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Aesculap®
Securespan®

Intended use

The Securespan® system implants are used for laminoplasty procedures of the cervical and upper thoracic spine.
They comprise:

System component @ [mm]  Lengths [mm] Use
Single bend plate - 4,6,8,10, 12 Providing fixation of the laminar gap
Self-drilling/tapping lami- 20 4,5,6,8,10,12 Fixing the plate to lateral mass or lamina

noplasty screws

Self-tapping revision 24 56,7,9,11,13 Rescuing holes
SCrews
Self-tapping stabilization 2.0 Attaching the stabilization block to the plate

block fixation screw

Materials

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

W |SOTAN® Titanium forged alloy Ti6AI4V acc. to ISO 5832-3

M ISOTAN®; Pure titanium acc. to ISO 5832-2

The titanium implants are anodized with a colored oxide layer. Slight changes in coloration may occur, but do not
affect the implant quality.

ISOTAN® is a registered trademark of Aesculap AG, 78532 Tuttlingen / Germany.

Indications

The Securespan® laminoplasty-plating system is intended for use in the cervical and upper thoracic spine (C3-T3)
after a laminoplasty has been performed. The Securespan® system is designed to keep the stabilization block in place
in order to prevent the stabilization block from expulsion or impinging on the spinal chord.

Surgically installed implants serve to support the normal healing process. They are not supposed to replace normal
body structures or to support permanent loads that occur in cases where healing does not occur. Securespan®
implants should always be used with a stabilization block (by e.g. a bone graft).

Contraindications

Do not use in the presence of:

Fever

Acute or chronic vertebral infections of a local or systemic nature

Pregnancy

Acute osteopenia

Severe osteoporosis or osteopenia

Medical or surgical conditions that could negatively affect the outcome of the implantation
Severely damaged bone structures that could prevent stable implantation of implant components
Systemic or metabolic disease

Neuromuscular disorders or illnesses

Foreign body sensitivity to the implant materials

For screw attachment or fixation to the posterior elements of the Lumbar Spine

For single or two-level spondylosis without developmental spinal canal stenosis

Under any direct load bearing conditions

Isolated radiculopathy

Loss of anterior column support resulting from tumor, trauma, or infection

Focal anterior compression

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

Injuries to

- nerve roots

- spinal cord

- blood vessels

- organs

Stabilization block resorption (if bone graft is used)
Tissue reaction to implant materials

Reduced joint mobility and flexibility

Arthralgia and reduced tolerance for exercise

Safety notes

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 [t 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 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 The operating surgeon is responsible for combining and implanting the implant components, with or without
bone cement.

W |t is the operating surgeon's responsibility to ensure the correct combination of implant components and their
implantation.

B Aesculap is not responsible for any complications arising from wrong indication, wrong choice of implant, incor-
rect combination of implant components and operating technique, the limitations of the treatment method, or
inadequate asepsis.

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

The implant components were tested and approved in combination with Aesculap components. If other combi-

nations are used, the responsibility for such action lies with the operating surgeon.

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

The Securespan® system should always be used with a stabilization block.

Do not, under any circumstances, use damaged or surgically removed 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 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 Delayed healing can cause implant breakage due to material fatigue.

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.

B At the time of follow-up exams, the scope of postoperative load and aftercare should be determined for each
patient on the basis of their weight, their activities, the type and severity of the fracture, and any coexisting inju-
ries. Also, the dimensions of the implant should be taken into account.

Sterility

B The implant components are supplied in an unsterile condition.

W The implant components are packaged individually.

» Store the implant components in their original packaging and only remove them from their original and protec-
tive packaging immediately prior to processing.

» Use the implant system storage devices for processing, sterilization and sterile setup.

» Ensure that the implant components in their implant system storage devices do not come into contact with each
other or with instruments.

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

Prior to initial sterilization and subsequent resterilization, the implant components must be cleaned using the fol-
lowing validated reprocessing procedure:

Note

Adhere to national statutory regulations, national and international standards and directives, and local, clinical
hygiene instructions for sterile processing.

Note

For patients with Creutzfeldt-Jakob disease (CJD), suspected CJD or possible variants of CJD, observe the relevant
national regulations concerning the reprocessing of products.

Note

Successful processing of this medical device can only be ensured if the processing method is first validated. The oper-
ator/sterile processing technician is responsible for this.
The recommended chemistry was used for validation.

Note

Sterilization should always be favored over disinfection under all circumstances. Only if final sterilization is not pos-
sible should disinfection with a virucidal agent be preferred.

