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Aesculap®
Quintex® plates and screws

Intended use
The Quintex® cervical plating system is used for the anterior monosegmental and multisegmental stabilization of
the cervical spine. It consists of the following components:
W Bone plates
- Hybrid cervical plate
- Dynamic cervical plate
W Screws
- Constrained bone screw (10 mm to 22 mm, & 4.0 mm)
- Semiconstrained bone screw (10 mm to 22 mm, @ 4.0 mm)
- Dynamic bone screw (10 mm to 22 mm, & 4.0 mm)
- Constrained bone screw (11 mm to 19 mm, & 4.5 mm)
- Semiconstrained bone screw (11 mm to 19 mm, @ 4.5 mm)
- Dynamic bone screw (11 mm to 19 mm, & 4.5 mm)
Special instruments are required to implant these components.

Materials

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

M ISOTAN® titanium forged alloy Ti6AI4V acc. to 1S05832-3

B Phynox® cobalt alloy acc. to ISO 5832-7

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

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

Phynox® is a registered trademark of Imphy S.A., Paris | France.

Indications

Surgical implants serve to support normal healing processes. They should neither replace normal structures of the
body nor bear loads on a permanent basis in the case of incomplete healing.

Use for:

M Degenerative disk disease (diskogenic pain with degeneration of the intervertebral disks confirmed by the
patient's anamnesis and radiographic studies)

Trauma (including fractures or dislocations)

Post-traumatic kyphosis or lordosis

Tumors

Spondylolisthesis

Spinal stenosis

Deformity (scoliosis, kyphosis, and/or lordosis)

Pseudarthrosis following an unsuccessful spinal operation

Symptomatic cervical spondylosis

Instability following surgical intervention due to the indications listed above

Reoperations necessitated by prior fusion failure

For these indications, screws can be fixated in the region C2 to T1.

Contraindications

Do not use in the presence of:

| Fever

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

W Pregnancy

W Severe osteoporosis or osteopenia

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

H Mental illness

B Dependency on pharmaceutical drugs, drug abuse, or alcoholism

® Adiposity

W Severely damaged bone structures that could prevent stable implantation of implant components
B Neuromuscular disorders or illnesses

W Bone tumors in the region of implant fixation

® Wound healing disorders

B Generally poor condition of the patient

W Inadequate patient compliance

W Foreign body sensitivity to the implant materials

B Systemic or metabolic diseases

W Anticipated overloading of the implant

W Patients who are or are suspected of being allergic to nickel may experience sensitivity, as the Phynox® material

does contain nickel
Cases not listed under indications

Side effects and interactions

The application or improper use of this system entails the following risks:
W Implant failure resulting from excessive load

- Warping or bending

- Loosening

- Breakage

Inadequate fixation

Failed or delayed fusion

Infection

Fractured vertebral body or bodies

Injuries to

- nerve roots

- spinal cord

- blood vessels

- organs

Neurological complications due to overdistraction
Loss of intervertebral disk height due to the removal of load-bearing bone material
Pseudarthrosis

Resorption of bone chips

Spondylolisthesis

Tissue reaction to the implant materials

Bone atrophy or diminished bone density
Reduced joint mobility and flexibility

Limited physical ability and arthralgia

Safety notes

This system is not licensed to be screwed onto, or affixed to, the posterior ele-
ments (pedicles) of the cervical, thoracic, or lumbar spine.

WARNING

W [t is the operating surgeon's responsibility to ensure that the surgical procedure is performed properly.

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

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

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

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

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

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

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

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

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

B 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

® Delayed healing can cause implant breakage due to metal fatigue.

B The physician in charge decides whether the implanted components should be removed again, taking the risks
associated with a further operation and the difficulty of interventions to remove implants into account.

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

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

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

B In order to promote the earliest possible detection of any problems or complications, the operation results must
be followed up at regular intervals with the aid of appropriate examination procedures. A precise diagnosis
requires x-rays taken in the directions anterior-posterior and medial-lateral.

