indikace

Pouziti v pfipadech:

W Symptomatickd cervikdlni diskopatie

] éerstvy’/ prolaps meziobratlové ploténky

Kontraindikace

Nepouzivat v nasledujicich pfipadech:

Horecka

Akutni a nebo chronické infekce patere lokalniho nebo systémového typu
Systémova onemocnéni a metabolické poruchy

Téhotenstvi

Osteoporoza, osteochondroza, tézka osteopenie

Medicinska situace, ktera by mohla zabranit uspéchu implantace (napf. jiz existujici kyfoze)
Spondylartroza

Chronické degenerativni spinalni stendzy

Segmentalni nestability

Spinalni deformity

Chronicka spondylotické myelopatie

Osifikace pfedniho longitudinalniho ligamenta (ALL) a/nebo zadniho longitudinalniho ligamenta (PLL)
Viyrazné osteofytarni a sklerotické zmény patere

Preoperativné nepohyblivy segment (pohyblivost mensi nez 2° ve flexi/extenzi)
Preoperativni vySka meziobratlové ploténky operovaného segmentu mensi 3 mm
Uzka tvrda symptomatika meziobratlovych plotének

§patna’ kvalita kloubniho komplexu

Degenerace fasetového kloubu

Fraktura obratle cervikalni patere

Tumory cervikalni patere

Nedikamentozni nebo drogova zavislosti, alkoholismus

Precitlivélost na materialy implantatu jako na cizi télesa

Nedostate¢na spoluprace pacienta

V pripadech, které nejsou vyjmenovany pod indikacemi

Vedlejsi ucinky a interakce

W Zména polohy, uvolnéni, opotiebeni nebo zlomeni komponent implantatu
B Ztrata fixace, dislokace a migrace
W Infekce
W Alergické reakce na materialy implantatu
B Reakce tkani na materialy implantatu
B Vendzni trombozy, plicni embolie a srdeéni zastava
W Hematomy a poruchy hojeni rany
W Periartikularni zvapenaténi a sristy
® Poranéni
- Nervovych kofent
- Michy
- Cév
- Organa

V pFipadé jiz preoperativné existujici segmentalni kyfézy a/nebo takzvaného "rovného krku" mize postoperativné
dojit ke kyfotickému postaveni protézy a/nebo imobilité segmentu.
Akutni myelopatie mohou mit riizné priciny. Ne viechny se daji Uspésné Ié¢it pomoci protézy.

Bezpecnostni pokyny

Operatér nese zodpovédnost za odborné provedeni operacniho zakroku.

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

Operatér musi jak teoreticky, tak prakticky ovlddat uznané operaéni metody a techniku.

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.

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 lé¢ebné metody nebo nedostatecnou asepsi.

Je zapotiebi 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.

Kombinovat Ize pouze modularni komponenty implantatt spole¢nosti Aesculap.

Komponenty implantatd riznych vyrobel se nesméji kombinovat.

Poskozené nebo operativné odstranéné komponenty implantatd nelze pouZivat.

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

Implantat nebyl zkousen na bezpeénost a kompatibilitu v prostfedi magnetické
rezonance. Nebyl testovan na zahfati, pohyby a obrazové artefakty pfi vySetteni
magnetickou rezonanci. Skenovani pacienta s timto implantatem pomoci MR

VAROVANI{ miuze vést k poranéni pacienta.

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

0 odstranéni nasazenych komponent implantatu rozhoduje osetfujici Iékaf. Pfitom musi mit na paméti potenci-
alni rizika dalsi operace jakoZ i obtize pfi odstrafiovani implantatu.

Poskozeni hmotnost nesoucich struktur implantatu mohou zpUsobit uvolnéni komponent, dislokaci a migraci
jakoz i jiné tézké komplikace.

Aby se daly zdroje chyb nebo komplikace zjistit co nejdrive, je zapotrebi vysledek operace pravidelné kontrolovat
vhodnymi postupy. K pfesné diagnéze jsou zapotiebi rentgenové snimky v anteriorné-posteriornim a medialné-
lateralnim sméru.

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

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

PouZivejte pouze nastroje pro meziobratlové ploténky activ C.

