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Aesculap®
Apfelbaum screws for anterior odontoid screw fixation

Intended use

The implant is used

| for the anterior stabilization of Anderson-D'Alonzo type |l odontoid fractures and depending on the type Il frac-
ture line

W for posterior C1/C2 articular screw fixation for osseous fusion

Dimensions of the Apfelbaum screws:

® Diameter of 4.0 mm

W Lengths ranging from: 32-64 mm

B Thread length: Full or partial thread

Materials

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

W ISOTAN® titanium forged alloy Ti6AI4V acc. 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.

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

Indications

Use for:

B Fresh Anderson-D'Alonzo type Il odontoid fractures and depending on the type Ill fracture line
W Trans-articular C1/C2 screw fixation in the presence of atlanto-axial instability

Contraindications

Do not use in the presence of:

m Fever

B Infection: systemic or localized in the spine

W Pregnancy

W Medical or surgical conditions that could negatively affect the outcome of the implantation
B Foreign body sensitivity to the implant materials

W Acute osteopenia

W Severe osteoporosis or similar loss of bone density

W Severe damage to the osseous structures preventing fixation of the implant components
W Bone tumors in the region of implant fixation

W Anticipated overloading of the implant

W Systemic or metabolic diseases

W Dependency on pharmaceutical drugs, drug abuse, or alcoholism

B Morbid obesity (adiposity)

W Generally poor condition of the patient

W Inadequate patient compliance

W Cases not listed under indications

Side effects and interactions

Implant failure resulting from excessive load:
B Warping or bending

Loosening

Breakage

Inadequate fixation

Failed or delayed fusion

Infection

Spondylolisthesis

Delayed healing, or non-union and development of pseudarthrosis
Incorrect implant position

Bone graft resorption

Deterioration of the atlanto-occipital joints
njuries to:

Dura

The vertebral arteries

Nerve roots

Spinal cord

Blood vessels

Organs

Tissue reaction to the implant materials
Reduced joint mobility and flexibility
Arthralgia and reduced tolerance for exercise

Safety notes

CAUTION

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

W [tis the operating surgeon's responsibility to ensure that the surgical procedure is performed properly.

W General risk factors associated with surgical procedures are not described in 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 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.

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

W The implant components were tested and approved in combination with Aesculap components. If other combi-
nations are used, the responsibility for such action lies with the operating surgeon.

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

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

W Implants that have been used before must not be reused.

The implant has not been evaluated for safety and compatibility in the MR envi-
ronment. It has not been tested for heating, migration or image artifact in the MR
environment. Scanning a patient who has this implant may result in patient injury.

WARNING

B 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.

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

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

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

W Use Apfelbaum screws only with the instruments that are designed especially for the Apfelbaum system.

B Do not combine titanium implants with components made of implant steel.

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

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

Note

For up-to-date information about 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).
Machine type: single-chamber cleaning/disinfection device without ultrasound

Phase  Step T t Water Chemical/Note
[*C/°F1  [min] quality
| Prerinse <25[77 3 D-W -
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 9% anionic surfactant
B 0.5 % working solution
- pH=11"
1] Intermediate rinse >10/50 1 FD-W -
v Thermal disinfection 90/194 5 FD-W -
Vv 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

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.

W All requisite implantation instruments must be available and in working order, including specialized Aesculap
implantation systems.

B The operating surgeon and operating room team are thoroughly 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 Information has been obtained from the manufacturer in the event of an ambiguous preoperative situation and
if implants are present in the area to be treated

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.

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

Further information on 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!

Distributor in the US/Contact in Canada for product information and
complaints

Aesculap Implant Systems LLC
3773 Corporate Parkway
Center Valley, PA, 18034,
USA
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Aesculap”
Srouby dle Apfelbauma k pFedni fixaci zubu &epovce

Ucel pouziti

Implantat se pouziva

Wk predni stabilizaci pfi zlomeninach zubu ¢epovce typu Anderson-D'Alonzo Il a podle linie fraktury typu Il
Bk zadni fixaci kloubu C1/C2 pro kostni fuzi

Rozméry Sroubd Apfelbaum:

M Primér 4,0 mm

M Rozsah velikosti: 32-64 mm

B Délka zavitu uplny nebo ¢astecny zavit

Material

Materialy pouzité u implantatd jsou uvedeny na baleni:

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

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

ISOTAN® je registrovana obchodni znatka spole¢nosti Aesculap AG, 78532 Tuttlingen / Germany.

Indikace

Pouziti v pfipadech:

B K predni stabilizaci pfi zlomeninach zubu ¢epovce typu Anderson-D'Alonzo Il a podle linie fraktury typu Ill
B Transartikularni fixaci C1/C2 pfi atlantoaxialnich nestabilitach

Kontraindikace

Nepouzivat v nasledujicich pripadech:

Horecka

Infekce: systémové, lokalni v patefi

Téhotenstvi

Zdravotni nebo chirurgicky stav, ktery by mohl branit uspéchu implantace
Precitlivélost na materialy implantatu jako na cizi télesa

Tézka osteopenie

Osteoporoza vysokého stupné nebo podobna ztrata hustoty kosti
Zéavazného poskozeni kostnich struktur, které brani fixaci komponent implantatu
Kostni nadory v blizkosti mista ukotveni implantatu

Ocekavané pretizeni implantatu

Systémova nebo metabolickd onemocnéni

Zavislost na lécich, drogova zavislost nebo alkoholismus

Morbidni obezita (adipoza)

Celkovy Spatny stav pacienta

Nedostate¢na spoluprace pacienta

V pripadech, které nejsou vyjmenovany pod indikacemi

Vedlejsi ucinky a interakce
Selhani implantatu v disledku pretizeni:
Ohnuti

Uvolnéni

Zlomeni

Nedostatecna fixace

Zadna nebo opozdéna fuze

Infekce

Spondylolistéza

Opozdéni nebo selhani hojeni fraktury a tvorba pseudoartrozy
Nespravné umisténi implantatu
Resorpce kostniho Stépu

Aroze ¢epového kloubu

Poranéni:

Pleny

Vertebralnich cév

Nervovych kofenl

Michy

Cév

Organl

Reakce tkani na materialy implantatu
Omezeni funkce a pohyblivosti kloubu
Omezené zatézovani kloubu a bolesti kloubu

Bezpecnostni pokyny

W Operatér nese zodpovédnost za odborné provedeni operacniho zakroku.

