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SYSTEM: obelisc™ vertebral body replacement
English
LANGUAGE: en | The only version applicable to users in the U.S. is the version intended especially for the United
States.

Read all instructions carefully. Failure to follow instructions, warnings and precautionary measures
may have severe consequences or result in patient injury.

Take into careful consideration all product materials before dlinical use. The required product materials

pared as overall doc ion of the system are: system related instructions for use, surgical
technique and, if applicable, suppl. bly and di bly instructions as well as “Process-
ing manual implants and instruments” UH 1100.

1 Intended use
The obelisc vertebral body replacement is used for surgical reconstruction of substance defects of the anterior, thoracic and lumbar spine in
humans. Additional stabilizing instrumentation is necessary, for example, with a pedicle screw-rod-system.

2 Product description

The obelisc vertebral body replacement is intended for surgical reconstruction of substance defects of the anterior thoracic and lumbar spine.
Defect expansion can be performed in situ with the obelisc implant. The obelisc center pieces are continuously expandable, so enabling a
defect of up to 132 mm to be bridged. Thus one or more vertebral bodies can be replaced. The required height of the obeliscimplant is adjusted
precisely in situ via a bevel gear drive in the inserter. The implant maintains the set height. This can only be changed by turning the bevel
gear further. Final fixation is performed by means of a locking screw. Thanks to its space-saving expansion mechanism, the obelisc implant
can be used in a minimally invasive manner. Obelisc consists of a center piece with corresponding end pieces, and is available in various sizes.
The different obelisc end pieces enable a maximum supporting surface. A free choice of approach is possible thanks to the variable assembly
of the end pieces. The teeth on the end pieces facilitate an improved grip in the vertebral body end plates. The implant only absorbs the axial
compression force and always needs to be combined with a posterior or ventral stabilization system.

3 Indications
Complete or incomplete corpectomy due to destruction of a vertebral body by e.g. tumor, fracture or inflammation.

4 Contraindications

Patients with acute infection, whether superficial or deep

Patients with fever or leukocytosis

Patients with obesity (according to WHO - World Health Organization)

Patients with a history of material allergy or who tend to react to foreign bodies

The physician must consider carefully before treating patients who are in a generally unfavorable medical or psychological state and who
could be made worse by the procedure

Patients with inadequate bone quality or quantity (e.g. severe porosis, peni litis)

Pregnancy

5 Possible side effects
Possible complications associated with the implant are:
= Implant loosening, dislocation and/or implant failure
= Local or systemic reactions due to material intolerance
= Failure of bony fusion
= Adjacent segment degeneration
These possible complications may lead to further surgical interventions (implant removal or stabilization renewal).
Other complications which may be caused by the surgical procedure itself and independent of the implant are:
= General surgical risks and complications
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Anesthesia and blood transfusion risks as well as positioning damage
Lung complications

Infection

Wound healing disorders

Cardiovascular complications, such as blood loss, thrombosis, embolism, ¢
Gastrointestinal complications, such as gastritis, ileus, ulcer

Neurological complications, such as spinal cord or neural root lesions with temporary or permanent sensory and/or motor disturbances
(bladder and rectal disorders, sexual dysfunction)

Intraoperative injury to blood vessels, massive hemorrhage, stroke, cerebral hemorrhage with potential life-threatening consequences
Injury to organs adjacent to the spine, such as cervical, thoracic and abdominal organs, depending on the region operated on

6 Warnings and precautions

6.1 General

The user has to ensure that the most current versions of the complete product materials provided as overall documentation of the system
are on hand and considered. These are also available at: www.ifu.ulrichmedical.com. A printed copy may be delivered within 7 days,
upon request.

This product must be used only by an experienced spine surgeon, under sterile conditions and in an operating room where C-arm is
available.

The product is delivered non-sterile and must be sterilized before its first use. Instructions for processing can be found in the “Processing
manual implants and instruments” UH 1100, prepared as part of the overall documentation of the system.

The treating physician is responsible for making the proper selection of patients, and for acquiring the training with the system and
experience required for implant selection and placement. The treating physician is also responsible for determining whether to leave the
implant following surgery or to remove it.

The product must be carefully handled and stored. Implants with any kind of damage or scratches must not be used, as product stability
and resistance to fatigue may be affected.

Implants of the corresponding ulrich medical systems must be used exclusively with the system-specific instruments intended for this
purpose, unless otherwise indicated.