Dodrzujte pokyny uvedené v navodech k pouZiti zkusebnich implantatd, rukojeti, vedeni dlata TAO11996, nasa-
zovaciho inastroje a rozpérného nastroje TAO11997.

Dodrzujte pokyny uvedené v operaéni pfiruce (¢. 031302).

Sterilita

u
u
>

v

Komponenty implantatu jsou jiz pfedmontované a zabalené v oznaceném ochranném obalu.

Komponenty implantatu jsou sterilizované zarenim.

Komponenty implantatu skladujte v originalnich obalech a z originalniho a ochranného obalu je vyjméte teprve
bezprostfedné pred pouzitim.

Kontrolujte datum pouZitelnosti a neporusenost sterilniho baleni.

Nepouzivejte komponenty implantatu, jejichz doba pouzitelnosti je prosla anebo jejichz obal je poskozen

Nebezpeéi poskozeni implantati v dusledku upravy a resterilizace!
» Implantaty neupravujte a ani neresterilizujte

VAROVANI

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

Volbu a rozméry komponent implantatu
Polohovani komponent implantatu v kosti
Stanoveni intraoperacnich orienta¢nich bodi

Pred aplikaci je nutno spinit tyto podminky:

Vechny predepsané komponenty implantatu jsou k dispozici

Viysoce aseptické operaéni podminky

Implantaéni 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 plném rozsahu

Chirurgové provadgjici operaci museji byt obeznameni s Iékafskym uménim, sou¢asnym stavem védy a pfislus-
nymi lékafskymi publikacemi

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

Imlantaty zvolte na zakladé indikace, pfedoperacniho planu a kostni situace, zjisténé v priibéhu operace.

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

Pacient si je védom rizik v souvislosti s neurochirurgii, ortopedickou chirurgii a obecnou anestesii.

Pacient byl informovany o vyhodach a nevyhodéach protézy meziobratlové ploténky activ C a 0 moznych alterna-
tivnich metodach lécby.

Pfi nadmérném zatiZeni, opotfebeni nebo infekci muze dojit k nespravné funkci protézy meziobratlové ploténky
activ C.

Zivotnost implantatu je zavisla na télesné hmotnosti.

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

Pfi uvolnéni implantatu, zlomeni implantatu a ztraté korekce muze byt potfebna revizni operace.

Pokud bude proveden korekéni zakrok, muze se stat, Zze nebude pripadné mozné zachovat segmentalni pohyb.
Pacient se musi podrobovat pravidelnym |ékaFskym kontroldm komponent implantatu.

Velikost uvedena na obalu implantatu odpovida celkové posteriorni vysce implantatu.
Implantace protéz meziobratlovych plotének activ C vyzaduje nasledujici aplikaéni postup::

Operativni pfistup

Oznaceni stiedové linie

Diskektomie a opracovani koncovych oblouki obratle
Nasazeni distraktoru a distrakce

Verifikace velikosti

Ptiprava uloZeni kotviciho vystupku

Nasazeni protézy meziobratlové ploténky activ C

Operativni pFistup

>

Nebezpedi poranéni cév, nervii a tkané ostrymi nastroji!
» V pribéhu operace pracujte mimoradné opatrné.

>

VAROVANI

Utvorte operativni pfistup k dotéenému segmentu.

Oznaceni stfedové linie

>
>

Riziko nespravné pozice protézy meziobratlové ploténky activ C v pripadé nepies-
ného vyznaceni stfedové linie!
» Stiedovou linii cujte pouze pod r

>

kontrolou.

VAROVANI

Stfed meziobratlové ploténky stanovte pomoci znackovace stiedové linie pod kontrolou rentgenu.
Oznadeni umistéte na horni/dolni obratel.

Diskektomie a opracovani koncovych oblouku obratle

>
>

Nebezpedi nedostateéné stability ukotveni dlah protézy v disledku netplného
odstranéni chrupavky!
» Koncové oblouky obratli zbavte chrupavky tplné.

>

VAROVANI

Zvy3ené riziko migrace v dusledku pfili$ velkého opracovani koncovych oblouki
obratli!

» Koncové oblouky obratli opracovévejte opatrné.

