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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® activL’
Intervertebral disc prosthesis

1. About this document

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

1.1 Scope
These instructions for use apply to the activL - intervertebral disc prosthesis.
Note

Instructions for use and further information about B. Braun / AESCULAP products can be found on the B. Braun
elFU website 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:

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

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

2. Clinical use

Note

The summary of safety and clinical performance (SSCP) of the product is available in the European database on
medical devices (EUDAMED) at ec.europa.eu/tools/eudamed

The SSCP can be found using the following Basic UDI-DI:

B 40392390000027002G

W 40392390000027012J)

2.1 Product description
The activL - intervertebral disc prosthesis comprise:
W inferior and superior prosthesis plates for anchoring in the vertebral bodies
- insizes S, M, Land XL
- with a central anchoring fin (can only be fitted with an anterior approach) or without central anchoring
fins (can be fitted with an anterior or lateral approach, at approximately 45°)
W a polyethylene inlay, which is inserted into the inferior prosthesis plate
- for total heights of 8.5 mm, 10 mm, 12 mm and 14 mm
- to be combined with any plate size
The prosthesis plates and the polyethylene inlay together form a ball joint.
The operating surgeon chooses, according to the anatomic conditions, between using prosthesis plates with
anchoring fin and prosthesis plates without such a fin.
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:

M ISODUR®: wrought cobalt-chromium alloy CoCrMo according to I1SO 5832-12

W PLASMAPORE®,_c,p surface coating pure titanium according to ISO 5832-2 with additional calcium phos-
phate coating

W Ultra-high-molecular-weight polyethylene (UHMWPE) according to ISO 5834-2

ISODUR® and PLASMAPORE® are registered trademarks of Aesculap AG, 78532 Tuttlingen / Germany.

Note

The product consists of metal alloys which contain cobalt.

2.2 Areas of use and limitations of use

2.2.1 Intended use
The activl - intervertebral disc prosthesis is used for replacing intervertebral discs in the lumbar spine. They
restore the disc height and the segmental mobility.

2.2.2 Indications

Lumbar discopathy

Defined in detail as mono- or bisegmental intervertebral disc degeneration between L3 and S1. There is no
significant degeneration in the facet joints. There is no degeneration to the discs adjacent to a segment to be
treated and there is no, or only slight, posterior instability. The preoperative intervertebral disk height is
3 mm to 4 mm or more.

Note

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

2.2.3 Absolute contraindications

Do not use in the presence of:

Fever

Infection: Infection: systemic, in the spinal column, local
Pregnancy

Osteoporosis, osteochondrosis, severe osteopenia
Spinal stenosis, radiculopathy

Degenerated facets

Increased segmental instability

Fractured vertebral body or bodies

Spinal deformity

Spondylolisthesis over 25 %

Foreign body sensitivity to the implant materials
All cases that are not listed under indications

2.2.4 Relative contraindications

The following conditions, individual or combined, can lead to delayed healing or compromise the success of
the operation:

m Medical or surgical conditions (e.g. comorbidities) which could hinder the success of the operation.

W Systemic diseases and metabolic disorders

B Pharmaceutical or other drug abuse; alcoholism

W Inadequate patient compliance

The implants can come loose or break under increased load. The following factors negatively influence the life
of the implant:

W Obese or overweight patients

In the presence of relative contraindications, the user decides individually regarding the use of the product.

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.

Possible risks, side effects and interactions of the application currently known to the manufacturer are:
Bent, loose, worn or broken implant components

Loss of fixation, dislocation and migration

Infections

Allergic reactions to implant materials

Tissue reaction to implant materials

Venous thrombosis, lung embolism, cardiac arrest

Hematomas and wound healing disorders

Periarticular calcifications and fusions

B Trauma to: nerve roots, spinal cord, blood vessels, organs

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:

B incorrect indication or implant selection

W incorrect surgical technique

B incorrect combination of implant components

B combination not approved by Aesculap with components from other manufacturers

W 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.

2.4.2 Product
Product-specific safety information

VAN

Non-clinical testing has demonstrated the activL - intervertebral disc prosthesis is MR Conditional. It

can be scanned safely under the following conditions:

M Static magnetic field of 1.5Tand 3 T

B Maximum spatial gradient field of 2,000 gauss/cm (20T/m)

B Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2 W/kg (Nor-
mal Operating Mode)

Under the scan conditions defined above, the activL - intervertebral disc prosthesis is expected to produce a

maximum temperature rise of 2.1 °C after 15 minutes of continuous scanning.