Connecting ulrich medical implants to implant components of other manufacturers is not permitted. A combination with other implants
from ulrich medical is not permitted.

Given the presence of passive layers, corrosion of metal implants is very minimal. Nevertheless, there may be accelerated material fatigue
and the possibility of a break, as well as increased release of metal components in the body. Corrosion is promoted by the components
made of different metals coming into contact and by damage to the implant’s surface. The ability to combine the various metal implants
used in the system has been assured. Direct contact with metal implants from other manufacturers is not allowed.

6.2 Preoperative

The obelisc system is only intended to absorb axial compression force. Additional stabilizing instrumentation is required to absorb the
other forces (e.g. transverse forces with angled end pieces) and torques.

= |mplantation should only be c i when all other treatment options have been carefully weighed and ruled out. A successful implant
is also inferior to the healthy moving element(s) of the spine. On the other hand, an implant may be an efficient replacement of one or
more severely deformed or degenerated moving elements in order to eliminate pain and achieve good load bearing capacity.

The user must carefully weigh the benefits against the risks when using it in a non-mature spine.

The risks of the procedure and the use of the implant, including any revisions which may be necessary, should be explained to the patient
in detail.

The treating physician should conduct with the patient a detailed discussion of the surgical results that may be anticipated, particularly
with regard to potential physical limitations of the implant. The degree of postoperative activity affects the life time of the implant and
the stability of the implant in the bone. Thus, the patient must be informed of the limitations and risks inherent in daily activities and
made aware of special guidelines for movement. Smoking can inhibit fusion and may predispose to an increased rate of pseudoarthrosis.
Patients should be informed about the possible negative effects of smoking on the success of a fusion procedure. The treating physician
must assess whether the patient can understand and follow such instructions. Special attention should be given to postoperative discus-
sion and the need for reqular medical monitoring.

Ensure that suitable pre-, intra- and postoperative diagnostic procedures are performed to evaluate and ensure proper implant selection
and placement. For example, direct contact between the implant and delicate tissues (vessel walls, dura etc.) should be avoided in order
to reduce the risk of injury in the event that revision surgery is necessary.

Errors in implant selection could result in premature clinical implant failure. The number of segments to be treated must be accurately
determined. The shape and composition of human bones limits the size and durability of the implant.

”
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6.3 Intraoperative
= Vertebral body resection includes the neighboring disks.
= After the implant has been in contact with a patient, has been soiled or used, it must not be reused and must be discarded. Even if the
exterior of the implant appears unchanged, prior stress may have caused damage that can lead to implant failure.
= Inorder to achieve fusion, bone or bone graft material should be grafted to the implant.
6.4 Postoperative
= The patient should be instructed to inform his or her treating physician immediately regarding any unusual changes in the area where
the surgery was performed.
The patient should be monitored for any changes to the implant area. The treating physician should assess the potential for linical
implant failure and discuss with the patient the necessary measures to promote further healing.
The inserted implant serves to reconstruct substance defects of the surgical site over a maximum two-year healing process. After the
surgical site is fused, the implant is firmly anchored in the bone. The implant is therefore not intended to be removed unless there are
complications, implant failure, or a delayed healing phase (no fusion within 2 years) that require implant removal. The decision to do so
should only be made after a meticulous risk to benefit assessment by a medical specialist.
The following complications may occur due to the presence of the implant in the body:
. Corrosion, with local tissue inflammation or pain
. Implant migration, possibly leading to injuries
. Risk of additional injuries, caused by post-surgical trauma
. Distortion, loosening or breakage
. Pain, symptoms or unusual sensitivity due to the presence of the implant
. Risk of infection or inflammation
. Bone loss due to stress shielding
8. Potential, unknown or unexpected long-term effects
A prolonged healing phase, unsuccessful bony fusion or subsequent bone resorption or trauma can place undue stress on the implant,
which, in turn, could lead to implant failure.
Implant failure is possible even after successful fusion.
The implant removal must be followed up accordingly.
Explanted implants must not be reused.
The patient should be informed about the necessary behavior after the implantation procedure, including measures to be taken in case of
an event involving the implant. An implant card should be given to the patient.

[l
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7 Recommended application
Further description of the obelisc application is included in the surgical technique, prepared as part of the overall documentation of the
system. It is also available at www.ifu.ulrichmedical.com.