» Koncové oblouky obratli neodstrafiujte.

>

VAROVANI

Meziobratlovou ploténku odstrafite prostfednictvim standardnich instrumenti kompletné.
Koncové ploténky téla obratle zbavte chrupavky.



Nasazeni distraktoru a distrakce

Riziko komprese spinalniho kanalu a jinych posteriornich prvki v disledku pFilis
hlubokého nasazeni rozpinacich klesti!
» Rozpinaci klesté zavadéjte vyhradné pod rentgenovou kontrolou.

VAROVANI

Nebezpe¢i podrazdéni facetovych klouba/napéti michy a nervovych kofenu
v dusledku nadmérné distrakce!
» Rozpinaci klesté rozevirejte pomalu a opatrné pod rentgenovou kontrolou.
VAROVANI » Dbejte na taktilni odezvy.
» Ke stanoveni vysky rozevieni vezméte jako miru vysku sousednich (zdravych)
meziobratlovych plotének.

Nebezpedi uvolnéni/vytrzeni distrakénich Sroubl pfi rozevieni pres distraktor a
distrakéni Srouby!
» Nasad'te rozpinaci klesté k rozevreni.
VAROVANI » Nerozevirejte pres distraktor a distrakéni Srouby.
» Distraktor v rozevieném stavu zaaretujte.

» Nasadte distraktor.

» Rozpinaci (v zavieném stavu) pod rentgenovou kontrolou zavedte do prostoru meziobratlové ploténky a roze-
viete.

» Distraktor zaaretujte.
» Rozpinaci klesté zaviete a odstrante z prostoru meziobratlové ploténky.

Verifikace velikosti

Riziko komprese spinalniho kanalu a jinych posteriornich prvki v disledku pFilis
hlubokéh i zkusebnich implantatu!
» Hloubkovy doraz zkusebniho implantatu nastavte prostfednictvim nastavova-
VAROVANI ciho kolecka na nejmensi hloubku zavedeni.
» Zkusebni implantaty zavadéjte do prostoru meziobratlové ploténky pouze pod
rentgenovou kontrolou.

Zvy3ené nebezpedi migrace v dusledku pfilis malé velikosti implantatu!
» Velikosti zkusebniho implantatu/implantéatu zvolte tak, aby koncové oblouky
obratli byly max. pokryté.
VAROVANI » Velikost, pozici a nastaveni zkusebniho implantatu zkontrolujte pomoci rent-
genového snimku s AP a lateralnim prechodem zafeni.

Nebezpedi podrazdéni facetovych kloubi /napéti michy a nervovych kofent
v disledku nadmérné/nedostateéné distrakce!
» Vyberte spravnou vysku implantatu/implantatu
VAROVANI » Vysku zkusebniho implantatu zkontrolujte pomoci rentgenového snimku
s lateralnim prechodem zafeni.

» Zkusebni implantat vybrané velikosti namontujte na rukojet. Dbejte pfitom na oznaceni "CRANIAL" a "CAUDAL"
na zku3ebnim implantatu/rukojeti.

» Hloubkovy doraz zkusebniho implantatu nastavte prostfednictvim nastavovaciho kole¢ka na nejmensi hloubku
zavedeni.

» ZkuSebni implantat s rukojeti zavedte pod rentgenovou kontrolou do prostoru meziobratlové ploténky.

» Znacky na zkusebnim implantatu vyrovnejte se znackami stfedové linie.

» V pfipadé potreby korigujte pozici hloubkového dorazu prostrednictvim nastavovaciho kolecka, az bude dosazena
pozadovana pozice. Zajistéte, aby hloubkovy doraz doléhal na anteriorni hranu obratle.

» Velikost/vysku a pozici zkuebniho implantatu zkontrolujte pomoci AP- a lateralniho intraoperativniho rentge-
nového obrazu.

» Rukojet ze zkusebniho implantatu demontujte.

