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Aesculap®
Arcadius*® L

Intended use

The Arcadius*® L Interbody Fusion System is a stand alone device intended to be used with four bone screws if no
supplement fixation is used to stabilize the lumbar spine through an anterior approach.

The system contains:

W Cages in different heights, angles and footprints

B Bone screws in different lengths

Materials

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

B TheArcadius®® L cages are made of PEEK-OPTIMA® and coated with a titanium layer and a vacuum plasma spray
coating (PLASMAPORE*?). They contain marker pins made of tantalum to ensure radiological visibility for check-
ing the implant position.

B PLASMAPORE*® surface coating, pure titanium according to 1SO 5832-2

M The SIBD bone screws are made of ISOTAN® titanium forged alloy TiGAI4V according to ISO 5832-3

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

affect the implant quality.

PLASMAPORE*® and ISOTAN® 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 the 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 Degenerative disc disease (DDD) and instability

B Spondylolisthesis up to Grade 1

W Post-discectomy syndrome

W Post-traumatic instability

Levels of anterior lumbar interbody fusion for these indications are from L2-S1.

Contraindications

Do not use in the presence of:

m Fever

W Acute or chronic infections or severe defects of the osseous structures of the vertebral bodies, which need to be
sound for the stable implantation of the Arcadius®® L implants

Pregnancy

Severe osteoporosis or osteopenia

Medical or surgical conditions that could negatively affect the outcome of the implantation
Mental illness

Dependency on pharmaceutical drugs, drug abuse, or alcoholism

Generally poor condition of the patient

Adiposity

Neuromuscular disorders or illnesses

Bone tumors in the region of implant fixation

Wound healing disorders

Unwillingness or inability of the patient to follow the instructions for postoperative treatment
Foreign body sensitivity to the implant materials

Prior fusion at the level(s) to be treated

Skeletal immaturity

Any time implant utilization would interfere with anatomical structures

Signs of local inflammation

Cases not listed under indications

Side effects and interactions

The surgical intervention involves the following potential risks:

B Neurological complications caused by overdistraction, or trauma of the nerve roots or dura

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

Complications that can generally occur in conjunction with intervertebral surgery:

Pseudarthrosis

Incorrect implant position

Spondylolisthesis

Loss of fixation; dislocation or migration

Implant failure due to excessive load

Failed or delayed fusion

Infection

Fractured vertebral body or bodies

Tissue reaction to implant materials

Hematomas and wound healing disorders

Vascular and neural complications such as arterial injury or mechanical compromise, spinal cord contusion and
damage, peripheral nerve compromise and damage, including but not limited to peripheral paralysis, weakness,
sexual dysfunction, foot drop, numbness, chronic reflex sympathetic dystrophy and or dysesthesia, sensory dis-
orders, vascular disorders, loss or disturbance of bladder and bowel functions

Back or leg pain requiring narcotics or epidural injections for resolution beyond 90 days post-surgery
Lymphatic vessel damage and/or exudation

Blood vessel erosion and/or occlusion

Dural tears requiring further surgery for dural repair

CSF leakage requiring intervention

Meningitis

Injuries to organs

Changes of the normal spine lordosis

May increase biomechanical stress on adjacent levels

Impairment of the gastrointestinal, urological and/or reproductive systems

Pain or indisposition

Discomfort, or abnormal sensations due to the presence of the device

Bursitis

Decreased bone density due to load avoidance

Bone atrophy/fracture above or below the spine section provided for

Limited performance

Persistence of symptoms that were to be treated by the implantation

Death

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 in the present instructions for use.

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

B The operating surgeon must be fully conversant with bone anatomy, including the pathways of nerves, blood ves-
sels, muscles, and tendons.

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.

Do not, under any circumstances, use damaged or surgically removed components.

Implants that have been used before must not be reused.

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

The implants can come loose or break under increased load. Factors such as the patient's body weight, their level

of activity and their compliance with instructions concerning their bearing of weight or loads can influence the

durability of the implant.

Delayed healing can cause implant breakage due to material fatigue.

W The attending physician shall make any decision with regard to the removal of implant components that have
been used, taking in account the potential risk of another surgery and the difficulties involved in the removal of
an implant.