8 Material information
The obelisc implants are manufactured from a titanium alloy according to 150 5832-3 and ASTM F136.
The devices are biocompatible, corrosionresistant and non-toxic in the intended use as per EN 150 10993-1.

9 MRl information &

ulrich medical obelisc implants are classified as “MR Conditional” according to ASTM standard F2503.
The “MR Conditional” components are tested according to the ASTM standards: F2052; F2182; F2213 and F2119. A patient with an obelisc
implant can undergo an MRI examination under the following circumstances:

= field strengths of 1.5Tand 3.0T

= highest field gradient of 30 T/m (3000 G/cm) or less

= maximum specific absorption rate (SAR) of 2 W/kg (normal operating mode) for a maximum scan duration of 15 minutes per individual

measurement, or a total scan duration of 30 minutes.

In the non-clinical test, heating of a maximum of 5.6°C was measured at 3.0 T and a 15-minute scan duration with 2 W/kg according to the
calorimetric measurement. At 1.5T and a 15 minute-scan duration, heating of a maximum of 5.3°C was measured with 2 W/kg according to
the calorimetric measurement.
These scan conditions allow low-risk examination of patients. To minimize heating, the scan duration should be kept as short as possible and
the SAR as low as possible. Heating can be reduced by having breaks between the individual scans or by lowering the SAR.
Artifacts: MR imaging in the area of the implants can be impaired by artifacts. Under experimental conditions, artifacts up to 30 mm were
detected radially around the implant.
The scans were performed with the following parameters:
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= FFE sequence: TR 100 ms, TE 15 ms, flip angle 30°
= SEsequence: TR 500 ms, TE 20 ms, flip angle 70°
The SE sequence showed reduced artifacts (< 11 mm).
The attending physician should conduct a careful risk/benefit assessment.

10 Packaging and storage

The product is delivered non-sterile and must be sterilized before its first use. Before a system is used, all components should be meticulously
checked for completeness, damages and defects. Damaged components must not be used.

Corrosion may occur when instruments are stored under unfavorable conditions. In order to avoid this, they should be stored in a dry, dust-free
area. Significant temperature fluctuations are to be avoided, so that no moisture (condensation) accumulates on the instruments.

When directly exposed to metal, chemical substances may destroy this metal or release corrosive fumes. Therefore, instruments must not be
stored together with chemical substances.

The system-specific trays are to be used to store the instruments.

11 Identification and traceability

Implants are labeled with the catalogue number and batch code on the packaging label and, if technically feasible, these are marked on the
implant itself.

To ensure traceability, these data must be correspondingly documented in the hospital.

12 Disposal of used products
Follow country-specific regulations regarding disposal of hospital waste when disposing of used medical devices.

13 Cleaning, disinfection and sterilization

The product is delivered non-sterile and must be sterilized before its first use.

For cleaning, disinfection and sterilization of non-sterile implants and instruments the “Processing manual implants and instruments” UH 1100
that was provided in the overall documentation of the system must be used. For individual instruments which are correspondingly marked
in the surgical technique, the “Assembly and disassembly instructions with special cleaning instructions” that was provided in the overall
documentation of the system have to be considered.

These are also available at: www.ifu.ulrichmedical.com.

14 Labeling and symbols

Catalogue number Caution Quantity

Batch code Do not re-use Non-sterile
Manufacturer Date of manufacture Do ot useif package is
damaged

Consult electronic instructions for use Consult instructions for use

Caution: U.S. federal law restricts this device to sale by or on the order of a

physician t MR Conditional — A product

which does not demonstrate
Consult assembly and any deliberate hazards in the
disassembly instructions with specific MRI environment

special cleaning instructions

CE mark with identification
number of the notified body
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SYSTEM: obelisc™ vertebral body replacement
. Cestina
JAzvK: & | Proutivatele v USA plati pouze specialni verze pro zemi USA.

Prectéte si pozorné vechny pokyny Nedodrzeni pokyni, vystrah a preventivnich opatfeni miize mit

vazné nasledky nebo mize zpii sk i pacienta.

Pred klinickym pouZitim je nutno peclivé posoudit viechny materialy k vyrobku. Nezbytné materialy
k vyrobku, které jsou poskytovany jako celkova dok e k systému, zahruji: Navod k pouziti
souvisejici s danym systémem, chirurgicka technika a popiipadé dopliiky, navody k montazi

a demontazi, stejné jako,,Prirucka pro zpracovani implantatii a nastroji” UH 1100.