In non-clinical testing, the image artifact caused by the device extends approximately 25 mm from the activL

- intervertebral disc prosthesis when imaged using a gradient echo pulse sequence and a 3 tesla MRI system.

W In cases of delayed healing, material fatigue can lead to implant breakage.

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.

» Follow the instructions for use of the individual Aesculap implant components.

» Only combine Aesculap products with each other.

» Always adhere to applicable standards.

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.
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2.5 Patient information

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:

B Diagnosis, procedure and risk clarification

W Operative procedure

B Advantages and disadvantages of the procedure

B All alternative procedures that can be considered

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

B Delayed healing can cause the implant to fracture or loosen.

B The life-span of the implant depends on the patient's body weight.

W The implant components must not be overloaded by extreme strains, hard physical labor or sports.

m Corrective surgery may be necessitated by implant loosening, fracture or loss of correction.

B Smokers present an increased risk of bone fusion failure.

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

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

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,
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 surgical procedure can be noted down on

the implant card. The implant card is enclosed with at least one component required for the surgical procedure.

Note

A printable version of the implant card, a patient information brochure and a guide on how to fill out the

enclosed implant card (if applicable) are available online at www.bbraun.com/arthroplastypassport

» Fill out the implant card and hand it to the patient together with the patient information brochure after
the surgical procedure.

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 implant card (for the
patient).

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

2.6.2 Implantation

Note

For detailed information of implantation steps see implant system specific operating technique instructions.

» Use instruments for activL - intervertebral disc prostheses from Aesculap.

» Observe instructions for use of insertion instrument TAO11458, the distractor TAO11540, the chisel/chisel
qguide TAO13425 and the distraction forceps revision instrument TAO11904.

» Select implant components according to the indication, preoperative planning and the bone situation
found intraoperatively.

Note

The height printed on the packaging of the polyethylene inlay is equivalent to the total posterior height of the
disc prosthesis, i.e. of the inferior prosthesis plate, the polyethylene inlay and the superior prosthesis plate. The
final height of the polyethylene inlay is determined intraoperatively, in most cases.

Preoperative planning

/\ WARNING
Risk of incorrect size selection due to using an X-ray template of the wrong scale!
» Make certain to choose an X-ray template of the correct scale.

» Carry out preoperative planning, using X-ray templates.

/\ WARNING
Increased risk of migration caused by selecting a prosthesis plate that is too small!
» The prosthesis plate should cover the endplate as much as possible.

» Select the size of the prosthesis plate so that maximum coverage of the vertebral bodies is achieved.
Surgical access

/A WARNING

Risk of damage to blood vessels and nerves caused by sharp instruments!

» Operate with extreme caution to avoid damage to blood vessels, nerves or tissue.
» Have a vascular surgeon assisting or on call.

» Establish the surgical access to the affected segment.

Note

Prosthesis plates with an anchoring fin can only be implanted through anterior access. Prosthesis plates without
an anchoring fin can also be implanted through lateral access (approx. 45°).

Marking the midline

/\ WARNING

Mispositioning of the vertebral disc prosthesis caused by inaccurate marking of the midline!
Always mark the midline under X-ray control.

Make certain to use a midline marker of the correct size when installing the lateral access.

Determine the centre of the vertebral disc, using the midline marker, under X-ray control.
Apply markings on the superior and inferior vertebral bodies.

When operating through an anterior access, use the "anterior midline marker".

When operating through a lateral access, use the lateral midline marker of the appropriate size.
Discectomy and preparation of the vertebral body end plates

/N WARNING
Insufficient anchoring stability due to incomplete removal of cartilage!
» Remove the cartilage layer from the vertebral body end plates.

vyVYyVYyVY VY

/\ WARNING

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

» Do not remove the vertebral body end plates completely.

» Completely remove the intervertebral disc, using standard instruments.

» Remove all cartilage from the vertebral body end plates.

Verifying the size and distraction

» Mount the trial plates of the selected size on the distractor in such a way that the marking for the lat-
eral/anterior access corresponds to the marking on the working tip of the distractor.

/A WARNING

Compression of the spinal canal and of other posterior elements caused by the distractor inserted too

deeply!

» Introduce the distractor into the intervertebral space under X-ray control.

» On the X-ray image, under AP and lateral irradiation, check to ensure that the size, position and
alignment of the trial plates are correct.

» Cautiously introduce the undistracted distractor into the intervertebral space, making sure that it is posi-
tioned centrally.