Note

For the latest information on reprocessing and material compatibility see also the Aesculap extranet at
https//extranet.bbraun.com
The validated steam sterilization procedure was carried out in the Aesculap sterile container system.



Validated reprocessing procedure

Mechanical alkaline cleaning and thermal disinfection

» Place the implants on a tray that is suitable for cleaning (avoiding rinsing blind spots).

» Connect components with lumens and canals directly to the special rinsing port of the injector cart. Keep working
ends open during cleaning. Place the product on the tray with all product links and joints open.

Machine type: single-chamber cleaning/disinfection device without ultrasound

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

*Recommended: BBraun Helimatic Cleaner alkaline

For implant components that are to be resterilized:

Intraoperative contamination with blood, secretions, and other fluids may render
the affected component unsuitable for resterilization!
» Handle the implants with new gloves only.

WARNING » Keep the implant system storage devices covered or closed.
» Process implant system storage devices separately from instrument trays.
» Clean implants must not be processed together with contaminated implants.
» Process the implant components individually and separately if no implant sys-
tem storage devices are available, ensuring that the implant components are
not damaged in the process.
» Mechanically clean and disinfect the implant components.
» Do not reuse surgically contaminated implants!
Direct or indirect contamination may render implants unsuitable for resteriliza-
tion!
» Do not reprocess implants that have been directly or indirectly contaminated
WARNING with blood.

Inspection, maintenance and checks

» Allow the product to cool down to room temperature.

» Inspect the product after each cleaning and disinfecting cycle to be sure it is: clean, functional, and undamaged.
» Immediately set aside damaged or inoperative products.

Packaging

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

» Pack trays appropriately for the sterilization process (e.g. in Aesculap sterile containers).

» Make sure that the packaging will prevent a recontamination of the product during storage.

Sterilization

» Validated sterilization process
- Steam sterilization through fractionated vacuum process
- Steam sterilizer according to DIN EN 285 and validated according to DIN EN ISO 17665
- Sterilization using fractionated vacuum process at 134 °C/holding time 5 min

» When sterilizing several instruments at the same time in a steam sterilizer, ensure that the maximum load capac-
ity of the steam sterilizer specified by the manufacturer is not exceeded.

Storage

» Store sterile products in germ-proof packaging, protected from dust, in a dry, dark, temperature-controlled area.

Application
Risk of injury caused by incorrect operation of the product!
» Attend appropriate product training before using the product.
» For information about product training, please contact your national
WARNING B. Braun/Aesculap agency.

The operating surgeon shall devise an operation plan that specifies and accurately documents the following:

W Selection of the implant components and their dimensions

W Positioning of the implant components in the bone

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 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.

W 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:

W Special instrument set provided for sizing and implantation of the Securespan® laminoplasty system.

m Corrective surgery may become necessary if the implant loosens.

W The patient must undergo medical follow-up examinations of the prosthetic joint at regular intervals.

Implantation of the Securespan® system implant requires the following steps:

» Perform open door laminoplasty procedure from a standard posterior approach.

» Use provided trials to get the proper size stabilization block.

» Select appropriate sized plate and stabilization block and assemble together with the stabilization block fixation
Screw.

» Place assembled plate/screw/block into open gap and fix with appropriate length screws.

Incorrect application can result in trauma to the spinal cord and nerve roots!

» Select the appropriate size Securespan® system plate length and screw length
according to the individual indication, preoperative planning and bone situa-

WARNING tion found intraoperatively.

>

Take extreme care not to damage soft tissue/neural structures during implanta-
tion.

>

» To avoid tearing out the screws from the bone, or damaging the screws or
WARNING plates, never over tighten.

Risk of injury due to drilling too deep!
» Always drill with the aid of intraoperative x-ray.

>

WARNING

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

Risk of injury due to insufficient clamping force provided by the stabilization block
fixation screw.

» Position the correctly sized stabilization block into the created gap.
WARNING » Tighten the stabilization block fixation screw to secure the stabilization block.

>

Risk of injury due to screw breakage!
» Keep screwdriver on the screw axis while picking up and inserting screws. Do
not bend.

>

WARNING

Damage to or breakage of the Securespan® caused by excessive strain on the
material!

» Always bend the Securespan® plate in one direction only.
CAUTION » Do not bend back the Securespan® plate.

>

Note

Implant removal can give rise to complications due to implants that are stuck, ingrown bone tissue, etc. Such compli-
cations can lead to damage to implants and/or instruments. For such cases we recommend using a set of special
instruments, which can be ordered from Aesculap. This instrument set should be at hand for every explantation. Other
special instruments are available for dealing with broken implants. Note the instructions for use for such case!

