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Note for U.S. users

This Instructions for Use is NOT intended for United States users. Please discard. The Instructions for Use
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clicking the "Products” menu. If you wish to obtain a paper copy of the Instructions for Use, you may
request one by contacting your local Aesculap representative or Aesculap's customer service at
1-866-229-3002. A paper copy will be provided to you upon request at no additional cost.
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Aesculap®
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Intended use

The implant is used:

B For ventral monosegmental and multisegmental stabilization of the lumbar and thoracic spine
W For the complete or partial replacement of one or two vertebral bodies by the implants

B For anterior and anterior-lateral approach from an implantation height in excess of 21 mm.

B For posterior approach from an implantation height in excess of 29 mm.

System component Size Art. no.

SV001T to SVO18T,
SV030T to SV032T

Pre-fabricated implants 15 typical sizes

Additional endplates S,M, L SV019TtoSV024T

Materials

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

ISOTAN® titanium forged alloy TiGAI4V acc. to 1S05832-3

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

MP35N CoNiCrMo forged alloy acc. to 1SO 5832-6

PEEK-OPTIMA®

M Silicone

ISOTAN® and PLASMAPORE® are registered trademarks of Aesculap AG, 78532 Tuttlingen / Germany.
PEEK-OPTIMA® is a registered trademark of Invibio, Ltd Lancashire FY5 4QD [ UK.

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

B Anterior correction of spinal deformities

B Degenerative instability

W Post-trauma instability

® Spinal tumors

Contraindications

Do not use in the presence of:

Multisegmental fusions with more than 2 vertebral bodies

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
Adiposity

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

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

Neurological complications of overdistraction

Loss of disc height possible by removal of cortical endplate
Pseudoarthrosis

Resorption of accumulated bone material

Vertebral body slippage (spondylolisthesis)

Allergic reaction to the implant materials

Bone loss or decrease in bone density

Restricted joint function and mobility

Restricted joint loading and joint pain

Infection

Degeneration of adjacent segments due to increased loading
Loss of lordosis/kyphosis

Pain or discomfort

Bone loss/fracture above or below the spine area treated
Limited physical capability

Gastrointestinal symptoms

Persistence of the symptoms to be treated by the implantated device

Note

These warnings do not include all adverse reactions related to general surgical procedures. Surgical risks should be
described clearly to the patient before surgery by the attending physician.

Safety notes

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

B 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.

B 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

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

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

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

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

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

Sterility

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

W The implant components are gamma-sterilized.

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

» Prior to use, check the product expiry date and verify the integrity of the sterile packaging.

» Do not use implant components that are past their expiration date or whose packaging is damaged.

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

WARNING

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:

B 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 Special instruments ready for implanting the implant components and for the distraction, compression and
reduction of the lumbar and thoracic spine

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

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

been documented:

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 disadvantages of a Hydrolift® implant, and has been made

aware of possible alternative methods of treatment.

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.

Implantation of the Hydrolift® implant requires the following steps:

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

» Do not deform metal implants.

Discectomy and preparation of the vertebral body endplate

Insufficient anchoring stability due to incomplete removal of cartilage!
» Completely remove the cartilage layer from the vertebral bodies.

WARNING
Increased risk of migration due to over-preparation of the vertebral body end-
plates!
» Avoid aggressive preparation of the endplates.

WARNING » Do not remove the vertebral body endplates.

» Using standard instruments, remove just enough disc material so that the trial implant can be inserted in the
disc compartment.

» Remove all cartilage from the vertebral body end plates.

» Carry out partial or complete corporectomy of the damaged vertebral body.



Verification of implant size

Risk of injury due to use of an unsuitable implant size!
» Only use Hydrolift® implants for posterior approach from an implantation
height in excess of 29 mm.

WARNING

» Select Hydrolift® implants according to indication, preoperative planning and intraoperative findings.

» When selecting the implant, consider the sizes of the vertebral body endplates, the resected space between the
vertebral body endplates and the intended distraction distance.

» To select the implant, use trial implants for implant endplates and body.

The height of the trial implants for the implant endplates corresponds to the height of the implant endplate with

spikes.

The length of the trial implants for the implant body corresponds to the minimal length of the implant with spikes.

» Always use the largest possible trial implant for selecting the implant size.

» Use radiographic control to ensure that the trial implants are positioned centrally. The holes represent the rota-
tion axes of the implant endplates.

» [f necessary, replace implant endplates unilaterally.