W The implant components used must be documented in the patient records, identified by their respective article
number and implant designation, as well as the batch number and serial number (if applicable).

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 application.

» Use a suitable tray for cleaning/disinfection.

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

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

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

Prior to initial sterilization and subsequent resterilization, the 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 CID, observe the relevant
national regulations concerning the reprocessing of products.

Note

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

The recommended chemistry was used for validation.

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

Note

For 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 -
1l Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- <5 % anionic surfactant
B 0.5 % working solution
- pH=11"
mn 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 sort out 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 whilst in storage.

Sterilization
» Validated sterilization process
- Steam sterilization through fractionated vacuum process
- Steam sterilizer according to DIN EN 285 and validated according to DIN EN ISO 17665
- Sterilization using fractionated vacuum process at 134 °C/holding time 5 min
» When sterilizing several instruments at the same time in a steam sterilizer, ensure that the maximum load capac-
ity of the steam sterilizer specified by the manufacturer is not exceeded.

Storage

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

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

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

W Selection of the implant components and their dimensions

W Positioning of the implant components in the bone

W Location of intraoperative landmarks

The following conditions must be fulfilled prior to application:

m All requisite implant components are ready to hand.

W Operating conditions are highly aseptic.

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

W The operating surgeon and operating room team are thoroughly conversant with the operating technique and
with the available range of implants and instruments; information materials on these subjects must be complete
and ready to hand.

B The operating surgeon is fully conversant with the rules governing medical practice, the current state of scientific
knowledge, and the contents of relevant scientific articles by medical authors.

W The manufacturer has been consulted if the preoperative situation was unclear and if implants were found in the
area operated on.

B The operating surgeon has detailed knowledge of cervical-spine stabilization and the biomechanical principles
of the cervical spine.

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

B The patient is aware of the risks involved in neurosurgery, general surgery, orthopedics, and general anesthesia.

W The patient has been informed of the advantages and drawbacks of implants and has been made aware of pos-
sible alternative methods of treatment.

In cases of delayed or incomplete fusion, the implants may break or loosen as a result of excessive strains.

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

The implant components must not be overloaded by excessive 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.

The implantation of the Quintex® system requires the following application steps:

» Only use Quintex® instruments from Aesculap.

» Comply with the information contained in the instructions for use for Quintex® instruments (TA013377) and the
operating manual (brochure number 091702).

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

» Make sure that high-grade steel and titanium components are not combined in one and the same spinal con-
struct.

» Inorder to prevent internal stresses on, and weakening of the implants: do not notch or scratch implant compo-
nents.

The two types of Quintex® plate are marked with the following color coding:

B Gold = dynamic Quintex® plate

B Blue = hybrid Quintex® plate (constrained/semiconstrained)

» Select the correct Quintex® plate in terms of type and length.

» Select the length of the Quintex® plate according to the following criteria:
- as short as possible
- enclosing the area to be fixed
- allowing for axial settling

Note

The length of the implant is usually finally determined during the operation. The curvature of the Quintex® plates can
be adapted to circumstances or the intended curvature of the spine, if applicable.

Note

In order to prevent excessive or insufficient lordosation, long Quintex® plates should only be bent gradually.

Damage to or breakage of the Quintex® plate caused by an impermissible load on
the implant material!

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

» Always use the Quintex® plate bender to bend a Quintex® plate.

Damage to the locking mechanism of the plate holes caused by incorrect bending
of the plates.
» Only bend the plate in the area of the bone chip window.

CAUTION » Never bend the plate right next to or on the plate holes.

» Only bend the plate longitudinally and in the area of the bone chip window.

» Avoid small bending radii, bending back, notching, and scratching of the Quintex® plate.
The various types of screw are marked with the following color coding:

Blue screw = @ 4.0 mm constrained screw, self-locking

Blue screw head, purple screw shaft = & 4.5 mm constrained screw, self-locking
Green screw = & 4.0 mm semiconstrained screw, self-locking

Green screw head, purple screw shaft = & 4.5 mm semiconstrained screw, self-locking
Gold screw = & 4.0 mm dynamic screw, self-locking

Gold screw head, purple screw shaft = @ 4.5 mm dynamic screw, self-locking

Select the correct Quintex® screws in terms of type, diameter, and length.