» Check the size of the vertebral body end plates. A margin of 1 mm to 2 mm width is allowed between the
lateral and posterior edges of the trial plates and the edge of the vertebral body.

/N WARNING

Irritation of the facet joints and strain on dura and nerve roots due to excessive or insufficient distrac-

tion!

» Distract only to such an extent that the instrument firmly fits in the intervertebral space.

» On the X-ray image, under AP and lateral irradiation, check to ensure that the size, position and
alignment of the trial plates are correct.

Open the distractor until it is firmly seated in the intervertebral space.

Read the distraction height on the distractor scale.

If the mark is between to height values on the scale, choose the lower height.
Release the distraction and remove the distractor from the intervertebral space.
If necessary, use a small spacer for keeping the vertebral bodies apart.
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Chiseling out the anchoring for prosthesis plates with anchoring fin

The chiseling procedure will determine the central position and the alignment of intervertebral disc prosthesis
in the intervertebral disc plane.

The chisel depth is defined by the bedstop of the chisel on the chisel guide.

» Mount the chisel guide of the selected height on the handle.

» Turn the adjusting wheel of the depth bedstop to adjust it to the minimum insertion depth.

/\ WARNING

Malpositioning of the intervertebral disk prosthesis due to failure to observe the midline!

» Align the chisel guide with the midline mark.

» Make certain that the position of the chisel guide does not change during the chiseling procedure.

/\ WARNING

Compression of the spinal canal and of other posterior elements caused by the chisel guide inserted too
deeply!

» Prior to insertion, adjust the chisel guide to the minimum insertions depth.

» Introduce the chisel guide into the intervertebral space under X-ray control.

» Insert the chisel guide into the intervertebral space under X-ray control. Align the groove on the chisel
guide with the midline marks.

» If necessary, readjust the depth bedstop until the posterior edge of the chisel guide is at the height of the
posterior edge of the vertebral body, or 1 mm to 2 mm in front of it.

» Check to ensure that the chisel guide is firmly seated. Choose a different height or angle variant, if neces-
sary.

» Dismount the handle from the chisel guide.

/\WARNING

Risk of injury caused by sharp chisel!

» Apply the chisel with extreme caution to avoid damage to critical blood vessels, nerves or other tis-
sue, as well as injury to yourself.

Carefully slide the chisel over the shaft of the chisel guide, until it engages in the guide groove.

Drive the chisel into the vertebral body, but only down to the bedstop on the chisel guide, not any further.
Carefully knock the chisel out of the vertebral body, using a slotted hammer.

Remove the chisel guide from the intervertebral space.

» If necessary, use a narrow spacer for keeping the vertebral bodies apart.

Inserting the activL vertebral disc prosthesis

» Select the implant components of the size that was determined intraoperatively.

A\ CcAUTION
Damage to the friction surfaces due to improper handling!
» Handle with caution the friction surfaces of the prosthesis plates and the polyethylene inlay.

vvyyy

» Insert the polyethylene inlay into the depression in the inferior prosthesis plate, in such a way that the two
thinner protrusions of the polyethylene inlay engage in the undercut of the prosthesis plate. The polyeth-
ylene inlay can be mounted in only one position, without having to exert any force.

» Mount the complete intervertebral disc assembly on the insertion instrument, according to the surgical
access, observing the markings.

The inferior prosthesis plate must be at the part of the insertion instrument clamp that is marked CAUDAL",
while the superior prosthesis plate must be at the CRANIAL" part

» Turn the clamping sleeve to clamp in the intervertebral disc prosthesis on the instrument.

/\ WARNING

Compression of the spinal canal and of other posterior elements caused by the intervertebral disk pros-

thesis inserted too deeply!

» Introduce the disk prosthesis into the intervertebral space under X-ray control.

» On the X-ray image, under AP and lateral irradiation, check to ensure that the position and align-
ment of the intervertebral disc prosthesis are correct.

Note
For prosthesis plates with anchoring fin, the central position is determined the previously applied slits in the ver-
tebral bodies.
For prosthesis plates without anchoring fin, the intervertebral disc prosthesis has to be aligned with midline
marks. The central anchoring tooth on the superior and inferior prosthesis plates must be in line with the midline
markings.
» Carefully introduce the intervertebral disc prosthesis into the intervertebral space.
When doing this, the superior prosthesis plate must be oriented towards cranial, the inferior prosthesis
plate towards caudal.

/\ WARNING
Damage to vertebral body end plates when the intervertebral disk prosthesis is tapped in!
» Apply proper care when tapping in the intervertebral disk prosthesis.