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

Disposal

» Adhere to national regulations when disposing of or recycling the product, its components and its packaging.
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Ucel pouziti
Implantaty systému Securespan® jsou pouzivany pro laminoplastiku kréni patefe a horni ¢asti hrudni patere.
Obsahuji nasledujici soucasti:

Komponenty systému @ [mm]  Délky [mm] Pouziti

Jednorazové ohnutelna - 4,6,8,10, 12 Zajistuje fixaci mezery v laminé

dlaha

Samorezné laminoplastické 2,0 4,5,6,8,10,12 Upevnuje dlahu k lateralni mase nebo laminé
Srouby

Revizni samorezny Sroub 24 56,7,9 11,13 Revizni otvory

Samorezny upinaci Sroub 2,0 Upevniuje stabiliza¢ni blok k dlaze

stabiliza¢niho bloku

Material

Materidly pouzité u implantatd jsou uvedeny na baleni:

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

M ISOTAN® ¢isty titan podle ISO 5832-2

Titanové implantaty jsou potazené barevnou oxidovou vrstvou. Mize dojit k mirnym zménam barev, nema to vsak
Zadny vliv kvalitu implantatu.

ISOTAN® is a registered trademark of Aesculap AG, 78532 Tuttlingen / Germany.

Indikace

Laminoplasticky dlahovy systém Securespan® je uréen k pouZiti u kréni patefe a horni ¢asti hrudni patefe (C3-T3) po
provedeni laminoplastiky. Systém Securespan® je navrzen tak, aby udrzel stabiliza¢ni blok na misté, aby se tak zabra-
nilo vypuzeni stabiliza¢niho bloku nebo jeho zasahiim do michy.

Chirurgicky zavedené implantaty slouzi k podpofe procesu normalniho hojeni. Nejsou uréeny k tomu, aby nahradily
normalni télni struktury, nebo aby podepiraly trvalou zatéz v pripad€, ze by nedoslo k vyléceni. Implantaty
Securespan® by mély byt vzdy pouZity se stabilizaénim blokem (jako napf. kostni $tép).

Kontraindikace

Nepouzivat v nasledujicich pfipadech:

Horecka

Akutni a nebo chronické infekce patere lokalniho nebo systémového typu

Téhotenstvi

Tézka osteopenie

Tézké osteopordzy a nebo ostepenie

Zdravotni nebo chirurgicky stav, ktery by mohl branit uspéchu implantace

TéZce poskozenych kostnich struktur, které mohou branit stabilnimu ukotveni komponent implantatd
Systémové nebo metabolické onemocnéni

Neuromuskularni poruchy a nebo onemocnéni

Precitlivélost na materialy implantatu jako na cizi télesa

Pro pfiSroubovani nebo fixaci k zadnim ¢astem bederni patere

Pro jedno- nebo dvou-segmentovou spondylézu bez vyvojové stenézy patefniho kanalu
Za zadnych podminek pfimého zatizeni

Izolovana radikulopatie

Ubytek podpory pfedniho pilife v disledku tumoru, zranéni nebo infekce

Fokalni pfedni komprese

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 disledku pretizeni

- Ohnuti
- Uvolnéni
- Zlomeni
® Nedostate¢na fixace
B Zadna nebo opozdéna fuze
H Infekce
m Poranéni
- Nervovych kofeni
- Michy
- Cév
- Organa
B Resorpce stabilizaéniho bloku (je i pouzit kostni $tép)
W Reakce tkani na materialy implantatu
B Omezeni funkce a pohyblivosti kloubu
B Omezené zatézovani kloubu a bolesti kloubu

Bezpecnostni pokyny

20 o hledicka b

Implantat nebyl zk z pecnosti a kompatibility s prostfedim MR.
Nebyl testovan, zda dochazi k ohfevu, pohybim nebo obrazovym artefaktum pFi
vysetreni MR. Skenovani pacienta s timto implantatem metodou MR miZe mit za
nasledek poranéni pacienta.

VAROVANI

Operatér nese zodpovédnost za odborné provedeni operacniho zakroku.

Obecné rizikové faktory spojené s chirurgickymi vykony nejsou v aktualnim navodu k pouziti popsany.

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

Operatér musi byt naprosto obezndamen s anatomii kosti, pribéhem nervovych drah a krevnich cév, svali a Slach.
Operatér odpovida za sestaveni komponent implantatu i za jejich implantaci s kostnim cementem nebo bez
cementu.

Operatér je zodpovédny za sestaveni komponent implantatu a jejich implantaci.