1 Uréenym tucelem
Nahrada téla obratle obelisc slouzi k operacni rekonstrukci defekt hmoty predni lidské hrudni a bederni pétefe. Je zapotiebi pidavna stabili-
zacni instrumentace napfiklad s pouzitim systému pedikularnich Sroubd-tyce.

2 Popis produktu

Nahrada téla obratle obelisc je urena pro operacni rekonstrukci defektd hmoty predni torakalni a lumbalni pétefe. S pomoci implantatu
obelisc je mozné roztazeni defektu in situ. CentréIni prvky implantétu obelisc je mozné plynule distrahovat, takze Ize pfemostit vy3ku defektu
az 132 mm. Je tudiz moznd néhrada téla obratle jednoho az nékolika tél obratld. Potiebna vyska implantatu obelisc se piesné nastavi in situ
prosttednictvim kuZelového soukoli ve vkladacim néstroji. Implantat udrzuje nastavenou vysku. Vysku Ize zménit pouze dalsim otécenim ku-
Zelového kola. Konecnd fixace se provad| prostrednlctwm fixacniho Sroubu. Implantat obelisc Ize diky jeho prostorové ispornému rozpinacimu
mechanismu aplikovat alné i plantat obelisc se sklada z centralniho prvku s odpovidajicimi koncovymi dily a je
dostupny v riiznych velikostech. Riizné koncove dily implantatu obelisc umoZiiuji maximalni sty¢nou plochu. Volny vybér pfistupu je mozny
prostiednictvim variabilni montaze koncovych dil. Zuby v koncovych dilech umoziiuji zlepSené udrzeni v koncovych ploténkach téla obratle.
Implantét zachycuje vyhradné axialni kompresni silu a pfedpoklddé vzdy kombinaci s dorzélnim nebo ventréInim stabiliza¢nim systémem.

3 Indikace
UpInd nebo nediplna korpektomie v ddisledku destrukce téla obratle, jako napF. v piipadé tumoru, fraktury nebo zénétu.

4 Kontraindikace

pacienti s akutni jak povrchovou, tak hloubkovou infekci

pacienti s horeckou nebo leukocytdzou

pacienti s obezitou (podle WHO — Svétova zdravotnickd organizace)

pacienti s prokdzanou alergii na material nebo sklonem k reakcim na cizi télesa

v piipadé pacienti s nepfiznivym celkovym zdravotnim nebo psychologickym stavem, ktery by se zakrokem mohl déle zhorsit, musi odet-
fujici |ékaf provést peclivé zvézeni

pacienti s nedostatecnou kvalitou nebo mnozstvim kosti, napf. vazna poréza, peni yelitida

téhotenstvi

5 Mozné vedlejsi icinky
Mezi mozné komplikace, které by mohly byt spojené s implantatem, patfi:
= uvolnéni implantatu, dislokace a/nebo selhani implantatu
= |okaIni nebo systémové reakce v diisledku nekompatibility materidlu
= absence kostni fize
= degenerace pfipojeni sousednich segmentii
Tyto mozné komplikace mohou mit za nasledek dal3i operacni zakroky (odstranéni implantétu nebo ob i stabilizace).
Dalsi komplikace, které mohou vyplynout ze samotného chirurgického postupu a nezévisle na implantétu, jsou:
= obecna operacni rizika a komplikace
= rizika spojend s anestezii, s transfiizi krve, poskozeni pii skladovani
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plicni komplikace

infekce

poruchy hojeni ran

kardiovaskulami komplikace, napf. ztrata krve, trombdza, embolie, porucha srazlivosti

gastrointestinaini komplikace, napf. gastritida, ileus, vied

neurologické komplikace, napf. léze michy nebo nervového kofene s pfechodnymi nebo trvalymi senzorickymi a/nebo motorickymi posti-
Zenimi (poruchy mocového méchyie a poruchy rekta, poruchy sexudlni funkce)

intraoperacni poranéni cév, parenchymatézni krvaceni, mozkova mrtvice, krvaceni do mozku s potencidlnimi Zivot ohrozujicimi nasledky
poranéni sousednich organi pétefe, jako jsou kréni, hrudni a biiisni orgény podle operované oblasti