Check the length of the Quintex® screw.
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Note

The & 4.5 mm screws are provided for use in cases where the & 4.0 mm standard screws do not ensure a secure hold
(e.g., in osteoporotic bone material or following overtightening of a standard screw).

Note

Quintex® constrained screws (blue &I 4.0 mm, blue/purple & 4.5 mm) and Quintex® semiconstrained screws (green
4.0 mm, green/purple &I 4.5 mm) can be combined with the hybrid Quintex® plate (blue).

Note

Quintex® dynamic screws (gold & 4.0 mm, gold/purple &I 4.5 mm) and Quintex® semiconstrained screws (green
2 4.0 mm, green/purple & 4.5 mm) can be combined with the dynamic Quintex® plate (gold).

Damage to Quintex® constrained screws and Quintex® dynamic plates caused by
combining inappropriate components together.
» The implants are color coded. Do not use constrained screws (blue or blue/pur-
CAUTION ple) in conjunction with the dynamic plate (gold) under any circumstances;
only use them with the hybrid plate (blue).
» Dynamic implants and hybrid implants are provided in separate trays. Never
mix the two different implant trays up.

Damage to Quintex® dynamic screws and Quintex® hybrid plates caused by com-
bining inappropriate components together.
» The implants are color coded. Do not use dynamic screws (gold or gold/purple)
CAUTION in conjunction with the hybrid plate (blue) under any circumstances; only use
them with the dynamic plate (gold).

» Dynamic implants and hybrid implants are provided in separate trays. Never
mix the two different implant trays up.

Note

Semiconstrained screws (green or green/purple) can be used in conjunction with the dynamic plate (gold) and the

hybrid plate (blue).

» In order to facilitate intraoperative handling, the Quintex® plate is temporarily fixed to the vertebral body by
means of a fixation pin (through the pin holes along the midline).

This prevents any slipping of the Quintex® plate during the drilling procedure, and it allows for easier positioning
of the screw holes and insertion of the Quintex® screws.

Damage to the Quintex® screw caused by the use of excessive force and torque
when screwing in!

» For hard bone, always use a Quintex® drill and Quintex® tapper instead of the
CAUTION Quintex® corticalis centering tool.

» Prepare drill holes for the Quintex® screws using Quintex® drill guides with Quintex® drills (& 2.9 mm) or with
the Quintex® corticalis centering tool. Make sure that
- the Quintex® drill or Quintex® corticalis centering tool (without the self-centering outer sleeve) is only used
in conjunction with a Quintex® drill guide and
- the drill guide or the self-centering Quintex® corticalis centering tool is positioned correctly in the plate hole.

Damage to the Quintex® screw caused by incorrect handling of the screwdriver
when screwing into the Quintex® plate!
» Fully insert the tip of the screwdriver into the screw head.

CAUTION
Deficient locking of the Quintex® screw caused by incomplete engagement in the
hole of the Quintex® plate!
» Ensure that the Quintex® screw fully engages in the hole of the Quintex®
CAUTION plate:

» Position of the Quintex® screw:
- in the cranial plate holes, as far toward the cranium as possible
- in the caudal plate holes, as far toward the posterior as possible
- for multisegmental provision (more than 4 plate holes), centrally in each of the inner plate holes
» Fully screw the Quintex® screw into the Quintex® plate.
» Check that the locking ring of the Quintex® screw is visible and sits flush with the screw head.
» Remove the temporary fixation pin as soon as the Quintex® plate is fixed with the Quintex® screws.

Damage to the screw extraction instrument and the self-locking Quintex® screw
if incorrectly applied!
» Only release fixed Quintex® screws using the Quintex® screwdriver.
CAUTION » Use the screw extraction instrument to remove only those freely rotating
Quintex® screws whose screw heads cannot be picked up out of the Quintex®
plate holes.