A\ WARNING
Vascular damage caused by protruding implants!
» Check to make certain that the intervertebral disc prosthesis is positioned centrally.

» Under X-ray control, drive the intervertebral disc prosthesis into the intervertebral space until the posterior
edge of the prosthesis is at the posterior edge of the vertebral body, or 1 mm to 2 mm in front of it. While
doing this, check the insertion depth on the lateral X-ray image, for this depth is not limited by the instru-
ment.

» Release the clamping sleeve on the insertion instrument and remove the insertion instrument.

» Check the position of the intervertebral disc prosthesis on the intraoperative X-ray image, in AP and lateral
view.

3. Disposal

A\ WARNING

Risk of infection due to contaminated products!

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

TA011430 2022-12  Change No. AE0O061406



AESCULAP® activL’
Protéza meziobratlové ploténky

1. K tomuto dokumentu

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

1.1 Oblast pouziti
Tento navod k pouziti plati pro protézu meziobratlové ploténky activL.
Upozornéni

Ndvod k pouZiti a dalsi informace o B. Braun / AESCULAP vyrobcich naleznete na internetovych strankdch
B. Braun elFU na adrese eifu.bbraun.com

1.2 Vystrazna upozornéni

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

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

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

2. Klinické pouziti

Upozornéni

Souhrn Gdaji o bezpecnosti a klinické funkci vyrobku je k dispozici v Evropské databdzi zdravotnickych pro-
stfedki (EUDAMED) na adrese ec.europa.eu/tools/eudamed

Souhrn udajii o bezpecnosti a klinické funkci Ize nalézt pomoci ndsledujiciho zdkladniho UDI-DI:

M 40392390000027002G

B 40392390000027012J)

2.1 Popis vyrobku
Protéza meziobratlové ploténky activL obsahuje:
W Inferiornich a superiornich protézovych dlah k ukotveni do téla obratli
- ve velikostech S, M, La XL
- se stfedovym ukotvovacim vystupkem (Ize pouzit pouze pfi anteriornim pfistupu) nebo bez stfedového
ukotvovaciho vystupku (Ize pouZit pfi anteriornim nebo lateralnim pfistupu cca 45°)
B Polyetylenovou inlay, ktera se vklada do inferiorni dlahy protézy
- pro celkové vysky 8,5 mm, 10 mm, 12 mm a 14 mm
- kombinovatelné se viemi velikostmi dlah
Dlahy protézy a polyetylenova inlay spole¢né tvofi kulovy vrehlik.
0 pouziti protézovych dlah s ukotvovaci ploutvi nebo bez ni rozhoduje operatér podle anatomickych poméri.
Dalsi informace o implantanich systémech Aesculap si mizZete kdykoliv vyzadat u B. Braun/Aesculap nebo
v pfisludné poboéce B. Braun/Aesculap.

2.1.1  Material

Materialy pouzité u implantatd jsou uvedeny na baleni:

M ISODUR® tvarena slitina kobaltu a chromu CoCrMo podle normy ISO 5832-12

B PLASMAPORE®,_c,p s povrchovou vrstvou z Eistého titanu podle ISO 5832-2 navic s povrchovou vrstvou
fosfore¢nanu vapenatého

| Ultravysokomolekularni polyetylén (ULHMWPE) podle ISO 5834-2

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

Germany.

Upozornéni

Vyrobek se sklddd z kovovych slitin, které obsahuji kobalt.

2.2 Oblasti pouziti a omezeni pouziti

2.2.1  Urceni ucelu
Protéza meziobratlové ploténky activL se pouziva k nahradé meziobratlovych plotének bederni patefe. Obno-
vuji vySku meziobratlové ploténky a segmentalni pohyblivost.

2.2.2 Indikace

lumbalni diskopatii

Podrobné je definovana jako monosegmentalni nebo bisegmentalni degenerace meziobratlové ploténky mezi
L3 a S1. Ve facetovych kloubech neni vyznamna degenerace. Disky sousedici se segmentem, ktery ma byt oset-
fen, nejsou degenerovany a neexistuje zadna nebo jen mala posteriorni nestabilita. Pfedoperaéni vyska mezi-
obratlové ploténky je 3 mm az 4 mm nebo vice.

