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Instructions for use/Technical description

Augmentation screw

Note for U.S. users

This Instructions for Use is NOT intended for United States users. Please discard. The Instructions for
Use for United States users can be obtained by visiting our website at www.aesculapimplantsystem-
sifus.com. 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® S*° Spinal System
Augmentation screw

1. About this document

Note

General risk factors associated with surgical procedures are not described in these instructions for use.

Note

Generally, the S* Spinal System augmentation screw is covered by the instructions for use of the st Spinal
System - Lumbar/Deformity TAO11187. This information on the augmentation screw is intended to complement
the respective information contained in the instructions for use of the S* Spinal System - Lumbar/Deformity.

1.1 Scope
These instructions for use apply to all S* Spinal System augmentation screws.

» For article-specific instructions for use as well as information on material compatibility and lifetime see
B. Braun elFU at eifu.bbraun.com

1.2 Safety messages

Safety messages make clear the dangers to patient, user and/or product that could arise during the use of the
product. Safety messages are labeled as follows:

/\WARNING
Indicates a possible threat of danger. If not avoided, minor or moderate injury may result.

/\ CAUTION
Indicates a possible threat of material damage. If not avoided, the product may be damaged.

2. Clinical use

Note

The short summary of safety and clinical performance of the product is available in the European Database for
Medical Products (EUDAMED).

2.1 Product description

Additional information on Aesculap implant systems is available from B. Braun/Aesculap or from your local
B. Braun/Aesculap agency.

2.1.1 Materials

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

W |SOTAN® titanium forged alloy Ti6AI4V according to ISO 5832-3

W ISOTAN®; pure titanium according to 1SO 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 trademarks of Aesculap AG, 78532 Tuttlingen / Germany.

2.2 Areas of use and limitations of use

2.2.1 Intended use
The S* Spinal System implants are used for dorsal monosegmental and multisegmental stabilization of the
lumbar and thoracic spine.

2.2.2 Indications

Note

The manufacturer is not responsible for any use of the product against the specified indications and/or the
described applications.

Use for severe disorders of the spine that cannot be treated by conservative therapies:
Fractures

Pseudarthrosis or delayed healing

Degenerative instability

Post-discectomy syndrome

Spondylolisthesis

Hyper-/hypokyphosis

Hyper-/hypolordosis

Scoliosis

Stenosis

Post-trauma instability

Tumors

Osteoporosis (with the simultaneous use of bone cement and fenestrated screws)

2.2.3 Absolute contraindications

Do not use in the presence of:

W Severe damage to the bone structures of the spine that could prevent the stable implantation of the
implant components; for example, Paget's disease, bone tumors etc.

B Metabolic or degenerative metabolic bone diseases that could compromise the stable anchoring of the
implant system

W Suspected allergy or sensitivity to the implant materials

W Acute or chronic vertebral infections of a local or systemic nature

B Poor patient compliance or limited ability to follow medical instructions, particularly in the post-op phase,
including with regard to the restrictions on range of movement in terms of physical exercise and occupa-
tional activity

W Cases not listed under indications

2.2.4 Relative contraindications

In the following circumstances, use of the implant system could represent an increased clinical risk and there-

fore requires precise, individual assessment by the surgeon:

W Medical or surgical conditions that could negatively impact the success of the implantation, including
wound healing disorders

m Conditions that could subject the spine and implants to excessive pressure; for example, pregnancy, obe-
sity, neuromuscular diseases or disorders

W Generally poor condition of the patient; for example, drug or alcohol addiction

2.3 Risks, adverse effects and interactions
As part of the legal duty to inform, the following typical risks, interactions and side effects associated with
the use of surgical instruments are pointed out.
The general risks of surgery are assumed known and are therefore not described in these instructions for use.
Potential risks and clinical consequences associated with use of the implant system include, but are not limited
to:
W Implant failure resulting from excessive load

- Warping or bending

- Loosening

- Breakage
W Poor stabilization, requiring subsequent revision surgery or surgery to remove the implant system
B Failed or delayed fusion

B Cement leakages (cement emerging from the vertebral body)
 Infection
W Fractured vertebral body or bodies
B |Injuries to
- Nerve roots
- Spinal cord
- Blood vessels
- Organs
® Changes of the normal spine lordosis
m Neurological disorders, including impairment of the gastrointestinal, urological and/or reproductive system
W Pain or indisposition
W Bursitis
B Decreased bone density due to load avoidance
W Bone atrophy/fracture above or below the spine section provided for
W Limited physical ability
B Persistence of symptoms that were to be treated by the implantation
W Paresis
W Subsequent surgery to remove the implant system
B Metal/foreign body allergy or hypersensitivity
W Dural tears
W Meningitis

2.4  Safety information

2.4.1  Clinical user

General safety information

To prevent damage caused by improper setup or operation, and to not compromise the manufacturer warranty

and liability:

» Use the product only according to these instructions for use.