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.

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 The Arcadius®® L Spinal System has not been evaluated for safety and compatibility in the MR environment.

B The Arcadius®® L Spinal System has not been tested for heating or migration in the MR environment.

Sterility

Arcadius*® L cages

B The Arcadius*® L cages come individually packed in protective packaging that is labeled according to its contents.

B The Arcadius®® L cages 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

Bone screws

W The SIBD bone screws are supplied in an unsterile condition.

W The SIBD bone screws 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.

» Use a suitable tray for cleaning/disinfection.

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

» 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 bone screws must be cleaned using the following val-

idated reprocessing procedure:

Note

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

Note

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

Note

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

The recommended chemistry was used for validation.

Note
If there is no final sterilization, then a virucidal disinfectant must be used.

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

» Process the implant in its system storage device.

» Place the implants on a tray that is suitable for cleaning (avoiding rinsing blind spots).
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 bone screws 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 products at the same time in a steam sterilizer, ensure that the maximum load capacity
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.

» Care should be used in the handling and storage of the implant components. The implants should not be
scratched or otherwise damaged. Implants and instruments should be protected during storage especially from
corrosive environments.

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.

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.

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

W 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.

W The patient must undergo medical check-ups of the implant components at regular intervals.
Implantation of the Arcadius*® L Spinal System requires the following steps:

» Only use Arcadius®® L instruments provided by Aesculap.

» Follow the instructions of use of the Arcadius®® L instruments and the 0.R. manual.

» Select the appropriate Arcadius*® L cage size and shape according to the individual indication, preoperative plan-
ning and bone situation found intraoperatively.

» To prevent internal stresses on, and weakening of the implants: avoid scoring or scratching of the implant com-
ponents.

» Apply the preparation and implantation instruments correctly.

Risk of migration and subsidence due to overpreparation of the vertebral body
endplates!

» Make certain that the base and cover plates of the adjacent vertebral bodies
WARNING are not weakened.

>

v

Check spacer height and/or angle using the trial implants.
» Before inserting the cage it is recommended to fill it with bone or bone substitute.

The coated surfaces of the Arcadius*® L cage may be damaged by improper han-
dling!
» Avoid direct contact with the coated surfaces, handle implants carefully.

>

WARNING

» Use appropriate care when inserting the implant.

Inaccurate marking of the midline may result in incorrect positioning of the
implant!

» Always mark the midline under X-ray visualization.

WARNING » Determine the center of the vertebral disc using the midline marker, under X-
ray visualization.

>

If the implant is inserted too deep, the spinal canal and other posterior elements
may be compressed!

» Always use the Arcadius*” L implant inserter/manipulator with a depth stop.

>

WARNING

» Confirm anatomically suitable position and orientation of the Arcadius*® L cage.
» Select the appropriate length and number of SIBD bone screws.
» Insert the bone screws under X-ray control, especially the diverging lateral screws.

Risk of insufficient stability or implant failure due to using fewer than four
screws!

» Apply all four screws or use an additional supplemental spinal fixation system
WARNING such as the Aesculap S* Spinal System.

>

Engaging the screwdriver incorrectly when turning the bone screw into the
Arcadius*” L cage may result in damage to the bone screws!
» Fully insert the tip of the screwdriver into the bone screw.

>

WARNING

Applying too high torque may result in damage to the bone screws and the
Arcadius*® L cages!

>

» Always use the Arcadius*” L screwdrivers with torque limiting handle.
WARNING

» Insert the bone screws until they reach the final seated position, ensuring full engagement of the two locking
mechanisms.

Backing out and loosening of the bone screw occurs when the screw is not fully
inserted into the cage!
» Insert the bone screw until it gets fully engaged.

>

WARNING

Note

If a fully seated bone screw is removed from the implant, a small piece of PEEK debris from the locking rim in the lock-
ing mechanism may be present.

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

Mezitélovy fuzni systém Arcadius®® L je samostatné fixujici implantét, ktery se pouziva se tyfmi kostnimi $rouby,
pokud se nepouziva zadna doplrikova fixace ke stabilizaci bederni patere prednim pFistupem.