6 Vystrahy a preventivni opatieni
6.1 Obecné informace
Uzivatel musi zajistit, aby byly k dispozici a respektovany aktuaini verze kompletnich materiali k vyrobku poskytovanych jako celkova do-
kumentace k systému. Ty jsou k dispozici také na adrese: www.ifu.ulrichmedical.com. Na pozadani Ize do 7 dnii dodat vytisténou kopii.
Tento vyrobek smi pouzivat pouze Iékar se zkusenostmi v chirurgii pétefe za sterilnich podminek v operacnim sale s C-ramenem.
Vyrobek se dodava nesterilni a ped prvnim pouZitim se musi zpracovat. Navod ke zpracovani je v ,Pfirucce pro zpracovani implantatt
anastroji” UH 1100 poskytované jako soucast celkové dokumentace k systému.
O3etiujici lékaf je zodpovédny za spravny vybér pacientd, potiebné Skoleni se systémem a zkuSenosti pfi vybéru a umisténi implantatd. Je
také zodpovédny za rozhodnuti, zda implantaty po operaci ponechat nebo je opét odstranit.
S vyrobkem se musi zachdzet opatrné a musi byt peclivé skladovan. Implantéty, které vykazuji zndmky poskozeni nebo poskrabani, se
nesmi pouZivat, protoze miize byt narusena jejich pevnost a odolnost proti tinavé.
Implantéty prislusnych systémi ulrich medical se musi pouzivat vyhradné s pomoci nastroji urcenych pro dané systémy, pokud neni
uvedeno jinak.
Spojeni implantat ulrich medical s komponentami implantétd jinych vjrobci neni povoleno. Kombinace s jinymii
ulrich medical neni povolena.
Koroze kovovych implantat je vzhledem k existujicim pasivnim vrstvam velmi nizka, miize vSak vést k urychleni Gnavy materialu s moz-
nosti poruseni materidlu a rovnéz k pribyvani kovovych slozek uvolnénych do téla. Ke korozi prispiva dotyk komponent z riiznych kovi
a také poskozeni povrchu implantatu. Byla zajisténa kombi Inost kovovych implantétii poufitych v tomto systému. Pfimy kontakt
s kovovymi implantéty jinych vyrobcii neni povolen.
6.2 Predoperaéni informace
Systém obelisc je ur¢en k vyhradnimu zachycovani axiéIniho kompresniho zatizeni. Je zapotfebi pfidavna stabilizacni instrumentace k za-
chyceni ostatnich sil (napf. pficnych sil u Ghlovych koncovych dild) a momentd.
Implantace by se méla zvazovat teprve tehdy, kdyz byly peclivé zvazeny vSechny ostatni moznosti Iéchy a nebyly uznany jako lepsi. Dokon-
ce i tisp&né implantovany implantét se nevyrovna zdravému pohybovému elementu (elementiim) pétefe. Na druhou stranu, implantat
miize byt pro pacienta uzitecnou nahradou za jeden nebo nékolik tézce zménénych, degenerovanych pohybovych elementd, ponévadz
miiZe odstranit bolesti a zajistovat dobrou nosnost.
V pripadé pouziti v nedospélé patefi musi uzivatel peclivé zvazit prinos v porovnani's rizikem.
Pacientovi je nutno podrobné vysvétlit rizika zékroku a pouZiti implantatu, véetné eventuélnich nezbytnych revizi.
O3etujici Iékaf by mél s pacientem dikladné probrat vysledek operace ocekdvany pfi poutiti tohoto implantatu, zejména pokud jde
o mozné fyzikalni omezeni implantétu. Pooperacni Grover aktivity ovliviiuje Zivotnost implantatu a trvanlivost implantatu v kosti. Pacient
proto musi byt upozornén na omezeni a nebezpedi pii kazdodennich innostech a na zvlastni pravidla chovéni. Koufeni milZe piisobit jako
inhibitor fiize a byt promotorem zvy3ené miry pseudoartrézy. Pro tspéch fizni operace by se mély pacientim vysvétlit mozné negativni
dusledky koufeni. O3etiujici Iékaf musi posoudit, zda pacient dokaze pokyniim porozumét a dodrzovat je. ZvIastni pozornost je tieba
vénovat pooperacni konzultaci a nutnosti pravidelnych Iékafskych kontrol.
Sprévny vybér a umisténi implantatu musf byt zajistény, resp. ovéfeny prostfednictvim pfedoperacniho, i peracniho a pooperacniho
pouziti vhodnych diagnostickych postupi. Tak by se mélo zamezit napf. piimému kontaktu mezi implantétem a citlivymi tkdnémi (cévni
stény, dura atd.), aby se v pfipadé nezbytné revize snizilo riziko poranéni.
= Chyby pfi vybéru implantatu mohou vést k pfed¢asnému klinickému selhani implantatu. Je nutno peclivé stanovit pocet segment, které
je tieba opatfit. Lidska kost svym tvarem a charakterem omezuje velikost a odolnost implantatu.
6.3 Intraoperacni informace
= Resekce téla obratle se provadi vcetné sousednich meziobratlovych plotének.
= Po kontaktu implantétu s pacientem, po zneciSténi implantatu nebo jeho pouZiti se implantat nesmi znovu pouzit a musi se zlikvidovat.
I kdyz se implantat navenek zda nezménény, mohla predchozi zatézovani zplisobit poskozeni, kterd mohou vést k selhani implantatu.
= Pro dosazeni fiize by se méla na implantat navézat kostni hmota nebo kostni nahrada.