» Always follow the safety advice and information given in the instructions for use.

» Ensure that the product and its accessories are operated and used only by persons with the requisite train-
ing, knowledge and experience.

» Store any new or unused products in a dry, clean, and safe place.

» Keep the instructions for use accessible for the user.

Note

The user is obligated to report all severe events in connection with the product to the manufacturer and the

responsible authorities of the state in which the user is located.

Notes on surgical procedures

It is the user's responsibility to ensure that the surgical procedure is performed correctly.

Appropriate clinical training as well as a theoretical and practical proficiency of all the required operating
techniques, including the use of this product, are prerequisites for the successful use of this product.
Aesculap is not responsible for complications caused by:

W incorrect indication or implant selection

B incorrect surgical technique

W incorrect combination of implant components

W combination not approved by Aesculap with components from other manufacturers

B exceeding the limitations of the treatment method or non-observance of essential medical precautions
The user is required to obtain information from the manufacturer if there is an unclear preoperative situation
regarding the use of the product.

Note

There are special S* instruments provided for the implantation of these system components and for the augmen-
tation, distraction, compression, and reduction of the lumbar and thoracic spine.

2.4.2 Product-specific safety information

/\ WARNING

The implant has not been evaluated for safety and compatibility in the MR environment. 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.

2.4.3 Sterility

The product has been sterilized by irradiation and is supplied in sterile packaging.

The safe sterile provision of the product is only guaranteed if the sterile packaging is undamaged and
unopened and the use-by date has not passed.

Store products in their original packaging in a dust-protected, dry and temperature-controlled room.
Protect products from direct sunlight.

Remove products from their original protective packaging only just prior to application.

Visually inspect the product packaging to ensure that the sterile barrier system is intact.

Do not use products from open or damaged sterile packaging.

Do not use the product after its use-by date.

The product is intended for single-use.

» Do not reuse the product.

The processing of the product affects its functionality. Risk of injury, illness or death due to soiling and/or
impaired functionality of the product.

» Do not process the product.

>
>
>
>
>
>

2.4.4 Storage
» Store sterile packed implant components dust-protected in a dry, dark and temperature-controlled room.

2.5 Patient education

Within the framework of the patient education, the relevant circumstances needed for consent must be

explained to the patient in accordance with their level of understanding, pre-existing knowledge and need for

information. This includes:

W Diagnosis, procedure and risk clarification

W Operative procedure

W Advantages and disadvantages of the procedure

m All alternative procedures that can be considered

The patient must be properly informed about the procedure and in particular about the following information:

W Delayed healing or incomplete fusion can cause the implant to fracture or loosen as a result of the extreme

load to which it is subjected.

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.

Postoperatively, individual patient information, as well as mobility and muscle training, is of particular

importance.

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,
migration, and other severe complications.



2.6  Application

2.6.1 Documentation

The user 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

Important information concerning the implanted product and the operation can be noted down on the patient

ID. The patient ID can be ordered separately from the manufacturer.

Each package contains additional labels showing the designation, article and lot number and - if applicable -

the individual serial number of the product.

» Use these labels for documentation in the patient's file (for the hospital) and the patient ID (for the
patient).

The surgical procedure has been explained to the patient, and the patient's consent has been documented.

2.6.2 Implantation

The S* Spinal System augmentation screw can be fixed with bone cement to increase anchoring stability. In
this case, the injection cannula is inserted in the S* Spinal System augmentation screw for application of the
bone cement.

m st Monoaxial/polyaxial screws (augmentation screw), supplied in sterile condition

m S*Element monoaxial/polyaxial screws (augmentation screw), supplied in sterile condition

B Cement injection cannula (sterile), see TAO13132

B for percutaneous application with S* Element monoaxial/polyaxial screws (augmentation screws):
S* Element Augmentation instruments, see TAO14315

/\WARNING
Risk of injury andfor malfunction!