The pre-mounted endplates of the Hydrolift® implant can be replaced by a different size of the additional endplates

that are available, see Replacing the pre-mounted implant endplate.

Filling the hydraulic applicator

Risk of infection due to using any other medium than sterile 0.9 % NaCl solution!
» Only use sterile 0.9 % NaCl solution for filling the hydraulic applicator.

WARNING

» Follow the instructions for use of the hydraulic applicator.

» Aspirate the sterile 0.9 % NaCl solution into the hydraulic applicator and hold the hydraulic applicator with the
tube vertically upright to remove any air bubbles.

» If necessary, connect the extension hose to the hydraulic applicator for complete de-aeration.

» Connect the hydraulic tube to the hydraulic applicator or the extension hose, respectively, and de-aerate com-
pletely.

» Top up the applicator with hydraulic fluid, if necessary.

Presetting the endplate angle

Risk of dislocation and vascular injury caused by endplate clamping opened to
both sides!

» Preset and lock the angles of the implant endplates.
WARNING » Distract with only one endplate clamp opened.

Inaccessible endplate clamping due to rotation of the endplates!
» The endplate clamping must be locked prior to implantation through an ante-
rior or anterolateral approach.
WARNING » Use the appropriate torque wrench for locking the clamps.

» Adjust the endplate angles with the adjusting device.

» For the anterior or anterolateral approach, rotate the implant endplates appropriately before locking them in
position.

» Lock the endplate clamps with the torque wrench.

Implantation

Insufficient distraction force due to inadequate de-aeration of the system!

» De-aerate the hydraulic applicator, the extension hose and the hydraulic tube
completely.

WARNING » Completely compress the implant.

>

» Couple and lock the Hydrolift® insertion instrument at the selected, pre-adjusted implant.

Incorrect anatomic positioning of the implant endplates. Risk of vascular injury

caused by clamping screw positioned ventrally!

» Always position the Hydrolift® implant in such a way that the endplate clamp-

WARNING ing screw is in a dorsal position.

» When replacing the endplates, make certain that the endplate clamping screw
is in a dorsal position and accessible from above.

>

» Note the position of the implant endplates.

Vascular damage caused by protruding implant!
» Take care that the Hydrolift® implant is positioned centrally.

>

WARNING

Distraction

Implant breaking into the vertebral body endplates!

» Apply proper care when distracting the Hydrolift® implant.
» If necessary, perform radiographic monitoring.

WARNING » Be aware of the tactile feedback of the hydraulic applicator.
» Avoid excessive distraction.

>

» Insert the hydraulic tube through the Hydrolift® insertion instrument and couple it to the implant.
» Distract the implant by actuating the hydraulic applicator.

Locking the axial clamping mechanism and the endplate clamps

» Open the endplate clamps, if applicable, distract and lock the endplate clamps again.

Risk of dislocation and vascular injury caused by endplate clamping opened to
both sides!

» Preset and lock the angles of the implant endplates.

WARNING » Distract with only one endplate clamp opened.

>

Correction loss due to insufficient distraction!

» Lock the Hydrolift® implant only at the required distraction.

» Ensure that the hydraulic applicator is under pressure when the implant is
WARNING locked.

>

Correction loss due to insufficient axial clamping and clamping of the implant

>

endplates!
» Always use the appropriate torque wrench for locking the axial clamping
WARNING mechanism and the endplate clamps (tightening torque for axial clamping:

12 Nm, tightening torque for endplate clamping: 5 Nm).

Implant breakage caused by excessive tightening torque applied to the axial

clamping mechanism or the endplate clamps!

» Always use the appropriate torque wrench for locking the axial clamping

WARNING mechanism and the endplate clamps.

» Do not exceed the tightening torques of 12 Nm for axial clamping and 5 Nm
for endplate clamping.

>

Implant breaking out or malpositioning due to torque transfer to the spine!

» Always use the Hydrolift® insertion instrument as counter torque when locking
the axial clamping mechanism and the endplate clamps.

WARNING » Make certain that the Hydrolift® insertion instrument is safely coupled/locked

to the implant.

>

» Lock the axial clamping mechanism.
» Lock the endplate clamps.

Removing the connection port

» Reduce the pressure at the hydraulic applicator.
» Remove the hydraulic tube from the insertion instrument.
» Remove the connection port, using the connection uncoupling instrument.

Removing the insertion instrument
» Unlock, uncouple and remove the Hydrolift® insertion instrument.