» To remove an implanted Quintex® screw:
- Push down the locking ring of the Quintex® screw with the Quintex® screwdriver.
- Turn the screwdriver counterclockwise to release the Quintex® screw.

» If the screw head of the freely rotating screw cannot be picked up out of the Quintex® plate hole, use the special
screw extraction instrument:
- Insert the screw extraction instrument as far as possible into the screw head.
- Insert the tip of the instrument with the left-hand thread as far as possible into the screw while turning it
counterclockwise.

- Remove the Quintex® screw from the plate hole by pulling and continuing to turn the instrument counter-
clockwise at the same time.

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

Disposal

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

TA-Nr. 013366 2017-12 V6 And.-Nr. 57595
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Aesculap”
Quintex® desticky a Srouby

Ucel pouziti
Systém cervikalnich desti¢ek Quintex® se pouziva k anteriorni monosegmentalni a multisegmentalni stabilizaci kréni
patefe. Sklada se z nasledujicich komponent:
W Kostni desticky
- Hybridni, cervikalni desticka
- Dynamicka, cervikalni desticka
m Srouby
- Omezené kostni $rouby (10 mm az 22 mm, & 4,0 mm)
—  Casteén& omezené kostni 3rouby (10 mm az 22 mm, & 4,0 mm)
- Dynamické kostni Srouby (10 mm az 22 mm, & 4,0 mm)
- Omezené kostni Srouby (11 mm az 19 mm, & 4,5 mm)
—  Casteén& omezené kostni 3rouby (11 mm az 19 mm, & 4,5 mm)
- Dynamické kostni srouby (11 mm az 19 mm, & 4,5 mm)
K implantaci téchto komponent jsou potfebné specialni nastroje.

Material

Materialy pouzité u implantatd jsou uvedeny na baleni:

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

W Phynox® kobaltova slitina podle ISO 5832-7

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

ISOTAN® je registrovana ochranna zndmka spole¢nosti Aesculap AG, 78532 Tuttlingen / Germany.

Phynox® je registrovana ochranna znamka spole¢nosti Imphy S.A., Paris | France.

Indikace

Chirurgické implantaty slouzi k podpofe normalnich procest hojeni. Nemaji nahrazovat normalni télesné struktury,
ani nemaji v pripadé zpozdéného hojeni trvale prejimat zatizeni.

Pouziti v pfipadech:

B Degenerativni onemocnéni meziobratlovych plotének (diskogenni bolest u degenerujicich meziobratlovych plo-
tének, prokazatelng z anamnézy pacienta a z radiografickych nalezd)

Trauma (v&etné fraktur a dislokaci)

Posttraumaticka kyfoza nebo lordéza

Tumori

Vlyboceni obratld

Spinalni stenéza

Deformity (skolioza, kyféza a/nebo lordoza)

Pseudoartrozy po operaci patere

Symptomaticky cervikalni spondyléza

Instabilita po chirurgickém zékroku na zakladé vySe uvedenych indikaci

Reoperace z divodu nezdaru predchozi fuze

Fixace Srouvu pro tyto indikace je moznd v oblasti C2 az T1.

Kontraindikace

Nepouzivat v nasledujicich pfipadech:

Horecka

Akutni a nebo chronické infekce patere lokalniho nebo systémového typu
Téhotenstvi

Tézké osteopordzy a nebo ostepenie

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

Zavislost na lécich, drogova zavislost nebo alkoholismus

Adipositace

Tézce poskozenych kostnich struktur, které mohou branit stabilnimu ukotveni komponent implantatd
Neuromuskularni poruchy a nebo onemocnéni

Kostni nadory v blizkosti mista ukotveni implantatu

Poruchy hojeni ran

§patn\] celkovy stav pacienta

Nedostate¢na spoluprace pacienta

Precitlivélost na materialy implantatu jako na cizi télesa

Systémova nebo metabolickd onemocnéni

Ocekavané pretizeni implantatu

Pacienti s alergii na nikl nebo s podezienim na alergii na nikl mohou vykazovat takovou citlivost, protoze material
Phynox® obsahuje nikI.