Upozornéni

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

2.2.3 Absolutni kontraindikace

Nepouzivejte v pripadé:

m Horecka

Infekee: infekce: systémova, v patefi, lokalni

V téhotenstvi

Osteoporoza, osteochondroza, tézka osteopenie
Spinalni stenose, radikulopatii

Degenerované facety

ZvySena segmentalni nestabilita

Zlomenina obratle

Spinalni deformity

Spondylolistézy nad 25 %

Precitlivélost na materialy implantatu jako na cizi télesa
V3echny pfipady, které nejsou uvedeny pod indikacemi

2.2.4 Relativni kontraindikace

Nasledujici podminky, individualné nebo v kombinaci, mohou vést k delSimu hojeni, resp. k ohrozeni vysledku
operace:

MW Lékafské nebo chirurgické stavy (napf. komorbidity), které mohou zhatit vysledek operace.

B Systémova onemocnéni a metabolické poruchy

® Nedikamentozni nebo drogova zavislosti, alkoholismus

W Pii nedostatecné spolupraci pacienta

Pfi zvyseném namahani se mohou implantaty uvolnit nebo zlomit. Na Zivotnost implantatu maji negativni vliv
nasledujici faktory:

® U obéznich pacientl nebo pacientli s nadvahou

V pfipadé vyskytu relativnich kontraindikaci rozhoduje uzivatel o individualnim pouZiti vyrobku.

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 nastroja.

Mozna rizika a vedlejsi ucinky a vzajemné pisobeni aplikace, ktera jsou vyrobci v sou¢asnosti znama, jsou:
W Ohnuti, uvolnéni, opotfebeni nebo zlomeni komponent implantatu

B Ztrata fixace, dislokace a migrace

W Infekce

W Alergické reakce na materialy implantatu

B Reakce tkani na materialy implantatu

B Vendzni trombozy, plicni embolie a srdeéni zastava

W Hematomy a poruchy hojeni rany

W Periartikularni zvapenaténi a srlsty

B Poranéni: nervovych kofent, michy, cév, organi

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 pouZziti.

» \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 pfistupném pro uzivatele.

Upozornéni

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

Pokyny k operaénim zakrokim

UZivatel nese zodpovédnost za odborné provedeni opera¢niho 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

Nespravnym operaénim postupem

Nespravnou kombinaci komponent implantatu

Kombinaci s komponenty jinych vyrobcl, neschvalenou spole¢nosti Aesculap

Pekro¢enim mezi tykajicich se zplsobu zachazeni nebo nedodrzenim zakladnich medicinskych opatfeni
UZivatel je povinen vyzvednout si informace u vyrobce, pokud existuje nejasna predoperacni situace ohledné
pouZiti vyrobku.

2.4.2  \yrobek
Bezpeénostni pokyny specifické pro vyrobek

A

Neklinické testovani prokazalo, Ze protéza meziobratlové ploténky activL je podminéné pouzitelna pfi

MR. Snimani mize byt bezpeéné za nasledujicich podminek:

M Statické magnetické pole 1,5Ta3T

B Maximalni prostorovy gradient pole 2 000 G/cm (20 T/m)

B Maximalni hodnota specifické miry absorpce (SAR) pro celé télo uvadéna pro systém MR &ini 2 W/kg
(normalni provozni rezim)

Za vyse definovanych podminek snimani se ocekava, Ze po 15 minutach nepretrzitého snimani dojde k maxi-

malnimu zvyseni teploty protézy meziobratlové ploténky activL 0 2,1 °C.

V neklinickém testovani se artefakt obrazu zplsobeny prostfedkem tahne pfiblizné 25 mm od protézy meziob-

ratlové ploténky activL, kdyz je zobrazovan s gradientem echo pulzni sekvence a systémem MR 3 tesla.

W V pfipadech zpomaleného hojeni mize Unava materialu vést k poskozeni implantatu.

W O odstranéni nasazenych komponent implantatu rozhoduje osettujici lékar.

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

» Respektujte navody k pouziti jednotlivych komponent implantatdi Aesculap.

» Kombinujte spole¢né pouze vyrobky Aesculap.

» Always adhere to applicable standards.

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.

Vizualné 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.

» Vyrobek dale nezpracovavejte.

vyvyvYyYvVYYy

2.5 Pouceni pacienta

V ramci pouceni pacienta musi byt pacient véas poucen podle své tirovné pochopeni, pfedchozich znalosti a

potfebnych védomosti o vech okolnostech potfebnych k souhlasu. To obsahuje:

W Pouceni o diagndze, pribéhu a rizicich

W Operacni postup

B Vyhody a nevyhody zakroku

W VSechny alternativni postupy pfichazejici v uvahu

Pacientovi musi byt vysvétlen zakrok a zejména nasledujici informace:

W PFi opozdéném hojeni se mize implantat zlomit nebo uvolnit.