Upozornéni
Pripravu uloZeni kotviciho nosu Ize provést frézovdnim nebo dldtem.
Vyfrézovani uloZeni kotviciho nosu
Riziko nespravné polohy protézy iobratlové ploténky activ C v disledku nere-
spektovani stfedové linie!
» Pozici zkusebniho implantatu zkontrolujte pomoci oznaceni stfedové linie a
VAROVANI rentgenového snimku s AP prechodem zafeni.
» V pribéhu frézovani zajistéte pevnou pozici zkusebniho implantatu.

Nebezpe¢i poranéni cév, nervii a tkani ostrou frézou!

» Opatrné nasad'te nasadec s upnutou frézou.

» Motor spustte pouze tehdy, kdyZ bude nasadec s upnutou frézou zavedeny do
VAROVANI prislusného vodiciho otvoru a vodici drazky vedeni frézy.

Nebezpedi poranéni cév, nervii a michy v dusledku pfili$ hlubokého zanofeni frézy!

» Frézovani otvorli provad&jte pouze v kombinaci se spravné zvolenym a umisté-
nym zkusebnim implantatem jakoz i pfipojenym vedenim frézy.
VAROVANI » Zajistéte, aby hloubkovy doraz zkusebniho implantatu doléhal na anteriorni

hranu obratle.

» Pouzivejte pouze nastroje activ C.

» Nastroje pouzivejte podle jejich oblasti pouziti.

» Otvory je zapotiebi frézovat pod rentgenovou kontrolou s lateralnim pfecho-
dem zafeni.

» Vedeni frézy namontujte na zkusebni implantat. Dbejte pfitom na oznaceni "CRANIAL" a "CAUDAL" na vedeni
frézy.
» Upnéte frézu activ C do nasadce.
» Nasadec s upnutou frézou navléknéte do odpovidajiciho vodiciho otvoru a prvni vodici drazky vedeni frézy.
» Viyfrézujte prvni otvor pod rentgenovou kontrolou s lateralnim pfechodem zafeni.
Hloubka frézovani je omezena dorazem na vedeni frézy.
» Nasadec s upnutou frézou navléknéte do odpovidajiciho vodiciho otvoru a druhé vodici drazky vedeni frézy.
» Vyfrézujte druhy otvor pod rentgenovou kontrolou s lateralnim pfechodem zéareni.
Hloubka frézovani je omezena dorazem na vedeni frézy.
» Nasadec s upnutou frézou, vedenim frézy a zkuSebnim implantatem vyjméte z prostoru meziobratlové ploténky.
» Ulozeni kotviciho nosu vycistéte.

Vysekani uloZeni kotviciho vystupku dlatem

Riziko nespravné polohy protézy meziobratlové ploténky activ C v disledku nere-

spektovani stfedové linie!

» Pozici zkusebniho implantatu zkontrolujte pomoci oznaceni stfedové linie a
VAROVANI rentgenového snimku s AP prechodem zafeni.

» V prubéhu vysekavani dlatem zajistéte pevnou pozici zkusebniho implantatu.

Nebezpedi poranéni cév, nervii a tkani ostrym dlatem!
» Opatrné nasad'te nasadec s upnutym dlatem.

VAROVANI

Nebezpeéi poranéni cév, nervii a michy v disledku pfili$ hlubokého zanofeni dlata!
» Otvory vysekavejte dlatem pouze v kombinaci se spravné zvolenym a umisté-
nym zkuSebnim implantatem a p¥ipojenym vedenim frézy.
VAROVANI » Zajistéte, aby hloubkovy doraz zkusebniho implantatu doléhal na anteriorni
hranu obratle.
» Pouzivejte pouze nastroje activ C.
Nastroje pouzivejte podle jejich oblasti pouziti.
» Otvory vysekavejte dlatem pouze pod rentgenovou kontrolou v lateralnim
sméru.

v

» Vedeni dlata namontujte na zkusebni implantat. Dbejte pfitom na oznaceni "CRANIAL" a "CAUDAL" na vedeni
dlata.
» Dlato a drzék dlata activ C
» Otvory vysekavejte dlatem pod rentgenovou kontrolou v lateralnim sméru. Hloubka vysekani dlatem je omezena
dorazem na vedeni dlata.
» Drzak dlata s upnutym dlatem, vedenim dlata a zkuSebnim implantatem vyjméte z prostoru meziobratlové plo-
ténky.
» UloZeni kotviciho nosu vycistéte.
Nasazeni protézy meziobratlové ploténky activ C
Riziko posk i koncovych obl
lové ploténky activ C!
» Protézu meziobratlové ploténky activ C narazejte opatrné.
VAROVANI » Koncové oblouky obratli neodstrafiujte.

ku téla obratle pfi narazeni protézy meziobrat-

Riziko komprese spinalniho kanélu a jinych posteriornich elementi v disledku pFi-

1i§ hlubokého nasazeni protézy meziobratlové ploténky activ C!