» Prior to each use, inspect instruments for loose, bent, broken, cracked, worn, or fractured compo-
nents.

» Always carry out a function test prior to each use of the instruments.

To implant the s* Spinal System - augmentation screw, proceed as follows:

» Select the appropriate sS4 Spinal System variant and anchoring implants according to the individual indi-
cation, preoperative planning, and bone situation found intraoperatively.

» When selecting S* Spinal System screw types, make certain to select the correct diameter, length, and
canal orientation.

/\ WARNING

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

» Align and screw in the instruments, the pedicle screw, and the polyaxial screw only under X-ray con-
trol or using a navigation system.

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

» Only allow axial load on the screws during screw insertion. Avoid induction of lateral forces during screw
insertion.

/\ WARNING
Danger of screw breakage due to hard bone or contact with lateral cortex!
» Prepare the vertebral body over the entire screw length with thread cutter.

/N WARNING
Risk of connecting rod breakage!
» Do not bend back or bend excessively the connecting rods and cross connectors.

A\ CAUTION

Damage to the hexagon socket due to incorrect application of the screwdriver tip!

» Make certain the screwdriver tip is fully inserted in the hexagon socket of the screw head when turn-
ing the screw.

» |f the screw head loosens during revision of the larger polyaxial screws (& 7.5 mm [ & 8.5 mm), remove
the remaining screw component with the size 3.5 screwdriver.

Fixing the augmentation screw with bone cement

To increase anchoring stability, the S* Spinal System - augmentation screw can be fixed with bone cement.
The following must be observed when cementing:

Note

Cementing is carried out only after all screws have been aligned and the connecting rods have been adapted,
and before locking the S* Spinal System augmentation screw.

/\ WARNING

Risk of breaking the injection cannula by inducing excessive shear forces!
» Do not subject the injection cannula to transverse loads.

» Do not bend the injection cannula.

Note

Once the 5* Spinal System augmentation screw has been cemented, it will be impossible to change the implant
position, use the reduction lever, or make corrections!

Note

With the S* Spinal System augmentation screw finally cemented, explanting the screw can become extremely

difficult, especially in cases of osteopenia!

» Prior to applying the bone cement, fully screw in the s injection cannula at the thread in the bone screw
head, without applying perceptible force.

» Check the bone cement for proper texture and viscosity before positioning the applier on the injection can-
nula. Observe the manufacturer's instructions for the bone cement!

» Cement S* Spinal System augmentation screw with a cement suitable for screw augmentation.

/A WARNING
Risk of injury from cement leakages!
» Always apply imaging techniques for control during the preparation and positioning of the implants.

» Make certain the slots of the S* Spinal System augmentation screw are positioned fully inside the
bone.

» Make sure that the pedicle cortex is not perforated.

» Do not penetrate the opposite cortex and ensure that the opposite cortex is undamaged.

» Do not insert or cement the S* Spinal System augmentation screw in a fractured or partially resected
vertebral body. Perform a thin-slice CT scan preoperatively.

» Screw the S* injection cannula into the screw head without applying any perceptible force. Make
certain the axes of the pedicle screw and the injection cannula are aligned with each other.

» Apply cement only under high-quality radiographic control (max. volume of cement per polyaxial
screw: 2 ml).

/\WARNING
Risk of injury due to material incompatibility!
» Only use application systems that have been approved for use with bone cement.

/\ WARNING

Contamination of the locking thread/Insufficient fixation when removing the application system, due to
incorrect viscosity of the cement!

» Make certain the cement has the correct viscosity.

» Do not allow the cement to cure completely before removing the injection cannula. Remove the cement
application system incl. cannula as soon as the cement shows a doughy texture (allow for a certain amount
of cement for reference purposes when preparing the cement).

/\WARNING

Wound contamination due to insufficient curing of cement! Risk of caulking of the locking screw

thread, resulting in system instability!

» Observe the correct curing period after removing the injection cannula.

» For monitoring the cement texture, prepare a reference volume of cement together with the cement
to be applied.

» Make certain the system is not exposed to any load before the cement has reached its final strength.

/\ WARNING
Risk of screw breakage caused by pedicle screws used for spondylolisthesis!
» Support the stabilization measure with interbody fusion (ALIF, PLIF or TLIF).