® Zivotnost implantatu je zavisla na télesné hmotnosti.

B Komponenty implantatu nesméji byt pretézované extremnimi zatizenimi, té€zkou fyzickou praci a sportem.

W PFi uvolnéni implantatu, zlomeni implantatu a ztraté korekce mize byt potfebna revizni operace.

W U kuraku je zvysené nebezpedi, Ze se fuze nedokondi.

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

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

pacienta.

0 odstranéni nasazenych komponent implantatu rozhoduje osettujici lékar.

M 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 karté implantdtu mohou byt zaznamenany dilezité informace o implantovaném vyrobku a chirurgickém

zakroku. Karta implantatu je pfilozena minimalné k jedné komponenté potfebné pro chirurgicky zakrok.

Upozornéni

Verze karty implantdtu pro tisk, informaéni broZura pro pacienta a privodce, jak vyplnit pfiloZenou kartu

implantdtu (v pfipadé pouZiti), jsou k dispozici online na adrese www.bbraun.com/arthroplastypassport

» Vypliite implantacni priikaz a po operaci jej spole¢né s brozurou s informacemi pro pacienty predejte paci-
entovi.

Kazdé baleni obsahuje doplrikové Stitky, na kterych je uvedeno oznaceni, &islo vyrobku a - pokud se pouziva -

Cislo Sarze vyrobku.

» Tyto etikety pouzijte pro zaznam do dokumentace pacienta (pro nemocnici) a prikaz implantétu (pro paci-
enta).

Pacientovi byl vysvétlen operacni postup a nasledujici informace a byl zadokumentovan souhlas pacienta.

2.6.2 Implantace

Upozornéni

Podrobné informace o krocich implantace naleznete v ndvodu k operacni technice specifické pro dany systém

implantdtu.

» Pouzivejte nastroje pro protézy meziobratlovych plotének activL od spole¢nosti Aesculap.

» Dodrzujte pokyny uvedené v navodu k pouZiti nasazovaciho nastroje TAO11458, distraktoru TAO11540,
dlata/vedeni dlata TAO13425 a revizniho néstroje - vzpérného timenu TAO11904.

» Komponenty implantatu volte na zaklad¢ indikace, predoperacniho planu a intraoperativné nalezené situ-
ace kosti.

Upozornéni

Wyska vytisténd na obalu polyetylenové inlaye odpovidd celkové posteriorni vysce protézy ploténky, tzn. inferi-

orni dlahy protézy, polyetylenové inlaye a superiorni dlahy protézy. Konecnd vyska polyetylenové inlaye se vét-

Sinou urcuje intraoperativné.

Pfedoperacni plan

/A\VAROVANI
Je nebezpedi nespravného vybéru velikosti v disledku pouziti rentgenové Sablony s nespravnou stupnici!
» Zvolte spravné méfitko rentgenové Sablony.

» Predoperacni planovani provedte pomoci rentgenové Sablony.

A\ VAROVANI
Je zvysené riziko migrace zplsobené vybérem pfili§ malé dlahy protézy!
» Protézni desticka by méla co nejvice zakryt koncovou desticku.

» Velikost dlahy protézy zvolte tak, aby bylo dosazeno maximaini pokryti téla obratle.
Operativni pFistup

A\ VAROVANI

Riziko poranéni cév a nervii ostrymi instrumenty!

» V pribéhu operace pracujte mimofadné opatrné, aby nedoslo k poskozeni cév, nervii a tkani.
» Pozadejte o asistenci cévniho chirurga nebo ho méjte na telefonu.

» Utvorte operativni pfistup k dotéenému segmentu.

Upozornéni

Protézové dlahy s ukotvovaci ploutvi je mozné implantovat pouze prostrednictvim anteriorniho pristupu. Proté-
zové dlahy bez ukotvovaci ploutve je mozné implantovat i prostfednictvim laterdlniho pfistupu (cca 45°).
Vyznaceni stfedni linie

/A VAROVANi

Je riziko nespravné polohy protézy meziobratlové ploténky v disledku nepfesného oznadeni stiedové
linie!

» Stiedovou linii oznacujte pouze pod rentgenovou kontrolou.

Pfi instalaci lateralniho pFistupu dbejte na to, abyste pouZili spravnou velikost markeru stfedové linie.

Urcete stfed meziobratlové ploténky pomoci markeru stfedové linie pod RTG kontrolou.