W Obecna rizika chirurgického zakroku nejsou v tomto navodu k pouziti popsana.

W Operatér musi jak teoreticky, tak prakticky ovladat uznané opera¢ni metody a techniku.

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

W Spolecnost Aesculap nezodpovida za komplikace vzniklé v disledku nespravné indikace, volby implantatu,

nespravné kombinace komponent implantatu, jakoZ i nespravné operaéni techniky ani za prekroceni hranice moz-

nosti lé¢ebné metody nebo nedostatecnou asepsi.

Je zapotfebi dodrzovat navody k pouziti jednotlivych komponent implantatd 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.

B Poskozené nebo operativné odstranéné komponenty implantati nelze pouzivat.

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

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

Nebyl testovan, zda dochazi k ohfevu, pohybum nebo obrazovym artefaktum pfi

vysetreni MR. Skenovéni pacienta s timto implantatem metodou MR mizZe mit za
VAROVANi nasledek poranéni pacienta.

W P¥i opozdéném hojeni mize v dusledku Unavy kovu dojit ke zlomeni implantatu.

® 0 odstranéni nasazenych komponent implantatu rozhoduje osettujici lékar.

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 pfipadné vyrobnim &islem.

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

m Srouby Apfelbaum pouZivejte pouze se specialnimi instrumenty systému Apfelbaum.

B Nekombinujte titanové implantaty s komponentami z implantatové oceli.

Sterilita

B Komponenty implantatu se dodavaji v nesterilnim stavu.

® Komponenty implantatu jsou baleny jednotlivé.

» Komponenty implantatu skladujte v origindlnim 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 uklddani implantatd nepfisly do vzajemného kontaktu nebo
do kontaktu s nastroji.

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

Pfed prvni sterilizaci a pred resterilizaci museji byt komponenty implantatu vycisténé 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

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

Upozornéni

Aktudini informace k opakovanému pouZiti a materidlové sndsenlivosti viz téZ extranet Aesculap na adrese
https//extranet.bbraun.com

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

Validovana metoda upravy

Strojni alkalické Cisténi a tepelna desinfekce
» Implantaty uloZte na sitovy ko3 vhodny k ¢isténi (je zapotfebi zabranit vzniku oplachovych stind a poskozenim).
Typ pfistroje: Jednokomorovy Cistici/desinfekéni pfistroj bez ultrazvuku

Faze  Krok T t Kvalita ~ Chemie/poznamka
[°C/°F] [min] vody
| Pfedoplach <25[77 3 PV -
| Cisténi 55/131 10 DEV ®m Koncentrat, alkalicky:
- pH~13
- <5 0% aniontové tenzidy
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 (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

U komponent implantatd, které se maji resterilizovat:

Ohrozeni moznosti resterilizace pfi znecisténi krvi, sekrety a kapalinami v pribéhu

operace!

» K podavani implantati pouZijte nové rukavice.

VAROVANI » Systém k ulozeni implantatu udrZujte zakryty nebo uzavieny.

» Systém k ulozeni implantata dekontaminujte oddélené od sitovych ko$u na
nastroje.

» Neznedisténé implantaty se nesméji Cistit spole¢né se znecisténymi nastroji.

» Pokud neni k dispozici systém k ulozeni implantati, oSetfujte komponenty
implantatu jednotlivé a oddélené. Pfitom pecte, aby se komp y
implantatu neposkodily.

» Komponenty implantatu Cistéte a dezinfikujte strojné.

» Intraoperativné znecisténé implantaty nepouzivejte opétovné.

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

VAROVANI

Kontrola, udrzba a zkousky

» \iyrobek nechejte vychladnout na teplotu mistnosti.

» Vyrobek po kazdém cisténi a desinfekei zkontrolujte na: ¢istotu, 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 sterilizatnimu 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 soucasné sterilizaci vice vyrobki v parnim sterilizatoru: zajistéte, aby nebylo prekroc¢eno maximalni dovolené
naloZeni parniho sterilizatoru podle udaji vyrobcee.

Skladovani

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

Pouziti

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

B Volbu a rozméry komponent implantatu

B Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodd

Pred aplikaci je nutno splnit tyto podminky:

Vechny predepsané komponenty implantatu jsou k dispozici

Viysoce aseptické operacni podminky

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

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

tyto informace jsou v misté aplikace k dispozici v piném rozsahu

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

M Operatér si vyzada informace od vyrobce v pfipadé nejasnych preoperativnich situaci a v pfipadé pfitomnosti
implantatu v misté aplikace

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

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 pfetézované 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 nedokondi.

W Pacient se musi podrobovat pravidelnym Iékafskym kontroldm komponent implantatu.

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

B. Braun/Aesculap.

Likvidace

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

Distributor

B. BRAUN Medical s.r.o.
V Parku 2335/20
148 00 Praha 4

Tel.: 271091111
Fax: 271091 112
E-mail: servis.cz@bbraun.com
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