Spole¢nost Aesculap nezodpovida za komplikace vzniklé v dusledku nespravné indikace, volby implantétu,
nespravné kombinace komponent implantatu, jakoZ i nespravné operaéni techniky ani za prekro¢eni hranice moz-
nosti é¢ebné metody nebo nedostatecnou asepsi.

Je zapotiebi dodrzovat navody k pouziti jednotlivych komponent implantatd Aesculap .

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

Komponenty implantatd riznych vyrobel se nesméji kombinovat.

Systém Securespan® je vzdy nutné pouzivat se stabilizaénim blokem.

Poskozené nebo operativné odstranéné komponenty implantatl nelze pouZivat.

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

0 odstranéni nasazenych komponent implantatu rozhoduje osettujici lékar.

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

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

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

Termin kontrolnich vy3etfeni, zplisob pooperacniho zatizeni a starostlivosti zavisi individuelné od hmotnosti,
aktivity, druhu a zavaznosti fraktury a od dodatecnych zranéni pacienta. Svou roli hraje také dimenze implantatd.

Sterilita

[ ]
[ ]
>

>
>

>

Komponenty implantatu se dodavaji v nesterilnim stavu.

Komponenty implantatu jsou baleny jednotlivé.

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

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

Zajistéte, aby komponenty implantatu v systému k ukladani implantati nepfisly do vzajemného kontaktu nebo
do kontaktu s nastroji.

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

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

Upozornéni
Dodrzujte ndrodni zdkonné predpisy, ndrodni @ mezindrodni normy a smérnice a také viastni hygienické predpisy pro
upravu.

Upozornéni
U pacientii s Creutzfeldt-Jakobovou nemoci (CJN), podezienim na CIN nebo jeji mozné varianty dodrzujte v otdzkdch
upravy vyrobki aktudIné platné ndrodni predpisy.

Upozornéni

Meéjte na paméti, Ze uspésnd uprava tohoto zdravotnického prostredku mize byt zajisténa pouze po predchozi validaci
procest upravy. Zodpovédnost za to nese provozovatel/subjekt provddéjici ipravu.

K validovdni byly pouzity doporucené chemikdlie.

Upozornéni
Za kazdych okolnosti je tfeba upfednostriovat sterilizaci pfed dezinfekci. Pouze pokud nelze provést ndslednou sterili-
zaci, je treba provést desinfekci virucidnim prostredkem.

Upozornéni

Aktudini informace k dpravé a materidlovou sndSenlivost viz téZ extranet Aesculap na adrese
https//extranet.bbraun.com

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



Validovana metoda upravy

Strojni alkalické cCisténi a tepelna desinfekce

» Implantaty uloZte na sitovy ko3 vhodny k &isténi (je zapotiebi zabranit vzniku oplachovych stind a poskozenim).

» Pripojte komponenty s otvory nebo kanaly pfimo ke specidlnimu proplachovacimu portu injekéniho voziku.
Béhem cisténi ponechte pracovni otvory oteviené. UloZte vyrobek na podnos s otevienymi viemi spojovacimi
prvky.

Typ pfistroje: Jednokomorovy &istici/desinfekéni pfistroj bez ultrazvuku

Faze  Krok T t Kvalita Chemie/poznamka
[°C/*F1 [min] vody

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

*Doporucen: BBraun Helimatic Cleaner alcaline

U komponent implantatd, které se maji resterilizovat:

Ohrozeni moZznosti resterilizace pfi znecisténi krvi, sekrety a kapalinami v prabéhu

operace!

» K podavani implantati pouZijte nové rukavice.

VAROVANI » Systém k uloZeni implantati udrZujte zakryty nebo uzavieny.

» Systém k ulozeni implantatu dekontaminujte oddélené od sitovych kosu na
nastroje.

» Neznedisténé implantaty se nesméji Cistit spolecné se znecisténymi nastroji.

» Pokud neni k dispozici systém k ulozZeni implantatu, osetfujte komponenty
implantata jednotlivé a oddélené. Pfitom Cte, aby se komp y
implantatu neposkodily.

» Komponenty implantatu Cistéte a dezinfikujte strojné.

» Intraoperativné znecisténé implantaty nepouzivejte opétovné.

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

VAROVANIi

Kontrola, udrzba a zkousky

» \iyrobek nechejte vychladnout na teplotu mistnosti.

» Vyrobek po kazdém Cisténi a desinfekei zkontrolujte na: Cistotu, funkei a pfipadna poskozeni.
» Poskozeny nebo nefunkéni vyrobek okamzité vyradte.