Oznaceni umistéte na téle horniho a dolniho obratle.

Kdyz operujete pres anteriomni pfistup, pouzijte ,anteriorni marker stredové linie".

Kdyz operujete pres lateralni pfistup, pouzijte lateralni marker stfedové linie odpovidajici velikosti.
Diskektomie a opracovéni koncovych oblouki obratli

vyvyvyyvyy

A\ VAROVANI
Riziko nedostate&né stability ukotveni v dusledku nedplného odstranéni chrupavky!
» Odstrafite vrstvu chrupavky z koncovych oblouku téla obratle.

A\ VAROVANI

Zvysené riziko migrace v disledku nadmérného opracovani koncovych obloukii obratli!
» Vyhnéte se agresivnimu opracovani koncovych oblouki obratli.

» Koncové oblouky téla obratle neodstrafiujte uplné.

» Meziobratlovou ploténku kompletné odstrafite pomoci standardnich nastroj.

» Koncové oblouky obratli zbavte chrupavky UplIné.

Ovéfeni velikosti a distrakce

» Zkuebni dlahy vybrané velikosti namontujte na distraktor tak, aby se oznaceni pro lateralni/anteriorni pfi-
stup shodovalo s oznacenim na pracovnim konci distraktoru.

A\ VAROVANI

Riziko komprese spinalniho kanalu a jinych posteriornich prvki v pfipadé pfilis hlubokého nasazeni dis-

traktoru!

» Distraktor nasazujte do meziobratlového prostoru pod RTG kontrolou.

» Zkontrolujte spravnou velikost, pozici a nastaveni zkusebnich dlah pod rentgenem s pouzitim AP- a
lateralni orientace zafeni.

» Nedistrahovany distraktor opatrné nasadte do prostoru meziobratlové ploténky a zajistéte, aby byl umistén
centralné.

» Zkontrolujte velikosti koncovych desticek téla obratle. Mezi lateralnimi a posteriornimi okraji zkusebnich
dlah a hranou téla obratle je dovoleni okraj o Sifce 1 az 2 mm.

A\ VAROVAN{

Riziko iritace fasetovych kloubd a vlivu mechanického pnuti na dura a kofeny nervii v disledku nad-

mérné/nedostateéné distrakce!

» Distrahujte jenom do té miry, pokud instrument nesedi pevné v prostoru meziobratlové ploténky.

» Zkontrolujte spravnou velikost, pozici a nastaveni zkusebnich dlah pod rentgenem s pouzitim AP- a
lateralni orientace zaFeni.

Distraktor oteviete tak, aby v meziobratlovém prostoru pevné sedél.

Viysku distrakce odectéte na stupnici distraktoru.

Pokud se znacka na stupnici nachazi mezi dvéma adaji vysky, zvolte vysku mensi.
Distrakei uvolnéte a distraktor z meziobratlového prostoru vyjméte.

» V pFipadé potieby pouzijte maly distanéni drzak k udrZeni odstupu mezi obratli.

vvyYyy

V pfipadé pouziti protézovych dlah s ploutvi vysekejte dlatem ukotveni.

Timto vysekanim se stanovi stfedova pozice a orientace protézy meziobratlové ploténky v roviné meziobratlové
ploténky.

Hloubka dlata je definovana dorazem dlata na vedeni dlata.

» \Vedeni dlata predvolené vysky namontujte na rukojet.

» Nastavovaci kolecko hloubkového dorazu nastavte otacenim na nejmensi hloubku zavedeni.

/\VAROVANI

Spatna poloha protézy meziobratlové ploténky v diisledku nerespektovani stfedové linie!
» Vedeni dlata nastavte na oznaceni stfedové linie.

» Zajistéte, aby se poloha vedeni dlata v pribéhu sekni nemohla zménit.

/\VAROVANI

Riziko komprese spinalniho kanalu a jinych posteriornich prvka v
vedeni dlata!

» Hloubkovy doraz nastavte pred nasazenim vedeni dlata na nejmensi hloubku.

» Vedeni dlata nasazujte do prostoru meziobratlové ploténky pod kontrolou rentgenu.

prilis

» \Vedeni dlata zavadéjte do prostoru meziobratlové ploténky pod kontrolou rentgenu. Zarovnejte drazku na
vedeni dlata s oznacenimi stfedové linie.

» V pfipadé nutnosti upravte hloubkovy doraz tak, aby se posteriorni hrana vedeni dlata nachazela ve vysce
posteriorni hrany téla obratle nebo 1 mm az 2 mm pred ni.