V pripadech, které nejsou vyjmenovany pod indikacemi

Vedlejsi ucinky a interakce

Rizika v pfipadé pouZiti nebo nespravné manipulace s timto systémem jsou:
W Selhani implantatu v dusledku pretizeni

- ohnuti

- uvolnéni

- zlomeni

Nedostate¢na fixace

Zadna nebo opozdéna fuze

Infekce

Fraktura patere

Poranéni

- nervovych kofeni

- michy

- cév

- organi

Neurologické komplikace v dusledku nadmérné distrakce
Ztrata vysky ploténky z diivodu odstranéni nosného kostniho materialu
Pseudoartroza

Resorpce kostniho Stépu

Vlyboceni obratld

Reakce tkané na material implantatu

Ubytek kosti ¢i hustoty kosti

Omezend pohyblivost a flexibilita kloubu

Omezena schopnost vykonu a bolesti kloubu

Bezpecnostni pokyny

Tento systém neni vhodny k pfisroubovani nebo pro fixaci na zadni prvky (pedikly)
kréni, hrudni nebo bederni patere.

VAROVANI

Operatér nese zodpovédnost za odborné provedeni operacniho zakroku.

Obecna rizika chirurgického zakroku nejsou v tomto navodu k pouZiti popsana.

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

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

Operatér je zodpovédny za sestaveni komponent implantatu a jejich implantaci.

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

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

nosti lé¢ebné metody nebo nedostatecnou asepsi.

W Je zapotiebi dodrzovat navody k pouziti jednotlivych komponent implantatt 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 implantatd nelze pouzivat.

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

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

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

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

W PFi opozdéném hojeni mize v dasledku Unavy kovu dojit ke zlomeni implantatu.

W Osettujici lékaF rozhoduje o odstranéni nasazenych komponent implantatu na zakladé zvazeni rizik spojenych s
dal3i operaci a obtiznosti zakroki k odstranéni implantatu.

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 cislem.

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

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

B V dokumentaci pacienta je tfeba dokumentovat komponenty implantatu s katalogovym &islem, oznacenim
implantatu a s ¢islem SarZe, popfipadé s vyrobnim &islem.

Sterilita

m Komponenty implantatu se dodavaji v nesterilnim stavu.

B Komponenty implantatu jsou baleny jednotlivé.

» Komponenty implantatu skladujte v originalnim obalu a vyjméte je z originalniho ochranného obalu az bezpro-
stfedné pfed pouZitim.

» K cisténi/desinfekci pouzivejte pouze sitovy ko3 vhodny k ¢isténi.

» Systémové ulozZeni pouzivejte pouze ke sterilizaci a ke sterilné pfiprave.

» 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.

Pred 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 vyrobku 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 sterilizacniho kontejneru Aesculap.



Validovana metoda upravy

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

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

| Predoplach <25[77 3 PV -
1l Cisteni 55/131 10 DEV ®m Koncentrat, alkalicky:
- pH~13
- <5 9% 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 (demineralizovand, z mikrobiologického hlediska minimélné v kvalité pitné
vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

U komponent implantatd, které se maji resterilizovat:

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

operace!

» K podavani implantati pouZijte nové rukavice.

VAROVANI » Systém k uloZeni implantatu udrzujte zakryty nebo uzavieny.

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

» Neznecisténé implantaty se nesméji Cistit spolecné se znecisténymi nastroji.

» Pokud neni k dispozici systém k uloZeni implantatu, osetfujte komponenty
implantatd jednotlivé a oddélené. Pfitom zabezpeéte, aby se komp ty
implantatu neposkodily.

» Komponenty implantatu Cistéte a dezinfikujte strojné.