Systém obsahuje nasledujici polozky:

W Klece v provedeni v riznych vyskach, uhlech a tvarech

B Kostni Srouby v riznych délkach

Material

Materidly pouzité u implantatd jsou uvedeny na baleni:

m Klece Arcadius*® L jsou vyrobeny z materidlu PEEK-OPTIMA® a jsou potazeny titanovou vrstvou a plasmovym
nastikem ve vakuu (PLASMAPOREX?). Obsahuji markerové piny vyrobené z tantalu pro zajisténi radiologické vidi-
telnosti pro kontrolu polohy implantatu.

W Povrchova vrstva PLASMAPORE®?, €isty titan podle ISO 5832-2

W Kostni Srouby SIBD jsou vyrobeny z titanové kované slitiny ISOTAN®¢ Ti6AI4V podle ISO 5832-3

Titanové implantaty jsou potazené barevnou oxidovou vrstvou. Maze dojit k mirnym zménam barev, nema to viak

zadny vliv kvalitu implantatu.

PLASMAPORE*? a ISOTAN® jsou registrované ochranné znamky spoleénosti Aesculap AG, 78532 Tuttlingen /

Germany.

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

Indikace

Chirurgicky zavedené implantaty slouzi k podpofe procesti normalniho hojeni. Nejsou uréeny k pouziti ani jako
nahrada pfirozenych ¢asti téla ani k pfenaseni sil, pokud nedojde k hojeni.

Pouziti v pfipadech:

B Degenerativni onemocnéni meziobratlové ploténky a nestabilita

W Spondylolistéze do stupné 1

W Postdisektomicky syndrom

W Posttraumaticka nestabilita

Segmenty predni bederni mezitélové fuze pro tyto indikace jsou z L2-S1.

Kontraindikace

Nepouzivat v nasledujicich pripadech:

m Horecka

W Akutni chronické infekce nebo zavazné defekty kostnich struktur tél obratlii, které musi byt neporusené pro sta-
bilni implantaci implantat Arcadius®® L

Téhotenstvi

Tézké osteopordzy a nebo ostepenie

Zdravotni nebo chirurgicky stav, ktery by mohl branit uspéchu implantace
Dusevni nemoci

Zavislost na lécich, drogova zavislost nebo alkoholismus

Celkové Spatny stav pacienta

Adipositace

Neuromuskularni poruchy a nebo onemocnéni

Kostni nadory v blizkosti mista ukotveni implantatu

Poruchy hojeni ran

Neochota ¢i neschopnost pacienta dodrzovat pokyny pro pooperaéni lécbu
Precitlivélost na materialy implantatu jako na cizi télesa

PFed fuzi v segmentu(ech), kde ma byt uskute¢néna lécba

Nevyspélost skeletu

Kdykoli, kdy by se pouziti implantatu rusilo s anatomickymi strukturami
Znamky lokalniho zanétu

V pripadech, které nejsou vyjmenovany pod indikacemi

vr v

Vedlejsi ucinky a interakce

Chirurgicky zakrok zahrnuje nasledujici potencialni rizika:

® Neurologické komplikace zplisobené nadmérnou distrakei nebo traumatem nervovych kofenl nebo dura

W Ztrata vysky meziobratlové ploténky v dusledku ubytku zdravého kostniho materialu

Komplikace, které mohou obecné nastat ve spojeni s meziobratlovym chirurgickym zakrokem:

Pseudoartréza

Nespravna poloha implantatu

Spondylolistéz

Ztrata fixace, dislokace nebo migrace

Selhani implantatu v disledku nadmérného zatizeni

Zadna nebo opozdéna fuze

Infekce

Fraktura patere

Reakce tkani na materialy implantatu

Hematomy a poruchy hojeni rany

Cévni a nervové komplikace, jako napfiklad zranéni ¢i mechanické oslabeni arterie, kontuze a poskozeni michy,
oslabeni a poskozeni periferniho nervu, mimo jiné periferni analyza, slabost, sexuaini dysfunkce, pokles klenby
nohou, ztrnulost, chronicky reflex sympatetické dystrofie a dysestesie, senzorické poruchy, cévni poruchy, ztrata
¢i porucha funkce mocového méchyfe a stfev