» Hloubkovy doraz pfed nasazenim protézy meziobratlové ploténky activ C

VAROVANI nastavte na nejmensi hloubku zavedeni.

» Protézu meziobratlové ploténky activ C zaved'te do prostoru meziobratlové plo-
ténky pod rentgenovou kontrolou.

» Pozici/nastaveni protézy meziobratlové ploténky activ C zkontrolujte pomoci
rentgenového snimku s AP a lateralnim pfechodem zafeni.

Riziko poskozeni protézy meziobratlové ploténky activ C v disledku nespravného
zachazeni!
» Implantat montujte pfimo z jeho obalu na nasazovaci nastroj.
POZOR » S implantatem a predevsim kluznymi plochami dlah protézy/polyetylénovymi
inlayi zachazejte opatrné.

» Pripravte si implantat.

» Distanéni drzak, odpovidajici zvolené vysce implantatu, spojte s nasazovacim inastrojem. Pfitom dbejte na ozna-
¢eni "CRANIAL" a "CAUDAL" na distanénim drzaku/nasazovacim nastroji.

» Hloubkovy doraz nasazovaciho nastroje nastavte prostfednictvim nastavovaciho kolecka na nejmensi hloubku.

» Protézu meziobratlové ploténky namontujte na nasazovaci nastroj pfimo z obalu implantatu. Dbejte pfitom na
oznaceni "CRANIAL" a "CAUDAL".

Superiorni dlaha protézy musi lezet na ¢asti nasazovaciho nastroje s oznacenim "CRANIAL", inferiorni dlaha pro-
tézy musi leZet na ¢asti nasazovaciho nastroje s oznacenim "CAUDAL".

» Otocte upinaci pouzdro, aby jste protézu meziobratlové ploténky na nastroji upnuli.

» Protézu meziobratlové ploténky vyjméte z obalu pomoci nasazovaciho nastroje.

» Protézu meziobratlové ploténky zavedte do prostoru meziobratlové ploténky pod rentgenovou kontrolou.
Superiorni protézova dlaha musi byt pfitom orientovana kranialnim smérem, inferiorni protézové dlaha kaudal-
nim smérem.

» V pripadé potreby korigujte pozici hloubkového dorazu prostrednictvim nastavovaciho kolecka, az bude dosazena
pozadovana pozice.

» Upinaci pouzdro na nasazovacim instrumentu uvolnéte a nasazovaci nastroj vyjméte.

» Velikost, vySku a pozici protézy meziobratlové ploténky zkontrolujte pomoci intraoperativniho rentgenového AP
snimku a lateralniho snimku.

Dal3i informace o implantaénich systémech Aesculap si mizete kdykoliv vyzadat u B. Braun/Aesculap nebo

v piislusné pobocce B. Braun/Aesculap.

Likvidace

» Pii likvidaci nebo recyklaci vyrobku, jeho komponent a jejich oball dodrzujte narodni pfedpisy!
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	en - activ C intervertebral disk prosthesis
	de - activ C-Bandscheibenprothese
	fr - Prothèse de disque intervertébral activ C
	es - Prótesis de disco intervertebral activ C
	it - Protesi discale activ C
	pt - Prótese de disco intervertebral activ C
	nl - activ C-tussenwervelschijfprothese
	sv - activ C-diskprotes
	ru - Протез межпозвоночного диска activ C
	cs - Protéza meziobratlové ploténky activ C
	pl - Proteza krążka międzykręgowego activ C
	sk - activ C náhrada medzistavcovej platničky
	tr - activ C disk protezi
	ko - 추간체고정보형재 (activ C, 형명개별기재 )