» Zkontrolujte, zda vedeni dlata pevné sedi. V pfipadé nutnosti zvolte jinou variantu vysky nebo thlu.

» Odejméte rukojet vedeni dlata.

A\ VAROVANI
Riziko poranéni ostrym dlatem!
Dlato pouzivejte mimoradné opatrné, aby jste pfedesli poranéni kritickych cév, nervii a jinych tkani.

Dlato zasurite opatrné pres nastavec vedeni dlata tak, aby dlato zabralo do vodici drazky.
Dlato zatlucte do téla obratle, ale jen k dorazu na vedeni dlata, ne dal.

Dlato pomoci kladivka s vidlici opatrné z téla obratle vyjméte.

Vedeni dlata z prostoru meziobratlové ploténky vyjméte.

V pripadé potfeby pouzijte izky distancni drzak k tomu, aby se udrzel odstup mezi obratli.
Zavedeni protézy meziobratlové ploténky activL

» Komponenty implantatu vyberte podle intraoperativné stanovenych velikosti.
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/\POZOR
Je nebezpedi poskozeni kluznych ploch v disledku nespravné manipulace!
» S kluznymi plochami protézovych dlah a polyetylenovych inlayi je zapotiebi zachazet opatrné.

» Polyetylenové inlaye zakladejte do prohloubeni inferiornich protézovych dlah tak, aby oba uzsi vystupky
polyetylénové inlaye zasahovaly do podfezané plochy protézové dlahy. Polyetylenovou inlay Ize namonto-
vat pouze v jedné poloze, bez vynaloZeni sily.

» Namontujte kompletni protézu meziobratlové ploténky ve smyslu operativniho pfistupu na zavadéci
nastroj a dbejte pfitom na znaceni.

Inferiorni dlaha protézy musi byt na dilu svorky zavadéciho nastroje oznaceného "CAUDAL", zatimco super-
iorni dlaha protézy musi byt na dilu "CRANIAL"

» Upinaci pouzdro zasroubujte tak, aby protéza meziobratlové ploténky byla na instrumentu upnuta.

/\VAROVANI
Riziko komprese spinalniho kanalu a jinych posteriornich elementi v disledku pfili$ hlubokého nasazeni
protézy meziobratlové ploténky!
» Protézu ploténky nasazujte do meziobratlového prostoru pod kontrolou rentgenu.
» Zkontrolujte spravnou pozici a nastaveni protézy meziobratlové ploténky na rentgenovém snimku
s AP- a lateralnim smérovanim zafeni.

Upozornéni
U protézovych dlah s ukotvovaci ploutvi je stfedovd poloha uréena predem aplikovanymi drdzkami v obratlich.
U protézovych dlah bez ukotvovaci ploutve musi byt protéza meziobratlové ploténky zarovndna se znackami
stfedové linie. Stfedovy ukotvovaci zub na superiorni a inferiorni dlaze protézy musi byt v jedné linii se znackami
stredové linie.
» Protézu meziobratlové ploténky zavadéjte do meziobratlového prostoru opatrné.

Superiorni dlaha protézy pfitom musi byt orientovana kranialng, inferiorni dlaha protézy kaudalné.

A\ VAROVANi
Riziko poskozeni koncovych desticek téla obratle p¥i zaklepavani protézy meziobratlové ploténky!
» P¥i poklepani na protézu meziobratlové ploténky postupujte opatrné.

/\VAROVANI

Riziko poranéni cév v dusledku pFeénivajicich implantata!

» Zkontrolujte, Ze je protéza meziobratlové ploténky umisténa centralné.

» Protézu meziobratlové ploténky zavedte pod RTG kontrolou do prostoru meziobratlového prostoru, dokud
nebude posteriorni hrana protézy u posteriorni hrany téla obratle nebo 1 mm az 2 mm pred ni. Pfitom kon-
trolujte hloubku zavedeni na lateralnim RTG snimku, protoZe tato hloubka neni omezena nastrojem.

» Upinaci pouzdro na nasazovacim instrumentu uvolnéte a nasazovaci nastroj vyjméte.

» Zkontrolujte pozici protézy meziobratlové ploténky pomoci AP- a lateralniho intraoperativniho rentgeno-
vého obrazu.

3. Likvidace

/\VAROVANI
Nebezpedi infekce zpusobené kontaminovanymi vyrobky!
» P¥i likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obali dodrzujte narodni predpisy.
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