Bolesti zad ¢i nohy vyzadujici podani narkotik nebo epiduralnich injekci pro vyfeseni za vice nez 90 dni po chi-
rurgickém zakroku

Poskozeni a/nebo exudace lymfatické cévy

Eroze a/nebo okluze krevni cévy

Natrzeni dura vyZzadujici dal3i chirurgicky zakrok pro napravu dura

Unik mozkomignino moku vyzadujici zakrok

Meningitida

Poranéni organi

Zmény normalniho zakfiveni patere

MizZe zvysit biomechanické namahani na prilehlych urovnich

Poskozeni gastrointestinalnich, urologickych a/nebo reprodukénich systémi

Bolesti a nebo pocity nepohody

Diskomfirt, abnormalni pocity v disledku pfitomnosti prostfedku

Bursitida

Pokles kostni hustoty v dusledku vyhybani se zatizeni

Atrofie/zlomeni kosti nad nebo pod oblasti aplikace

Omezeny vykon

Pretrvavani symptomi osetfenych implantaci

Umrti

Bezpecnostni pokyny

Implantat nebyl zk an z hlediska bezpecnosti a kompatibility s prostfedim MR.
Nebyl testovan, zda dochazi k ohFevu, pohybim nebo obrazovym artefaktiam 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.

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 obezndamen s anatomii kosti, pribéhem nervovych drah a krevnich cév, svali a Slach.

Operatér je zodpovédny za sestaveni komponent implantatu a jejich implantaci.

Spole¢nost Aesculap nezodpovida za komplikace vzniklé v dusledku nespravné indikace, volby implantatu,

nespravné kombinace komponent implantatu, jakoZ i nespravné operacni 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 uskutecnilo v kombinaci s komponentami Aesculap. V pfipadé

odlisnych kombinaci nese zodpovédnost operatér.

Komponenty implantatd riznych vyrobel se nesméji kombinovat.

Poskozené nebo operativné odstranéné komponenty implantatd nelze pouzivat.

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

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

Pfi zvySeném namahani se mohou implantaty uvolnit nebo zlomit. Faktory jako hmotnost pacienta, uroven jeho

aktivit a dodrzovani pokynd kolem noSeni bfemen mohou ovlivnit Zivotnost implantatu.

P¥i opozdéném hojeni mize v disledku tnavy kovu dojit ke zlomeni implantatu.

W Osetfujici IékaF rozhodne o pfipadném odstranéni komponent implantatu, které byly pouzity, se zohlednénim
mozného rizika, spojeného s dalsim chirurgickym zakrokem, a obtizi spojenych s odstranénim implantatu.

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

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

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

B Aby se daly zdroje chyb nebo komplikace zjistit co nejdFive, je zapotfebi vysledek operace pravidelné kontrolovat
vhodnymi postupy. K presné diagndze jsou zapotfebi rentgenové snimky v anteriorné-posteriornim a medialné-
laterdlnim sméru.

W Patefni systém Arcadius®® L nebyl hodnocen z hlediska bezpeénosti a kompatibility pro prostfedi MR.

B Patefni systém Arcadius®® L nebyl testovan na zahFivani & migraci v prostfedi MR.

Sterilita

Klece Arcadius® L

B Klece Arcadius*® L se dodévaji zabalené zvIast v ochranném obalu, ktery je oznacen podle obsahu.

B Klece Arcadius*® L jsou sterilizovany gama zafenim.

» 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.

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

VAROVANI

Kostni Srouby

W Kostni Srouby SIBD bone screws are supplied in an unsterile condition.

W Kostni Srouby SIBD bone screws are packaged individually.

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

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

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

Systémové uloZeni pouzivejte pouze ke sterilizaci a ke sterilné pfipravé.

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

» Zajistéte, aby se komponenty implantatu nemohly v Zadném pfipadé poskodit.

Pred pocatecni sterilizaci a naslednou resterilizaci je nutno kostni Srouby vy¢istit s pouzitim nasledujiciho validova-
ného postupu opakovaného zpracovani:

vvyyy

Upozornéni

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

Upozornéni

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

Upozornéni

Méjte 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
Pokud se neuskutecni zdvérecnd sterilizace, je nutno pouZit virucidni desinfekéni prostredek.