Inadequate stabilization of the spine due to insufficient instrumentation!
» Use the Hydrolift® implant only in combination with an additional stabilizing
system.

>

WARNING

Replacing the pre-mounted implant endplate

Intraoperative locking of the endplate clamps impossible due to incorrect screw
placement!

» Mount the endplate clamping screws in such a way that they are accessible
WARNING from the direction of the insertion instrument.

>

Insufficient clamping stability of the endplate due to incorrect mounting of the
endplate inner ring!
» The slot of the inner ring and the slot of the endplates must be in alignment
WARNING with each other.

>

Incorrect anatomic positioning of the implant endplates. Risk of vascular injury

caused by clamping screw positioned ventrally!

» Always mount the endplate in such a way that the endplate clamping screws

WARNING are on the same side.

» Always mount the endplates with the endplate clamping screws positioned
posterior.

>

Risk of dislocation and vascular injury if the implant endplate is not applied fully
onto the implant body!
» Apply the implant endplate fully onto the implant body as far as it will go.

>

WARNING

Adapt and lock the implant in the Hydrolift® insertion instrument.

Loosen the endplate clamping screw with the screwdriver.

Slightly rotate the pre-mounted endplate to remove it from the implant body.

Align the slot of the inner ring of the endplate with the slot of the endplate.

Install new endplate on the implant body by slightly rotating the new endplate.

Screw in the clamping screw fully into the front of the new endplate.

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

YYVYYYY

Disposal

» Adhere to national regulations when disposing of or recycling the product, its components and its packaging!

TA-Nr. 012603 2018-07 V6 And.-Nr. 58921



<>

Aesculap”
Hydrolift®

Ucel pouziti

Implantat se pouziva:

W K ventralni monosegmentalni a multisegmentalni stabilizaci bederni a hrudni patere
W K uplné nebo ¢astecné ndhradé jednoho nebo dvou obratli implantaty

B Pro predni a pfedo-bocni pfistup od vysky o3etfeni 21 mm

W Pro zadni pfistup od vysky osetfeni 29 mm

Sougast systému Velikost Kat. ¢.

Pfedmontované implantaty 15 typickych velikosti SV001T az SV018T,

SV030T az SV032T

Dalsi kryci desky SM, L SV019T az SV024T

Material

Materidly pouzité u implantatd jsou uvedeny na baleni:

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

B PLASMAPORE® povrchova vrstva ¢istého titanu podle 1SO 5832-2

® MP35N CoNiCrMo kovana slitina podle ISO 5832-6

W PEEK-OPTIMA®

| Silikon

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

PEEK-OPTIMA® je registrovana obchodni znacka spoleénosti Invibio, Ltd Lancashire FY5 4QD / UK.

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 Fraktur

Korekce deformit patere

Degenerativnich instabilit

Posttraumatickych nestabilit

Nadory patere

Kontraindikace

Nepouzivat v nasledujicich pripadech:

Multisegmentalni fuze s vice nezli 2 obratli

Horecka

Akutni a nebo chronické infekce patere lokalniho nebo systémového typu
Téhotenstvi

Tézké osteopordzy a nebo ostepenie

Zdravotni nebo chirurgicky stav, ktery by mohl branit uspéchu implantace

Adipositace

Tézce poskozenych kostnich struktur, které mohou branit stabilnimu ukotveni komponent implantatd
Kostni nadory v blizkosti mista ukotveni implantatu

Poruchy hojeni ran

Nedostate¢na spoluprace pacienta

Precitlivélost na materialy implantatu jako na cizi télesa

V pripadech, které nejsou vyjmenovany pod indikacemi

Vedlejsi ucinky a interakce
Rizika v pfipadé pouziti nebo nespravné manipulace s timto systémem jsou:
W Selhani implantatu v dusledku pretizeni

- Ohnuti
- Uvolnéni
- Zlomeni
® Nedostate¢na fixace
B Zadna nebo opozdéna fuze
W Infekce
W Fraktura patefe
® Poranéni
- Nervovych kofeni
- Michy
- Cév
- Organa
® Neurologické komplikace v disledku nadmérné distrakce
W Ztrata vysky meziobratlovych plotének v dusledku odstranéni nosného kostniho materialu
W Pseudoartréza
W Resorpce navazaného kostniho materidlu
B Spondylolistéza
B Reakce tkani na materialy implantatu
W Kostni atrofie resp. tbytek hustoty kosti
B Omezeni funkce a pohyblivosti kloubu
B Omezené zatézovani kloubu a bolesti kloubu
H Infekce
B Degenerace sousedicich segmentl v disledku pretizeni
B Zméné normalniho zakfiveni patefe
W Bolesti a nebo pocity nepohody
B Atrofie/zlomeni kosti nad nebo pod oblasti aplikace
B Omezeni vykonnosti
W Gastrointestinalni potize
W Pretrvavani symptom0 osetfenych implantaci
Upozornéni