» Intraoperativné znecisténé implantaty nepouzivejte opétovné.

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

VAROVANIi

Kontrola, udrzba a zkousky

» Vyrobek nechejte vychladnout na teplotu mistnosti.

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

Baleni

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

» Sita zabalte pfiméfené sterilizatnimu postupu (napF. do sterilnich kontejnerd Aesculap).

» Zajistéte, aby obal zabezpedil uloZzeny vyrobek v priibéhu skladovani proti opétovné kontaminaci.

Sterilizace
» Validovana metoda sterilizace
- Parni sterilizace frakéni vakuovou metodou
- Parni sterilizator podle DIN EN 285 a validovany podle DIN EN 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 vyrobce.

Skladovani

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

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

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

B Volbu a rozméry komponent implantatu

W Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orientacnich bodi

Pred aplikaci je nutno splnit tyto podminky:

Vsechny predepsané komponenty implantédtu jsou k dispozici

W \Vysoce aseptické operacni podminky

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

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

W Chirurgové provadeéjici operaci museji byt obeznameni s Iékafskym uménim, soucasnym stavem védy a pfislus-
nymi Iékafskymi publikacemi

WV pfipadé vyskytu nejasné preoperativni situace a implantatii v oblasti ndhrad byly vyzadany blizsi informace od
vyrobee

W Operatér ma podrobné znalosti o stabilizaci cervikalni patefe a o zakladni biomechanice cervikalni patefe

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

W Pacient si je védom rizik v souvislosti s neurochirurgii, vseobecnou chirurgii, ortopedickou chirurgii a celkovou
anestezii,

W Pacient byl informovan o pfednostech a nevyhodach pouZiti implantatd a o dalich moznych alternativach oset-
feni.

W P¥i opozdéné nebo nedplné fuzi se mohou implantaty v disledku vysokého zatizeni zlomit nebo uvolnit.

Zivotnost implantatu zavisi na télesné hmotnosti pacienta.

B Komponenty implantatu nesméji byt vystaveny pfilis vysokému zatizeni a nesmi byt pretézovany tézkou télesnou
praci a sportem.

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

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

W Pacient se musi podrobovat pravidelnym Iékafskym kontroldm komponent implantatu.

Implantace systému Quintex® vyzaduje nasledujici kroky:

» Pouzivejte pouze nastroje Quintex® od spolecnosti Aesculap.

» Dodrzujte pokyny uvedené v navodech k pouZiti nastroju Quintex® (TAO13377) a v operaéni pfiru¢ce (&islo
prospektu 091702).

» Komponenty implantatu volte na zékladé indikace, pfedoperacniho planovani a situace kosti zjisténé v prabéhu
operace.

» Zajistéte, aby na stejném spinalnim konstruktu nebyly kombinovany komponenty z uslechtilé oceli a z titanu.

» Aby nedoslo vnitfnim pnutim a zeslebeni implantatu: Nedélejte na komponentach implantatu vrypy nebo Skra-
bance.

Oba typy desticek Quintex® jsou nasledné barevné oznaceny:

W Zlata = Dynamicka desticka Quintex®

B Modra = Hybridni desti¢ka Quintex® (omezena/¢aste¢né omezena)

» Zvolte spravnou desti¢ku Quintex® podle typu a délky.

» Délku desticky Quintex® volte podle nasledujicich kritérii:
- co nejkratsi
- oblast ur¢ena k fixaci bude obklopena
- axialni usazeni je mozné

Upozornéni

Definitivni uréeni délky implantdtu se obvykle provddi v pribéhu operace. Ohnutim Ize desticky Quintex® pfipadné pri-
zpusobit situaci, respektive podle poZzadovanému zakfiveni pdtere.

Upozornéni

Aby nedoslo k pfilisné nebo nedostatecné lordozaci, je tfeba dlouhé desticky Quintex® ohybat vyhradné postupné.

Poskozeni nebo zlomeni desti¢ky Quintex® v dusledku nepfipustného zatizeni
materialu implantatu!
» Desticku Quintex® ohybejte vzdy pouze v jednom sméru.