3. Disposal

/\ WARNING

Risk of infection due to contaminated products!

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

TA012865 2022-06 Change No. AE0O061814
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AESCULAP® S*° Spinal System
Augmentacni Sroub

1. K tomuto dokumentu

Upozornéni

Vseobecnd rizika chirurgického zdkroku nejsou v tomto ndvodu k pouZiti popsdna.

Upozornéni

Pro S* Spinal System augmentacni $roub v zdsadé ndvod k pouZiti pro S* Spinal System - lumbar/deformity
TA011187. Tyto informace na augmentacnim Sroubu jsou uréeny k doplnéni pfislusné informace obsaZené v
ndvodu k pouziti S* Spinal System - lumbdini/deformni.

1.1 Oblast pouziti
Tento navod k pouZiti plati pro viechny augmentaéni $rouby S* Spinal System.

» Navody k pouziti pro konkrétni vyrobky a informace o kompatibilité materiali a Zivotnosti naleznete
v sekci B. Braun elFU na webu eifu.bbraun.com

1.2 Vystrazna upozornéni

Vystrazna upozornéni poukazuji na rizika pro pacienta, uzivatele a/nebo vyrobek, kterd mohou vzniknout
béhem pouzivani vyrobku. Viystrazna upozornéni jsou oznacena nasledujicim zpisobem:

/A\VAROVANI
Oznatuje mozné hrozici nebezpedi. Pokud mu neni zabranéno, mize mit za nasledek lehka nebo stfedné
zranéni.

A\ POZOR
Oznatuje mozné hrozici vécné Skody. Pokud tomu neni zabranéno, nasledkem mize byt poskozeni
vyrobku.

2. Klinické pouziti
Upozornéni

Struénd zprdva o bezpecnosti a klinickém vykonu vyrobku je k dispozici v Evropské databance zdravotnickych
prostredki (EUDAMED).

2.1 Popis vyrobku

Dalsi informace o implantaénich systémech Aesculap si mizete kdykoliv vyzadat u B. Braun/Aesculap nebo
v pfisludné pobocce B. Braun/Aesculap.

2.1.1 Material

Materialy pouzité u implantatd jsou uvedeny na baleni:

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

W ISOTAN®; ¢isty titan podle 1SO 5832-2

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

ISOTAN® je registrovana ochranna znamka spolec¢nosti Aesculap AG, 78532 Tuttlingen / Germany.

2.2 Oblasti pouziti a omezeni pouziti

2.2.1 Urceni ucelu
Implantaty S* Spinal System se pouZivaji k dorzalni monosegmentalni a multisegmentalni stabilizaci bederni
a hrudni patere.

2.2.2 Indikace

Upozornéni

Za pouZiti vyrobku v rozporu s uvedenymi indikacemi a/nebo popsanymi zpisoby pouZiti vyrobce nenese odpo-
védnost.

Pouzivejte u zavaznych poruch patere, které nelze zvladnout konzervativni lé¢bou:
Fraktury

Pseudoartrozy nebo opozdéném hojeni

Degenerativni nestabilita

Postdiskektomicky syndrom

Spondylolistéza

Hyper-/hypokyféza

Hyper-/hypolordéza

Skoliéza

Stendza

Posttraumaticka nestabilita

Tumory

Osteoporoza (pfi soutasném pouziti kostniho cementu a nejjemnéjsich Sroubd)

2.2.3 Absolutni kontraindikace

Nepouzivejte v nasledujicich pfipadech:

W Vainé poskozeni kostnich struktur patere, které by mohlo branit stabilni implantaci komponent implantatu,
jako napf. Pagetova choroba, kostni tumory atd.

B Metabolickd nebo degenerativni onemocnéni kostni latkové vymény, které mohou vést k tomu, Ze neni zaji-
Sténo stabilni ukotveni systému implantatu

W Podezfeni na alergie nebo citlivosti na cizi téleso vii¢i materidlim implantatu

Akutni nebo chronické vertebralni infekce mistniho nebo systémového charakteru

® Spatna spolupréace ze strany pacienta nebo omezend schopnost dodrzovat zdravotnické pokyny, zejména v
pooperacni fazi, véetné zohlednéni omezeni rozsahu pohybu v souvislosti s fyzickym cvi¢enim a profesni
aktivitou