Tato varovdni nezahrnuji vsechny neZddouci ucinky, které mohou obecné nastat pfi operaci. Je tfeba, aby osetfujici
Iékar pacientovi pfed vykonem vysvétlit vSeobecnd rizika operace.

Bezpecnostni pokyny

W 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 ovladat uznané operaéni metody a techniku.

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

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

nespravné kombinace komponent implantétu a operacniho postupu i omezeni metody o3etfeni nebo chybéjici

asepse.

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

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

B 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.

Implantat nebyl zkouman z hlediska bezpecnosti a kompatibility s prostredim MR.

Nebyl testovan, zda dochazi k ohfevu, pohybim nebo obrazovym artefaktiam pfi

vysetreni MR. Skenovani pacienta s timto implantatem metodou MR miiZe mit za
VAROVANi nasledek poranéni pacienta.

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

B O odstranéni nasazenych komponent implantatu rozhoduje osetfujici lékaf.

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

® 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.

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 originalniho a ochranného obalu je vyjméte teprve
bezprostiedné pred pouzitim.

» Kontrolujte datum pouzitelnosti a neporusenost sterilniho baleni.

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

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

VAROVANI

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

Je pfipravené specidlni sada nastroji k implantaci implanta¢nich komponent jakoZ i k distrakci, kompresi a repo-

zici lumbdlni a torakdlni patere

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

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

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

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

B Pacient si je védomy rizik v souvislosti s neurochirurgii, obecnou chirurgii, ortopedickou chirurgii a obecnou ane-
stézii

W Pacient byl informovan o pfednostech a nevyhodéach implantatd Hydrolift® a u moznych alternativnich metodach

osetfeni

Pfi opozdéné nebo nedokoncené fuzi se mohou implantaty v dusledku vysokych zatizeni zlomit nebo uvolnit.

Zivotnost implantatu je zavisla na télesné hmotnosti.

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

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

U kufaku je zvySené nebezpedi, ze se fuze nedokonéi.

Pacient se musi podrobovat pravidelnym lékafskym kontrolam komponent implantatu.

Implantace implantatu Hydrolift® vyzaduje nasledujici aplikaéni kroky:

» Aby nedoslo k vnitfnim pnutim a aby se neoslabovaly implantaty: Zabrafite vytvofeni vrubl a Skrabanci na viech
komponentach.

» Nedeformujte Zadné kovové implantaty.

Diskektomie a opracovani kryci ploténky téla obratle

Riziko nedostatecné stability ukotveni v dusledku neuplného odstranéni chru-
pavky!
» Z obratli zcela odstraiite vrstvu chrupavky.

VAROVANi
Zvy3ené riziko migrace v dusledku pfili$ velkého opracovani koncovych oblouki
obratli!
» Zabraiite agresivnimu opracovani krycich desek téla obratle.

VAROVANI » Kryci desky téla obratle neodstrariujte

» Meziobratlovou ploténku odstraiite pomoci standardnich nastroju do té miry, aby bylo mozné do meziobratlo-
vého prostoru zavést zkusebni implantat.

» Kryci desky téla obratle zbavte chrupavky.

» Casteéna korporektomie nebo korporektomie poskozeného téla obratle.



Verifikace velikosti

Nebezpedi poranéni pfi pouziti nevhodné velikosti implantatu!
» Implantaty Hydrolift® pouzivejte pro zadni pfistup az od vysky implantace
29 mm.
VAROVANI

» Vybér vhodné systémové varianty Hydrolift® a ukotvovacich implantati na zakladé indikace, predoperaéniho
planu a intraoperativné zjisténého stavu kosti.

» Pri volbé implantatu na velikosti krycich desek obratle dbejte na resekovany rozmér mezi krycimi deskami téla
obratle a pozadovanou distrakéni silu.

» K volbé implantatu pouzijte zkusebni implantat pro kryci desky implantatu a zakladni télo implantatu.