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 sterilizacniho kontejneru Aesculap.



Validovana metoda upravy

Strojni alkalické cCisténi a tepelna desinfekce

» Upravujte implantat v systémovém uloZeni.

» Implantaty uloZte na sitovy kos vhodny k ¢iSténi (je zapotfebi zabranit vzniku oplachovych stind a poskozenim).
Typ pfistroje: Jednokomorovy €istici/desinfekéni pfistroj bez ultrazvuku

Féze Krok T t Kvalita Chemie/poznamka
[*C/°F1  [min] vody
| Predoplach <25[77 3 PV -
1] Cisteni 55/131 10 DEV W Koncentrat, alkalicky:
- pH~13
- <5 % aniontové tenzidy
M Pracovn roztok 0,5 %
- pH~11*
1] Mezioplach >10/50 1 DEV -
v Termodesinfekce 90/194 5 DEV -
v 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

Pro kostni Srouby, které je tieba resterilizovat:

OhroZeni moZnosti resterilizace pfi znecisténi krvi, sekrety a kapalinami v pribéhu

operace!

» K podavani implantati pouZijte nové rukavice.

VAROVANI » Systém k uloZeni implantatl udrZujte zakryty nebo uzavieny.

» Systém k uloZeni implantati dekontaminujte oddélené od sitovych kosi na
nastroje.

» Neznecisténé implantaty se nesméji Cistit spolecné se znecisténymi nastroji.

» Pokud neni k dispozici systém k uloZeni implantéti, oSetfujte komponenty
implantatd jednotlivé a oddélené. Pritom zab
implantatu neposkodily.

» Komponenty implantatu Cistéte a dezinfikujte strojné.

» Intraoperativné znecisténé implantaty nepouzivejte opétovné.

pecte, aby se komp y

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

VAROVANI

Kontrola, udrzba a zkousky

» Vyrobek nechejte vychladnout na teplotu mistnosti.

» \iyrobek po kazdém ¢isténi a desinfekei zkontrolujte na: ¢istotu, funkei a pripadna poskozeni.
» Poskozeny nebo nefunkéni vyrobek okamzité vyradte.

Baleni

» \iyrobek zaradte do pfislusného ulozeni nebo ulozte na vhodny sitovy kos.
» Sita zabalte pfiméfené sterilizaénimu postupu (napf. do sterilnich kontejnerd Aesculap).
» Zajistéte, aby obal zabezpedil uloZzeny vyrobek v priibéhu skladovani proti opétovné kontaminaci.

Sterilizace

» Validovana metoda sterilizace
- Parni sterilizace frakéni vakuovou metodou
- Parni sterilizator podle DIN EN 285 a validovany podle DIN EN I1SO 17665
- Sterilizace frakéni vakuovou metodou pfi teploté 134 °C, doba plisobeni 5 min
» Pii sterilizaci nékolika vyrobkd v parnim sterilizatoru zaroven zajistéte, aby nebyla prekro¢ena maximalni kapa-
cita zavazky parniho sterilizatoru, specifikovana vyrobcem.

Skladovani

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

» Pfi manipulaci s komponentami implantatu a jejich skladovani je tfeba postupovat opatrné. Implantaty nesmi byt
poskrabané ani jinak poskozené. Implantaty a nastroje je tfeba pfi skladovani chranit zejména pred korozivnim
prostfedim.

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:

W Volbu a rozméry komponent implantatu

W Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodd

Pred aplikaci je nutno spinit tyto podminky:

Vsechny predepsané komponenty implantatu jsou k dispozici

Vlysoce aseptické operacni podminky

Implantacni nastroje véetné specialnich nastroji implantacniho systému Aesculap - kompletni a funkéni

Operatér a operacni tym disponuji informacemi o operacni technice, sortimentu implantati a instrumentariu;

tyto informace jsou v misté aplikace k dispozici v pIném rozsahu

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

vyrobce

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

W P¥i opozdéné nebo nedokoncené fuzi se mohou implantaty v désledku vysokych zatizeni zlomit nebo uvolnit.

® Zivotnost implantatu je zavisla na télesné hmotnosti.

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

W P¥i uvolnéni implantatu, zlomeni implantatu a ztraté korekce miZe byt potfebna revizni operace.