B V pfipadech, které nejsou uvedeny pod indikacemi

2.2.4 Relativni kontraindikace

Za nasledujicich okolnosti by pouZiti systému implantatu mohlo predstavovat zvySené klinické riziko, a proto

vyzaduje presné individualni posouzeni ze strany chirurga:

B Medicinské nebo chirurgické mezni podminky, které mohou mit negativni vliv na uspéch implantace,
véetné poruch hojeni ran

W Mezni podminky, které mohou vést k nadmérnému zatizeni patefe a implantatd, jako je napf. té€hotenstvi,
adipozita, neuromuskularni poruchy nebo choroba

] §patn\'f celkovy stav pacienta, napf. drogova zavislost nebo alkoholismus

2.3 Rizika, vedlejsi ucinky a interakce
V ramci zakonné informacni povinnosti je tfeba upozornit na nasledujici rizika, vedlejsi ucinky a vzajemné
plsobeni, obvyklé pfi pouzivani chirurgickych nastroji.
Predpoklada se, Ze obecna rizika operace jsou znama, a proto nejsou popsana v tomto navodu k pouziti. Mozna
rizika, véetné klinickych nasledkd z toho vyplyvajicich, ve vztahu k pouzivani implantacniho systému, mimo
jiné zahmuiji tyto situace:
W Selhani implantatu v disledku pretizeni

- Deformace nebo ohybani

- Uvolnéni

- Zlomeni

Nedostate¢na stabilizace, vyzadujici novou operaci k revizi nebo odstranéni implanta¢niho systému
Zadna nebo opozdéna fuze

Prosakovani cementu (Uunik cementu z téla obratle)
Infekce

Zlomenina obratle

Poranéni

- Nervovych kofenu

- Michy

- Cév

- Organt

Zmény normalniho zakfiveni patefe

Neurologické obtize, zejména poruchy fungovani traviciho, urologického nebo reprodukéniho systému
Bolesti a nebo pocity nepohody

Bursitida

Snizeni hustoty kosti kvili vyhybani se zatizeni
Atrofie/zlomeni kosti nad nebo pod oblasti aplikace
Omezena fyzicka zdatnost

Pretrvavani symptomu osetfenych implantaci
Paréza

Nasledna operace k odstranéni systému implantatu
Precitlivélost na kovy nebo alergie na cizi télesa
Trhliny dury

Meningitida

2.4  Bezpecnostni pokyny

2.4.1 Klinicky uZivatel

Vseobecné bezpecnostni pokyny

Aby se predeslo skodam v dusledku neodborné pfipravy a aplikace a nebyl ohrozen narok na zaruku:

» Pouzivejte vyrobek pouze podle pokyni uvedenych v tomto navodu k pouZiti.

» Dodrzujte bezpecnostni informace a pokyny uvedené v navodu k pouziti.

» \iyrobek a prislusenstvi mohou pouzivat vyhradné osoby s patfiénym vzdélanim, znalostmi a zkusenostmi.
» Novy vyrobek z vyroby ¢i nepouzity vyrobek skladujte na suchém, Cistém a chranéném misté.

» Navod k pouziti uchovavejte na misté pristupném pro uZivatele.

Upozornéni

UZivatel je povinen vsechny zdvazné uddlosti, které vznikly v souvislosti s vyrobkem nahldsit vyrobei a kompe-
tentnimu uradu stdtu, ve kterém md uZivatel sidlo.

Pokyny k operaénim zakrokim

Uzivatel nese zodpovédnost za odborné provedeni operacniho zakroku.

Predpokladem pro uspé$né pouzivani tohoto vyrobku je patficné klinické vzdélani i teoretické a praktické
zvladnuti potfebnych operacnich technik, véetné pouzivani tohoto vyrobku.

Aesculap neodpovida za komplikace zplsobené:

B Nespravnou indikaci nebo volbou implantatu

W Nespravnym operacnim postupem

m Nespravnou kombinaci komponent implantatu

B Kombinaci s komponenty jinych vyrobct, neschvalenou spole¢nosti Aesculap

W Prekrocenim mezi tykajicich se zpiisobu zachazeni nebo nedodrzenim zakladnich medicinskych opatieni
Uzivatel je povinen vyzvednout si informace u vyrobce, pokud existuje nejasna predoperaéni situace ohledné
pouziti vyrobku.