Baleni

» Vyrobek zafadte do pfislusného uloZeni nebo ulozte na vhodny sitovy kos.

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

» Zajistéte, aby obal zabezpedil ulozeny vyrobek v pribéhu skladovani proti opétovné kontaminaci.

Sterilizace
» Validovana metoda sterilizace
- Parni sterilizace frakéni vakuovou metodou
- Parni sterilizator podle DIN EN 285 a validovany podle DIN EN ISO 17665
- Sterilizace frakéni vakuovou metodou pfi teploté 134 °C, doba plsobeni 5 min

» Pfi soutasné sterilizaci vice vyrobki v parnim sterilizatoru: zajistéte, aby nebylo pfekroceno maximalni dovolené
nalozeni parniho sterilizatoru podle udaji vyrobce.

Skladovani

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

Pouziti
Nebezpedi poranéni v disledku nespravné manipulace s vyrobkem!
» Pred pouzitim vyrobku absolvujte Skoleni k vyrobku.
» V otazce informaci o tomto Skoleni se obratte na narodni zastoupeni spolec-
VAROVANI nosti B. Braun/Aesculap.

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 bodi

Pred aplikaci je nutno splnit tyto podminky:

Vsechny predepsané komponenty implantédtu jsou k dispozici

W \Vysoce aseptické operacni podminky

B Implantaéni nastroje véetné specialnich nastroji implantacniho systému Aesculap - kompletni a funkéni

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

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

W Specialni sada nastroji dodavana pro urovani velikosti a implantaci systému Securespan® pro laminoplastiku.

W P¥i uvolnéni implantatu mdze byt nutna revizni operace.

B Pacient musi absolvovat pravidelné Iékarském kontroly umélé kloubni nahrady.

Implantace systému implantati Securespan® vyzaduje nasledujici kroky:

» Provedeni open-door laminoplastiky standardnim zadnim pfistupem.

» Pro ureni spravné velikosti stabiliza¢niho bloku pouzijte stanovené testy.

» Zvolte dlahu a stabilizaéni blok o vhodné velikosti a sestavte je dohromady upinacim Sroubem stabiliza¢niho
bloku.

» Umistéte sestavu dlaha/Sroub/blok do oteviené mezery a upevnéte ji Srouby o vhodné délce.

Riziko poranéni michy a nervovych koFeni pfi nespravné aplikaci!
» Podle individualni indikace, pfedoperacniho planu a kostni situace, zjisténé v
prubéhu operace, zvolte vhodné délky dlahy a Sroubi systému Securespan®.

>

VAROVANI

Dbejte mimofadné opatrnosti, aby nebyly béhem implantace poskozeny mékkeé
tkané/ nervové struktury.

> §rouby nadmérné neutahujte, aby nedoslo k vytrZeni Sroubu z kosti nebo k
VAROVANi poskozeni Sroubu, pripadné dlahy.

>

Riziko poranéni pfi zavrtani pfilis hluboko!
» Vzdy vrtejte za pomoci intraoperacniho RTG.

>

VAROVANI

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

Riziko poranéni v dusledku nedostateéné sily upnuti upinacimi Srouby stabilizaé-
niho bloku!

» Umistéte stabilizacni blok o vhodné velikosti do vytvofené mezery.

VAROVANI » Utahnéte upeviovaci Srouby stabilizac¢niho bloku a stabilizacni blok tak zajis-
téte.

>

Riziko drazu v dusledku prasknuti Sroubu!

» P¥i vyzvedavani a zavadéni Sroubi udrzujte Sroubovak vzdy na osach Sroubu.
Neohybejte.

>

VAROVANI

Nebezpedi poskozeni nebo prasknuti Securespan® zpisobené p¥ilis velkym pnutim
materialu!

» Dlahu Securespan® ohybejte vidy pouze v jednom sméru.

POZOR » Neohybejte dlahu Securespan® zpét.

>

Upozornéni

Pri odstrariovdni implantdtu se mohou vyskytnout komplikace v disledku pevné sedicich implantdtd, zarostlé kostni
tkdné a pod. Za uréitych okolnosti maze dojit k poskozeni implantdti a/nebo instrumentaria. Pro takové pfipady dopo-
rucuje pouziti specidlniho instrumentaria, které si miZete vyzddat u spolecnosti Aesculap. Toto instrumentarium by
mélo byt k dispozici pfi kaZdé explantaci. Na ulomené implantaty j také k dispozici specidlni instrumentarium. Postu-
pujte podle pfislusného ndvodu k pouZiti!

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

Likvidace

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