Vyska zkusebnich implantata pro kryci desky implantatu odpovida vysce koncové ploténky implantatu s hroty.

Délka zkuSebnich implantatl pro zakladni télo implantatu odpovida minimalni délce implantatu se hroty.

» K volbé velikosti implantatu vzdy pouzijte nejvétsi mozny zkusebni implantat.

» Dbejte na umisténi zkusebnich implantata do stfedu pod rentgenovou kontrolou. Otvory predstavuji osy otaceni
implantatovych krycich desek.

» V pripadé potieby implantatové kryci desky na jedné strané vyménte.

V pripadé potieby Ize pfedmontované kryci desky implantatu Hydrolift® nahradit jinou velikosti dalSich dostupnych

krycich desk, viz Vyména pfedem smontované implantatové koncové desky.

Naplnéni hydraulického aplikatoru

Nebezpedi infekce pfi poutziti jiného média nez sterilniho 0,9 % roztoku NaCl!
» Hydraulicky aplikator pliite pouze sterilnim 0,9 % roztokem NaCl.

VAROVANIi

» Dodrzujte navod k pouziti hydraulického aplikatoru.

» Sterilni 0,9 % roztok NaCl natahnéte do hydraulického aplikatoru, hydraulicky aplikator drzte ve svislé poloze s
hadi¢kou nahoru a odvzdusnéte.

» V pripadé potieby spojte s hydraulickym aplikatorem prodluzovaci hadi¢kou a tplné odvzdusnéte aplikator.

» Hydraulicky aplikator pfipojte na hydraulickou trubku resp. prodluzovaci hadi¢ku a rovnéz tpiné odvzdusnéte.

» V pripadé potieby hydraulicky aplikator doplfite.

Nastaveni thlu koncovych plotének predem

Nebezpe¢i dislokace a poranéni cév v disledku oboustranné otevieného upnuti

krycich desek!

» Predem nastavte a zablokujte uhel implantatovych koncovych desek.
VAROVANI » Distrakce s maximalné jednim otevienym upnutim krycich desek.

Nebezpeéi nepfistupného upnuti krycich desek v dusledku pretoceni koncovych

desek!

» Upnuti koncovych desek musi byt u pfedniho nebo pfedoboéniho pfistupi pred
VAROVANI implantaci zablokované.

» K zablokovani pouZijte pFisluSny momentovy klic.

» Uhel koncovych desek nastavte nastavovacim zafizenim.
» V pripadé potieby implantatové kryci desky pro predni nebo predoboéni pfistup otocte a zablokujte.
» Upnuti koncovych desek zablokujte pomoci momentového klice.

Implantace

Nebezpedi nedostateéné distrakéni sily v disledku nedostateéné odvzdusnéného
systému!
» Hydraulicky aplikator, prodluzovaci hadicku a hydraulickou trubku zcela

VAROVANI odvzdusnéte.
» Implantat uplné sestavte dohromady.

>

» Zavadéci nastroj Hydrolift® pfipojte na zvoleny a pfedem nastaveny implantat a zablokujte.

Nebezpeci nespravné anatomickeé pozice implantatovych krycich desek. Nebezpeci

poranéni cév v pfipadé ventralné umisténého upinaciho Sroubu!

» Implantat Hydrolift® vzdy umistéte tak, aby byl upinaci Sroub kryci desky v

VAROVANI dorzalni poloze.

» Pfi vyméné krycich desek dbejte na to, aby upinaci Sroub krycich desek lezel
dorzalné a aby byl pfistupna shora.

>

» Davejte pozor na polohu implantatovych krycich desek.

Nebezpeci poranéni cév precnivajicim implantatem!
» Dbejte na stiedové umisténi implantatu Hydrolift®.

>

VAROVANI

Distrahovani

Nebezpedi vniknuti implantatu do koncovych desek téla obratle!
» Implantat Hydrolift® opatrné distrahujte.

» V pfipadé potfeby provedte kontrolu pod rentgenem.
VAROVANIi » Dbejte na taktilni zpétné hlaseni od hydraulického aplikatoru.
» Zabraite nadmérné distrakci.

>

» Zavedte hydraulickou trubku skrz zavadéci nastroj Hydrolift® a pfipojte implantat.
» Implantat distrahujte stla¢enim hydraulického aplikatoru.

Zablokovani axialniho upnuti a upnuti krycich desek

» V pripadé potieby upnuti krycich desek otevfete, dodistrahujte a upnuti krycich desek zablokujte.
Nebezpeéi dislokace a poranéni cév v disledku oboustranné otevieného upnuti
koncovych plotének!