Upozornéni

K implantaci téchto soucdsti systému jakoZ i k augmentaci, distrakci, kompresi a repozici lumbdini a torakdIni
pdtere je uréené specidini S*-instrumentarium.

2.4.2 Bezpeénostni informace specifické pro vyrobek

A\ VAROVANi

Implantat nebyl testovan z hlediska bezpeénosti a kompatibility v prostfedi magnetické rezonance. Nebyl
testovan z hlediska zahfati, pohybu a obrazovych artefakti pfi vySetfeni magnetickou rezonanci. Skeno-
vani pacienta s timto implantatem pomoci MR mizZe vést k poranéni pacienta.

2.4.3 Sterilita

Vyrobek byl sterilizovan ozafenim a je dodavan ve sterilnim obalu.

Bezpecné sterilni dodani vyrobku je zaru¢eno pouze tehdy, pokud neni sterilni obal poskozeny nebo otevieny
a pokud neuplynula doba pouZitelnosti.

» Vyrobky skladujte v pivodnich obalech v suché a temperované mistnosti chranéné pred prachem.
Chrarite vyrobky pred pfimym slune¢nim zafenim.

Viyrobky vyjméte z pvodniho ochranného obalu az tésné pfed pouzitim.

Vizudlné zkontrolujte obal vyrobku a ujistéte se, Ze je sterilni bariérovy systém neporuseny.

Nepouzivejte vyrobky z otevieného nebo poskozeného sterilniho baleni.

Viyrobek po uplynuti doby pouzitelnosti jiz nepouzivejte.

Vyrobek je urcen k jednorazovému pouZziti.

» Vyrobek nepouZivejte opakované.

Zpracovani vyrobku ovliviiuje jeho funkénost. Riziko poranéni, nemoci nebo smrti v disledku zne¢isténi a/nebo
zhor3eni funkénosti vyrobku.

» Viyrobek déle nezpracovavejte.

A\ A A 4

2.4.4 Skladovani
» Sterilné balené komponenty implantati skladujte chranéné pred prachem v suchém, tmavém a rovno-
mérné temperovaném prostoru.

2.5 Pouceni pacienta

V rdmci pouceni pacienta musi byt pacient v¢as poucen podle své trovné pochopeni, predchozich znalosti a

potiebnych védomosti o vSech okolnostech potfebnych k souhlasu. To obsahuje:

W Pouceni o diagndze, pribéhu a rizicich

m Operacni postup

B Vyhody a nevyhody zakroku

B Vsechny alternativni postupy pfichazejici v Uvahu

Pacientovi musi byt vysvétlen zakrok a zejména nasledujici informace:

W P¥i opozdéné nebo nedokoncené fizi se implantaty mohou pfi vysokych zatizenich uvolnit a zlomit.

®m Zivotnost implantatu je zavisla na télesné hmotnosti.

® Komponenty implantatu nesmé&ji byt pretézované extremnimi zatizenimi, té€zkou 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.

W Pacient se musi podrobovat pravidelnym Iékafskym kontroldm komponent implantatu.

WV pooperacnim obdobi se musi dbat nejen na cviceni hybnosti a svali, ale i na osobni instruktaz kazdého

pacienta.

0 odstranéni nasazenych komponent implantatu rozhoduje osetfujici lékaf.

W Poskozeni hmotnost nesoucich struktur implantatu mohou zplsobit uvolnéni komponent, dislokaci a
migraci jakoZ i jiné tézké komplikace.



2.6  Pouziti

2.6.1 Dokumentace

UZivatel sestavi operacni plan, ktery stanovuje a vhodnym zpisobem dokumentuje nasledujici:

W Volbu a rozméry komponent implantatu

B Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodd

Na prikazce pacienta mohou byt zaznamenany dulezité informace o vyrobku a operaci. Prikazku pacienta je

mozné zvlast objednat u vyrobce.

Kazdé baleni obsahuje doplrikové etikety s oznacenim, ¢islem vyrobku a Sarze a pfip. s individualnim vyrobnim

Cislem vyrobku.

» Prozaznam do dokumentace pacienta (pro nemocnici) a priikazky pacienta (pro pacienta) pouzijte tyto eti-
kety.

Pacient byl o zakroku poucen a bylo zdokumentovano, Ze je s nim srozumén.

2.6.2 Implantace

Augmantaéni 3roub S* Spinal System Ize pro zvyeni stability kotveni upevnit pomoci kostniho cementu.