POZOR » Neohybejte desticku Quintex® zpét.

» Ohybejte desticky Quintex® pouze klestémi k ohybani desticek Quintex®.

Poskozeni mechanismu uzamykani otvori desticek neodbornym ohnutim desticky!

» Ohybejte desticku pouze v z6né upinaciho okna v kosti.

» Desticku nikdy neohybejte v mist€, kde jsou otvory nebo tésné vedle nich.
POZOR

» Ohybejte desti¢ku pouze podéiném sméru a pouze v zoné upinaciho okna v kosti.

» Zamezte malym radiusim ohybu, ohybani zpét, tvorbé zarezi a poskrabani desticky Quintex®.
Ruzné typy Sroubl jsou nasledné barevné oznaceny:

Modry 3roub = & 4,0 mm omezeny Sroub, se samocinnym blokovanim

Modra hlava Sroubu, fialovy dfik Sroubu = & 4,5 mm omezeny 3roub, se samo&innym blokovanim
Zeleny Sroub = & 4,0 mm &astecné omezeny Sroub, se samocinnym blokovanim

Zelena hlava Sroubu, fialovy dfik Sroubu = & 4,5 mm Casteéné omezeny 3roub, se samocinnym blokovanim
Zlaty Sroub = & 4,0 mm dynamicky Sroub, se samo&innym blokovanim

Zlatd hlava Sroubu, fialovy dfik Sroubu = & 4,5 mm dynamicky roub, se samoginnym blokovanim
Zvolte spravny Sroub Quintex® podle typu, priméru a délky.

Vyzkousejte délku Sroubu Quintex®.
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Upozornéni

Srouby & 4,5 mm jsou ureny pro pipady, kdy standardni Srouby & 4,0 mm nezajistuji pevné drzeni (napf. osteopo-
roticky kostni materidl nebo po pretoceni standardniho Sroubu).

Upozornéni

Omezené Srouby Quintex® () 4,0 mm modré, & 4,5 mm modré/fialové) a édstecné omezené Srouby Quintex® (D 4,0
mm zelené, & 4,5 mm zelené/fialové) Ize kombinovat s hybridni destickou Quintex®modrou).

Upozornéni
Dynamické srouby Quintex® (& 4,0 mm zlaté, & 4,5 mm zlaté/fialové) a édstecné omezené srouby Quintex® (& 4,0
mm zelené, & 4,5 mm zelené/fialové) Ize kombinovat s dynamickou destickou Quintex® (zlatou).

Poskozeni omezenych Sroubl Quintex® a dynamickych desti¢ek Quintex® pfi
sestaveni s komponentami, které nejsou uréeny k vzajemné kombinaci!
» Implantaty jsou barevné oznaceny. Omezené Srouby (modré resp. modré/fia-
POZOR lové) za zadnych okolnosti nepouzivejte v k i s dy ickou destickou
(zlata), ale pouze s hybridni desti¢kou (modra).
» Dynamické implantaty a hybridni implantaty se pfipravuji do zvlastnich sit. Obé
sita s implantaty nesmite nikdy zaménit.

Poskozeni Quintex® dynamickych Sroubd a hybridnich desticek Quintex® pfi sesta-
veni s komponentami, které nejsou vhodné ke vzajemné kombinaci!

» Implantaty jsou b é &eny. Dynamické Srouby (zlaté resp. modré/fia-
binaci s hybridni desti¢kou

POZOR lové) 2 Zadnych i nep j ev k n
(modra), ale pouze s dynamickou destickou (zlata).
» Dynamickeé implantaty a hybridni implantaty se pfipravuji do zvlastnich sit. Obé
sita s implantaty nesmite nikdy zaménit.

Upozornéni
Cdstecné omezené Srouby (zelené resp. zelené/fialové) Ize pouzit v kombinaci s dynamickou destickou (zlatd) a hyb-
ridni destickou (modrd).