ty spolecnosti
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6.4 Pooperacni informace

= Pacient by mél byt poucen, aby svého o3etiujiciho lékaie neprodlené informoval o neobvyklych zménach v operacni oblasti.

= Pacient by mél byt sledovén, jestlize byla zpozorovdna zména v instrumentované oblasti. O3etfujici Iékai by mél vyhodnotit moznost
klinického selhani implanttu a probrat s pacientem potiebna opatieni, ktera pfispéji k dalsimu hojeni.
Pouzity implantat slouzi k rekonstrukci defektti hmoty v misté operace béhem maximélné 2letého lécebného procesu. Po fiizi v misté ope-
race je implantat pevné ukotven v kosti. Implantét proto neni urcen k odstranéni, pokud se nevyskytnou komplikace, selhéni implantatu
nebo zpozdéna faze hojeni (zidna fiize béhem 2 let), kterd vyzaduje odstranéni implantétu. Rozhodnuti o tom by v3ak mélo byt ucinéno
az poté, co odborny |ékar peclivé zvazi riziko v porovnani s pfinosem.
Pritomnost implantatu v téle mize zpisobit nasledujici komplikace:
1. koroze, s lokalnim zanétem tkéné nebo bolestmi
. migrace implantatu, kterd mize mit za nasledek poranéni
. riziko dalSich poranéni zpiisobenych pooperacnim traumatem
. ohnuti, uvolnéni nebo prasknuti
. bolesti, potize nebo neobvyklé citlivost v diisledku pritomnosti implantétu
. riziko infekce nebo zdnétu
. Ubytek kosti v diisledku stress shielding
8. potencidlné neznamé nebo necekané dlouhodobé ticinky
Zpozdénd faze hojeni, neuskutecnéna kostni fiize, vyskyt resorpce kosti nebo trauma mohou implantét po implantaci nadmémé zatézovat
avést k selhani implantatu.
Selhdni implantatu je mozné i po ispésné fizi.
= Po odstranéni implantatu se musi odpovidajicim zpi
Explantované implantéty se nesmi znovu pouzit.
Pacientovi by se méla vysvétlit pravidla chovani nutna po implantaci, vetné opateni, kterd je tieba ucinit v piipadé mimofadné udalosti
s implantatem. Pacientovi musi byt pfedan pas implantatu.
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provadét ndslednd péce.

7 Doporucené poutziti
Podrobnéjsi popis aplikace implantatu obelisc je obsazen v chirurgické technice poskytované jako soucast celkové dokumentace k systému a je
takeé k dispozici na adrese www.ifu.ulrichmedical.com.

8 Informace o materialech
Implantéty obelisc jsou zhotoveny z titanové slitiny podle norem 150 5832-3 a ASTM F136.
Podle normy EN IS0 10993-1 jsou vyrobky v zamysleném tcelu pouziti biokompatibilni, odolné proti korozi a nejsou toxické.

9 Informace o MRT @

Implantéty obelisc spolecnosti ulrich medical jsou klasifikovany jako ,MR conditional” (podminéné pouziti v prostiedi MR) podle normy
ASTM F2503.
Komponenty ,MR conditional” byly testovany podle norem ASTM: F2052; F2182; F2213 a F2119. Pacienta s implantétem obelisc Ize vysetfit
pomoci MRT za ndsledujicich podminek:

= intenzity pole 1,5Ta3,0T

= nejvyssi gradient pole 30 T/m (3000 G/cm) nebo nizsi

= maximalni specificka mira absorpce (SAR) 2 W/kg (normélni provozni rezim) pro maximalni dobu skenovani 15 min. na jedno méfeni,

totdIni doba skenovani 30 min.