B U kufaku je zvysené nebezpedi, ze se fuze nedokonéi.

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

Implantace prostiedku Arcadius*® L Spinal System vyZaduje nasledujici kroky:

» Pouzivejte vyhradné nastroje Arcadius*® L dodané spoleénosti Aesculap.

» Dodrzujte pokyny k pouZiti nastroji Arcadius®® L a pokyny uvedené v operaéni pfirucce.

» Zvolte klec Arcadius®® L o vhodné velikosti a tvaru podle individualni indikace, pfedoperaéniho planu a kostni
situace, zjisténé v pribehu operace.

» Aby nedoslo k vnitfnimu pnuti a oslabeni implantati: zabrante ryhovani a poskrabani komponent implantatu.

» Pouzivejte pristupové a implantaéni nastroje spravné.

Riziko migrace a poklesu v dusledku nadmérné preparace krycich desek téla

obratle!

» Zajistéte, aby zakladni a kryci desky pfilehlych téles obratli nebyly oslabeny.

>

VAROVANI

» Zkontrolujte vy3ku a/nebo uhel klece s pouzitim zkuSebnich implantatd.
» Doporucuje se naplnit klec pfed vloZenim kosti nebo nahradou kosti.

Oplastény povrch klece Arcadius*® L miZe byt v diisledku nespravné

poskozen!

» Zabraite pfimému kontaktu s oplasténym povrchem, zachazejte s implantaty
VAROVAN{ opatrné.

» Pfi zavadéni implantatu postupujte s patfi¢nou opatrnosti.

Nepresné oznadeni stfedové linie miZe mit za nasledek nespravné umisténi
implantatu!

» Vidy oznacte stfedovou linii pod rtg. vizualizaci.

VAROVANI » Oznacte stfed meziobratlové ploténky s s pouzitim markeru stfedové linie pod
rtg. vizualizaci.

>

Pokud je implantat zaveden pfili$ hluboko, muze dojit ke kompresi patefniho
kanalu a dalSich posteriornich prvku!

» Vzdy pouzivejte nastroj k zavadéni implantatu a k manipulaci s implantatem
VAROVANi Arcadius®® L s hloubkovou zarazkou.

>

» Potvrdte anatomicky vhodnou polohu a orientaci klece Arcadius*® L.

» Zvolte vhodnou délku a vhodny pocet kostnich Sroubd SIBD.

» Zavadéjte kostni Srouby pod rtg. kontrolou, zejména divergujici lateralni Srouby.

Riziko nedostateéné stability nebo selhani implantatu v disledku pouZiti méné nez
Etyf Sroubi!

» Aplikujte vSechny Etyfi Srouby nebo pouzijte dalsi dopliikovy patefni fixaéni
VAROVANI systém, jako napfiklad Aesculap S* Spinal System.

>

- fon s

Nespravné pouziti Sr ku pfi zasr kostniho Sroubu do klece
Arcadius*® L miiZze mit za nasledek poskozeni kostnich Sroubu!
» Zaved'te Sroubovak na doraz do kostniho Sroubu.

>

VAROVANI

Aplikace pfili§ vysokého krouticiho momentu muze mit za nasledek poskozeni
kostnich $roubii a kleci Arcadius*® L!

» Vidy pouZivejte Sroubovaky Arcadius*® L s rukojeti s omezenim krouticiho
VAROVANI momentu.

>

» Zavedte kostni Srouby aZ do UpIného dosednuti a zajistéte spusténi dvou blokovacich mechanismd.

Pokud neni Sroub zcela zaveden do klece, dojde k jeho ¢asteénému vySroubovani a
uvolnéni!

» Zaved'te kostni Sroub tak, aby pIné zaveden.

>

VAROVANI

Upozornéni
Je-li pIné usazeny kostni Sroub vyjmut z implantdtu, mize zde zistat maly kousek zbytku PEEK z blokovaciho prstence
v blokovacimmechanismu.

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

Likvidace

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

Distributor

B. BRAUN Medical s.r.o.
V Parku 2335/20

148 00 Praha 4

Tel.: 271091111
Fax: 271091112
E-mail: servis.cz@bbraun.com
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