» K usnadnéni manipulace v priibéhu operace se desticka Quintex® prechodné zafixuje fixacnim kolikem k télam
obratlt (pfes otvory pro koliky ve stiedové ose).
Tim se zabrani sesmeknuti desticky Quintex® v pribéhu vrtani a usnadni se polohovani orvori pro Srouby a nasa-
zeni Sroubl Quintex®.
Posk i Sroubu Quintex® pFilis vy
pfi dotahovani Sroubu!
» U tvrdych kosti pouzivejte namisto dulkovace pro kortikalis Quintex®vzdy vrtak
POZOR Quintex® a zavitorez Quintex®.

i
Y

i silami a momenty krouticimi momenty

» Pripravte vrtané otvory pro Srouby Quintex® s pouzitim vrtacich sablon Quintex® s vrtaky Quintex® (& 2,9 mm)
nebo dilkovace kortikalis Quintex®. Pfitom zajistéte, aby byl
- vrtak Quintex®, resp. dulkova¢ pro kortikalis Quintex® (bez samocentrovaci vnéjsi objimky) pouzit pouze ve
spojeni s vrtaci Sablonou Quintex® a
- vrtaci Sablona,resp. samocentrovaci dilkovac¢ pro kortikalis Quintex® je nutno umistit spravné do otvoru v

desticce.

Posk i $roubu Quintex® pfi Sroubovani do desti¢ky Quintex®v disledku
nespravné nasazeného Sroubovaku!
» Spicka Srouboviku mzsi byt zcela nasazena do hlavy Sroubu.

POZOR
Chybné zablokovani Sroubu Qui aplny padnutim do otvoru desticky
Quintex®!
» Zajistéte, aby Sroub Quintex® zcela zapadl do otvoru desticky Quintex®.

POZOR

» Poloha Sroubu Quintex®:
- v kranidlnich otvorech desticky co nejdale kranialné
- v kaudalnich otvorech desticky co nejdale kaudalné
- pHi multisshmentalnich osetfenich (vice nez 4 otvory v desti¢ce) vzdy pFisroubujte do stfedu vnitinich otvord
Sroub
» Quintex® UpIné do desticky Quintex®.
» Zkontrolujte, zda je blokovaci krouzek Sroubu Quintex® viditelny a sedi pfilehly na hlavu Sroubu.
» Odstrante docasny fixacni kolik, jakmile bude desti¢ka Quintex® zafixovana Srouby Quintex®.

Poskozeni nastroje k vytahovani Sroubu a samoblokovaciho $roubu Quintex® v
dusledku nespravného pouziti!
» Zafixované Srouby Quintex® povolujte pouze Sroubovakem Qui
POZOR » S pouZitim néstroje k vyjimani Sroubl vySroubovavejte pouze volné se otacejici
Srouby Quintex®, které nemaji hlavu Sroubu vyskocenou z otvoru desticky
Quintex®.

» Postup odstranéni implantovaného Sroubu Quintex®:
- Blokovaci krouzek Sroubu Quintex® pfitlacte dolt Sroubovakem Quintex®.
- Otacenim Sroubovaku proti sméru hodinovych rucicek povolte Sroub Quintex®.
» Pokud hlava volné se otacejiciho Sroubu nevysko¢i z desticky s otvory Quintex®, pouzijte specialni nastroj k vyta-
hovani Sroub:
- Nastroj k vytahovani Sroubl nasadte co nejhloubégji do hlavy Sroubu.
- 3picku néstroje s levotogivym zavitem zadroubujte co nejhloubgji do Sroubu (proti sméru hodinovych rugicek).
- Sroub Quintex® odstraiite z desticky s otvorem stalym tahem a dalSim otacenim proti sméru hodinovych ruéi-
Cek.
Dalsi informace o systémech implantatd Aesculap si miZete vzdy vyzadat u spole¢nosti B. Braun/Aesculap nebo u
pFislusné pobocky B. Braun/Aesculap.

Likvidace

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