» Predem nastavte a zablokujte uhel implantatovych krycich desek.
VAROVANI » Distrakce s maximalné jednim otevienym upnutim koncovych desek.

>

Nebezpedi ztraty korekce v disledku nedostateéné distrakce!
» Implantat Hydrolift® zablokujte pouze pfi pozad ¢ distrakci.
» Zajistéte, aby hydraulicky aplikator byl pfi zablokovani pod tlakem.

>

VAROVANI

decledl | T

Nebezpedi ztraty korekce v ¢ného upnuti a upnuti
implantatovych koncovych desek!

» K zablokovani axialniho upnuti a upnuti koncovych desek vzdy pouzijte
VAROVANI momentovy kli¢, uréeny k tomuto (celu (moment dotaZeni axialniho upnuti:

12 Nm, moment dotazeni upnuti koncovych desek: 5 Nm).

>

Nebezpedi zlomeni implantatu v disledku pfili$ silného utahovaciho momentu axi-

alniho upnuti a nebo upnuti krycich desek!

» K zablokovani axialniho upnuti a upnuti koncovych desek pouzivejte vzdy pfi-

VAROVANI sluSny momentovy klic.

» Dodrzujte moment dotazeni 12 Nm pro axialni upnuti a moment dotazeni pro
upnuti koncovych desek 5 Nm.

>

Nebezpeci vylomeni nebo nespravného umisténi implantatu vlivem krouticiho

momentu na pater!

» K zablokovani axialniho upnuti a upnuti koncovych desel pouzivejte vzdy zava-

VAROVANi déci nastroj Hydrolift® jako antirotator.

» Dbejte na bezpeéné upnutifzablokovani zavadéciho nastroje Hydrolift® k
implantatu.

>

» Zablokujte axialni upnuti.
» Zablokujte upnuti koncovych desek.

Odstranéni pFipojovaciho nasadce

» Uberte tlak na hydraulicky aplikator.
» Ze zavadéciho nastroje odstrarte hydraulickou trubici.
» Odstrante pfipojovaci nasadec se pfipojovacim nastrojem k napojeni.

Odstrante zavadéci nastroj
» Zavadéci nastroj Hydrolift® odblokujte, odpojte a odstrante.

Nebezpedi nedostateéné stabilizace patere v dusledku nedostateéné instrumen-

>

tace!
» Implantat Hydrolift® zavadéjte pouze ve spojeni s pfidavnym stabilizacnim sys-
VAROVANi e

Vyména pfedem smontované implantatové koncové desky

V pFipadé nespravné namontovanych $roubii nebude mozné Zadné zablokovani
upnuti koncovych desek v pribéhu operace!

» Upinaci Srouby k upnuti koncovych desek namontujte tak, aby tyto byly pfi-
VAROVANI stupné ze sméru zavadéciho nastroje.

>

V dusledku nespravné namontovaného vnitiniho krouzku koncové desky hrozi
nedostateéna stabilita upnuti koncové desky!
» Drazka vnitfniho krouzku a drazka koncového oblouku se museji kryt.

>

VAROVANI

Nebezpeéi nespravného anatomického umisténi implantatovych koncovych ploté-

nek. Nebezpeci poranéni cév v pfipadé ventralné umisténého upinaciho Sroubu!

» Koncovy oblouk vzdy namontujte tak, aby upinaci Srouby upnuti koncovych

VAROVANi desek leZely na stejné strané.

» Koncové desky vzdy namontujte tak, aby upinaci Srouby upnuti koncovych
desek byly umistény vzadu.

>

Nebezpe¢i dislokace a poranéni cévy v dusledku neuplného nasazeni koncové desek
implantatu na zakladni télo implantatu!
» Nasad'te koncovou desku implantatu na doraz na zékladni télo implantatu.

>

VAROVANI

Uchopte implantat do zavadécého nastroje Hydrolift® a zablokujte.

Sroub upnuti koncovych desek povolte s pomoci droubovaku.

Pfedem smontovanou koncovou desku stahnéte ze zakladniho téla implantatu lehkym otacivym pohybem.
Drazku vnitfniho krouzku koncové desky nastavte na drazku koncové desky.

Novou koncovou desku nasadte na zakladni téleso implantatu lehkym otacenim.

Upinaci Sroub na predni strané zcela zaSroubujte do nové koncové desky.

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

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