V neklinickém testu bylo podle kalorimetrického méfeni naméfeno maximalni zahfati 5,6 °C pfi 3,0 T a 15minutové dobé skenovani s 2 W/kg.
Pfi 1,5T a 15minutové dobé skenovani bylo s 2 W/kg podle kalorimetrického méfeni naméfeno maximaélni zahfati 5,3 °C.
Za téchto podminek skenovani miize byt pacient vysetfen s nizkym rizikem. Pro udrzeni nizkého zahtéti by méla byt doba skenovéni udrzovana
Artefakty: Zobrazovani MR v oblasti implantati miize byt ruseno artefakty. V experimentalnim testu se vyskytly artefakty az 30 mm radidIné
kolem implantatu.
Skeny byly provedeny s témito parametry:

= sekvence FFE: TR 100 ms, TE 15 ms, thel otoceni 30°

= sekvence SE: TR 500 ms, TE 20 ms, Ghel otoceni 70°
Sekvence SE ukazuje redukované artefakty (< 11 mm).
O3etfujici |ékar musi provést peclivé posouzeni rizika/pfinosu.
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10 Baleni a skladovani

Vyrobek se dodévé nesterilni a pfed prvnim pouZitim se musi zpracovat. Pfed pouzitim systému by se viechny komponenty mély peclivé
zkontrolovat z hlediska dpInosti, poikozenl’a nedostatki. Poskozené komponenty se nesmi pouzit.
V pripadé skladovani v nevhodnych pod ach mohou néstroje korodovat. Aby se tomu zabranilo, musi byt skladovény na suchém misté
a chranéné pred prachem. Aby se na nastro;nch netvoiila vihkost (kondenzat), je tfeba zabrénit vétsim vykyviim teploty.

Chemikélie mohou v piimém kontaktu znicit kov nebo mohou uvoliovat vypary, které maji korozivni i¢inek. Nastroje se proto nesmi skladovat
spolu s chemikaliemi.

Pro skladovéni implantatti a nastrojii se musi pouzivat ukladaci sitové kose, které patii k systému.

11 Identifikace a vysledovatelnost
Implantéty jsou oznaceny katalogovym cislem a kodem $arze na etiketé na obalu, a pokud je to technicky mozné, na samotném implantatu.
Pro zajisténi vysledovatelnosti se tyto idaje musi na klinice néleZité zdokumentovat.

12 Likvidace pouZitych vyrobkii

Pri likvidaci poutitych zdravotnickych prostedkd se fidte prislusnymi ndrodnimi piedpisy pro likvidaci nemocnicniho odpadu.

13 (isténi, dezinfekee a sterilizace

Vyrobek se dodava nesterilni a pred prvnim pouZitim se musi zpracovat.

Pro cisténi, dezinfekci a sterilizaci nesterilnich implantatii a néstrojt je tieba pouzivat,, Pfirucku pro zpracovani implantati a nastroji” UH 1100
poskytovanou v celkové dokumentaci k systému. U jednotlivych néstroji, které jsou v chirurgické technice souvisejici s danym systémem
odpovidajicim zplisobem oznacené, se musi dodrzovat,Navody k montazi a demontazi se specialnimi pokyny k ¢isténi” poskytnuté v celkové
dokumentaci k systému.

Ty jsou k dispozici také na adrese: www.ifu.ulrichmedical.com.

14 Oznaceni a symboly

Katalogové cislo Pozor Mnozstvi
Kod sarze NepouZivat opétovné Nesterilni

ud o o] vy gt i bl

Prostuduite si elektronicky navod k pouZiti

Prostuduijte si nvod k poufiti

=)

Pozor: Federalni zakony USA omezuiji prodej tohoto prostredku na Iékafe nebo Podminéné pouZiti
[Rx oniy] na objednavku lékaie v prostredi MR — produkt
- ~ @ nevykazuje predpokladana
Oznaceni CE a identifikacnim Prostudujte si navod k montazi rizika ve specifickém prostredi

a demontdZi se specidlnimi zobrazovani magnetickou

Cislem oznameného subjektu vvee :
pokyny pro cisténi rezonanci
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