V takovém pfipadé se pro aplikaci kostniho cementu injekéni kanyla zavadi do augmentacniho Sroubu

S* Spinal System.

= S*mono-, polyaxialni $rouby (augmentaéni Sroub), dodavaji se sterilni

®m 5% monoaxialni/polyaxialni $rouby (augmentaéni $roub), dodavané ve sterilnim stavu

B Cementaéni injekéni kanyla (dodavana sterilni), viz TAO13132

B Pro perkutanni aplikaci s monoaxialnimi/polyaxidlnimi S$rouby (augmentaéni Srouby) S* Element:
S* Element augmentaéni néstroje, viz TAO14315

A\ VAROVANI

Nebezpeéi urazu a/nebo nespravného fungovani!

» Pfed kazdym pouzitim zkontrolujte, zda nastroje nemaji volné, ohnuté, rozbité, prasklé, opotiebené
nebo rozt¥isténé soucasti.

» Pred kazdym pouzitim nastroji vzdy proved'te funkéni zkousku.

P¥i implantaci augmentaéniho $roubu S* Spinal System postupuite takto:

» \iyberte vhodnou variantu sS4 Spinal System a kotevni implantaty podle individualni indikace, predoperac-
niho planovéni a kostni situace zjisténé intraoperativné.

> Pii vbéru typdi Sroubti S* Spinal System se ujistéte, Ze jste zvolili spravny priimér, délku a orientaci kandlu.

A\ VAROVANI

Riziko poranéni michy a nervovych koFeni pFi nespravné aplikaci!

» Nastroje, pedikularni Sroub a polyaxialni Sroub zarovnavejte a Sroubujte pouze pod rentgenovou kon-
trolou nebo pomoci naviga¢niho systému.

» Aby se predeslo vnitinimu stresu a oslabeni implantatu: Zabrante vzniku vrubl a Skrabanct na vech kom-
ponentach.
> §rouby pfi zavadéné do kosti zatézujte pouze axialné. Vyvarujte se indukce bocnich sil pfi zavadéni Sroubu.

/\VAROVANI
Nebezpedi zlomeni Sroubu na tvrdé kosti nebo pfi kontaktu s protikorikalis!
» Obratel pFipravte po celé délce Sroubu pomoci zavitofezu.

A\ VAROVANi
Riziko poskozeni spojovaci tyce!
» Spojovaci ty€ky a p¥i¢né spojky neohybejte zpét a ani neohybejte pFilis.

/\POZOR

Poskozeni Sestiuhelnikového pouzdra pfi nespravném pouziti Spi¢ky Sroubovaku!

» Ujistéte se, Ze Spicka Sroubovaku je pfi otaceni Sroubu zcela vloZena do Sestithelnikové zasuvky hlavy
Sroubu.

» Pokud se pfi revizi vétsich polyaxidlnich Sroubd (& 7,5 mm/Q 8,5 mm) Sroubova hlavice uvolni, vyjméte
zbyvajici ¢ast Sroubu Sroubovakem velikosti 3,5.

Fixace augmentacniho Sroubu kostnim cementem
Pro zvySeni stability ukotveni Ize augmentacni Sroub st Spinal System zafixovat kostnim cementem. P¥i
cementovani je tfeba dodrzovat nasledujici pravidla:

Upozornéni
Cementovdni se provddi aZ po sefizeni vsech Sroubd a tpravé spojovacich tyci a pred zablokovdnim augmentac-
niho Sroubu S* Spinal System.

/A\VAROVANI

Riziko zlomeni injekéni kanyly pusobenim nadmérné sily!

» Nezatézujte injek¢ni kanylu nadmérné v pficném sméru.
» Injekéni kanylu neohybejte.

Upozornéni
Po zacementovdni augmentacniho $roubu S* Spinal System jiZ nebude mozné zménit polohu implantdtu, pouzit
redukéni pdcku nebo provést korektury!

Upozornéni

Po zacementovani S* Spinal System augmentacniho Sroubu mize byt explantace Sroubu spojena se znaénymi

obtizemi predevsim v pfipadech s osteoponii!

» Pied nanesenim kostniho cementu se do injekéni kanyly S* bez pouziti viditelné sily zcela nairoubuje zavit
v hlavé kostniho Sroubu.

» Zkontrolujte konsistenci a viskozitu pouZitého kostniho cementu pfed nasazenim aplikatoru na injekéni
kanylu. DodrZujte pokyny vyrobce kostniho cementu!

» Augmentaéni $roub S* Spinal System cementujte cementem vhodnym pro augmentaci $rouby.

A\ VAROVANi

Riziko zranéni pfi Gniku cementu!

» Preparaci a polohovani implantati provad&jte pouze pod vedenim zobrazovacich metod.

Ujistéte se, Ze jsou otvory S* Spinal System augmentacniho Sroubu umistény zcela uvnit¥ kosti.

Ujistéte se, Ze kira pediklu neni perforovana.

Kortikalis nepenetrujte a zajistéte, aby protilehla kortikalis nebyla poskozena.

Nezasunujte nebo necementujte augmentaéni sroub S* Spinal System do zlomeniny nebo &asteéné

resekovaného téla obratle. Pfedoperativné proved'te CT skenovani v tenkém fezu.

» Nasroubujte injekéni kanylu S* bez pouziti znatelné sily do hlavice Sroubu. Ujistéte se, Ze osy pedi-
kularniho $roubu a injekéni kanyla jsou vzajemné vyrovnané.

» Aplikaci cementu provadéjte pouze pod kontrolou zobrazovaci prosvécovaci metody vysoké kvality
(max. mnozstvi cementu na jeden pedilkovy $roub je 2 ml).

>
>
>
>

A\ VAROVANi
Nebezpedi zranéni v disledku nesnasenlivosti materialu!
» PouZivejte pouze aplikacni systémy, které jsou vhodné pro pouziti kostniho cementu.

A\ VAROVANI

Nebezpedi znedisténi blokovaciho zavitu/nedostateéné fixace pfi odstrafiovani aplikaéniho systému
v pFipadé nespravné viskozity cementu!

» Zajistéte spravnou viskozitu cementu.

» Kodstranéni injekéni kanyly nenechejte cement Uplné ztvrdnout. Vyjméte systém aplikace cementu véetné
kanyly, jakmile cement vykazuje tésnici strukturu (pfi pfipravé cementu pfidejte pro referenéni icely uréité
mnoZstvi cementu).

A\ VAROVANI

Nebezpedi znecisténi rany v pFipadé nedostatecné ztvrdlého cementu! Nebezpedi slepeni zavitu blokova-
ciho Sroubu a z toho vyplyvajici nestability systému!

» Po vyjmuti injekéni kanyly dodrzte spravnou dobu konzervace.

» Referencni hmotu ke zkousce konzistence smichejte s aplikovanym cementem.

» Zajistéte, aby pred dosazenim kone¢né pevnosti cementu nepusobily na systém zadna zatizeni.

/A\VAROVANI
Nebezpedi ulomeni $roubd v disledku pouZiti pediklovych Sroubl v pFipadé spondylolistézie!
» Stabilizace s podporou interkorporalni fuze (ALIF, PLIF nebo TLIF).

3. Likvidace

/A VAROVANI
Nebezpedi infekce zplsobené kontaminovanymi vyrobky!
» Pfi likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obalii dodrzujte narodni predpisy.

4. Distributor
B. BRAUN Medical s.r.o.

V Parku 2335/20

148 00 Praha 4

Tel.: 271091 111
Fax: 271091112
E-mail: servis.cz@bbraun.com

TA012865 2022-06 Change No. AE0061814



	Title
	en - Augmentation screw
	de - Augmentationsschraube
	fr - Vis d’augmentation
	es - Tornillo para sustitución
	it - Vite di augmentazione
	pt - Parafuso de aumentação
	nl - Augmentatieschroef
	da - Ekspansionsskrue
	nb - Forsterkningsskrue
	sv - Förstärkningsskruv
	fi - Augmentaatioruuvi
	et - Tugikruvi
	lv - Pastiprināšanas skrūve
	lt - Augmentacijos sraigtas
	ru - Усилительный винт
	cs - Augmentační šroub
	pl - Śruba augmentacyjna
	sk - Augmentačná skrutka
	hu - Augmentációs csavar
	sl - Avgmentacijski vijak
	hr - Vijak za augmentaciju
	ro - Șurub de augmentare
	bg - Аугментационен винт
	tr - Büyüme vidası
	el - Βίδα ενίσχυσης
	zh - S4® 胸腰椎后路固定系统 – 骨水泥增强型螺钉



