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SYSTEM: uCentum™ comprehensive posterior system
en | English
LANGUAGE: 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, ings and precautionary

may have severe consequences or result in patient injury.
Take into careful consid: all product ials before clinical use.

The required product materials prepared as overall doc ion of the system are: system related
instructions for use, surgical te(hmque and, if applicabl I ly and di: bly
instructions as well as “Processing manual implants and instruments” UH 1100.

1 Intended use
uCentum is an implant system for posterior surgical stabilization, fixation and correction of the adult human thoracic and lumbar spine, if
necessary including the sacrum.

2 Product description

The uCentum system consists of pedicle screws, rods, crosslinks, offset connectors, pedicle hooks and lamina hooks. Pedicle screws may be
engineered as polyaxial, monoaxial, pre-fixation or longarm screws and are available in various diameters and lengths. All screw variants may
be used in free combinations and some with the same instruments. Moreover, pedicle screws are designed in cannulated or not cannulated
forms. Cannulated pedicle screws may be placed by means of a guidewire. Cannulated pedicle screws with a perforation on the tip of the screw
permit cement augmentation. uCentum rods have a diameter of 6.0 mm, are straight or pre-curved, and available in different lengths. Differ-
ent sizes of crosslinks, offset connectors and hooks may be used in order to achieve completion of the instrumentation process. The uCentum
system is to be used for bilateral instrumentation and may be applied using either an open or percutaneous approach.

3 Indications
The uCentum implant system is indicated for the following diseases:
= Degenerative disk disease
= Deformity
= Spinal tumor
= Spondylolisthesis
= Failed previous fusion
= Pseudarthrosis
= Spinal stenosis
= Destruction
= Instability

4 (Contraindications

In the following cases, implantation with the uCentum system should not be carried out:
= Patients with fever or leukocytosis in the case of non-spine-associated infections
= Patients with metal allergies
= Patients who tend to react to foreign bodies

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
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= (ement leakage following augmentation with cement

= Adjacent segment degeneration
These possible complications may lead to further surgical interventions (implant removal or stabilization renewal). Other complications
caused by the surgical procedure itself and independent of the implant are:

= General surgical risks and complications

= Anesthesia and blood transfusion risks as well as positioning damage

= Lung complications

= Infection

= Wound healing disorders

= (ardiovascular complications, such as blood loss, th is, 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

h

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 (-arm is available.
The product is delivered non-sterile and must be sterilized before first use. Instructions for processing can be found in the "Processing manual
implants and instruments" UH 1100, prepared as part of 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 in corresponding ulrich medical systems must be used exclusively with system-specific instruments intended for this purpose,
unless otherwise indicated.
Connecting ulrich medical implants to implant components of other manufacturers is not permitted.
In the case of sacral, iliosacral and iliac instrumentation, uCentum may be combined with the ulrich medical uBase system. In this regard, see
the instructions for use uBase WS 7195 for non-sterile packaged implants or WS 7195-01 for sterile packaged implants. Combination with
other internal fixators from ulrich medical within an instrumentation is only possible with systems that are approved for this purpose. In this
regard, see the instructions for use of the specific system.
These are also available at: www.ifu.ulrichmedical.com
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

= In the following cases an implantation of uCentum should only be performed after carefully weighing by a medical specialist:
= Patients who are in a generally unfavorable medical or psychological condition which could be worsened by the procedure.
= Pregnant patients.
= Obese patients (higher risk of implant failure).
= Smoking patients (higher rate of pseudarthrosis).
= Patients with insufficient load bearing of the anterior spine if no further measure to stabilize the anterior spine could be performed.
Implantation should only be considered 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 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
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made aware of special guidelines for movement. The treating physician must assess whether the patient can understand and follow such
instructions. Special attention should be given to postoperative discussion and the need for regular medical monitoring.
= Ensure that suitable pre-, intra- and postoperative diagnostic procedures are performed to evaluate and ensure proper implant selection
and placement.
= 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.
6.3 Intraoperative
When selecting the screw type, it should be noted that the polyaxial screws are distinguished by the flexibility of the degrees of freedom
on the screw head. Monoaxial screws, by contrast, are superior to polyaxial screws with regard to mechanical stability.
uCentum should only be used for bilateral instrumentation.
uCentum pedicle screws are appropriate for implantation in the thoracic, lumbar and sacral vertebrae (T1-S1). Pedicle screws may only be
implanted in $1in a convergent manner.
The rods should only be bent using the bending instruments in the system intended for this purpose. Bending back and/or repeated
contouring of straight rods, as well as bending of curved rods, is not permitted.
The €S 3812-01-015, -030 and -060 offset connectors should only be used in the following manner: not at the end of a pure uCentum instru-
mentation and, when uCentum is placed in the S1 segment, they must be inserted exclusively combined with an iliosacral screw from uBase.
After insertion, the implant must not be reused and must be disposed of. Even if the exterior of the implant appears unchanged, prior
stress may have caused damage that can lead to implant failure.
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 clinical
implant failure and discuss with the patient the necessary measures to promote further healing.
The implant serves to promote internal fixation and stabilization of the surgical area over a maximum two-year healing process. The
implants serve no functional purpose after the spine has fused. Implant removal is generally feasible, but should only be performed after
ameticulous risk to benefit assessment by a medical specialist.
One or more of the following complications may occur, should the implant not be removed after its intended use or after a prolonged
healing phase (no fusion within 2 years):
1. Corrosion, with local tissue inflammation or pain
. Implant migration, possibly leading to injuries
. Risk of additional injuries, caused by post-surgical trauma
. Deflections, loosening or breaks, making removal difficult or impossible
. 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
After implantation, the occurrence of bone resorption and trauma may excessively strain the implant, thus leading to implant failure.
Implant removal should be followed by appropriate postoperative care in order to avoid fractures or other complications.
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 uCentum 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 uCentum implants are manufactured from a titanium alloy according to IS0 5832-3 and ASTM F136. Made of CoCr according to IS0 5832-12
and ASTM F1537: €S 3812-400 Rod, CoCr, @ 6.0 mm, straight, length 400 mm, hex end, standard approach.

The devices are hiocompatible, corrosion-resistant and non-toxic in the intended use as per EN 150 10993-1.

9 MRI Information &

ulrich medical uCentum 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 a uCentum
implant can undergo an MRI examination under the following circumstances:
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= 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 1.5T: distance from the outer edge of the implant to the isocenter of the MRI device > 20 cm

= for3.0T: distance from the outer edge of the implant to the isocenter of the MRI device > 20 cm OR maximum scan duration of 10 minutes

per individual measurement, total scan duration 20 minutes.

In the non-clinical test, heating of a maximum of 7.9°C was measured at 3.0 T and a 15-minute scan duration with 2 W/kg according to the
calorimetric measurement. At 1.5 T with a 20 cm distance to the isocenter and a 15-minute scan duration, heating of a maximum of 1.5°C was
measured with 2W/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 28 mm were
detected radially around the implant.
The scans were performed with the following parameters:
FFE sequence: TR 100 ms, TE 15 ms, flip angle 30°
SE sequence: TR 500 ms, TE 20 ms, flip angle 70°
The SE sequence showed reduced artifacts (< 17 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 implants and 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.
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14 Labeling and symbols

Catalogue number Batch code Qty
u Manufacturer &I Date of manufacture Caution
Do not use f package s Do not re-use @ Non-sterile

damaged

Quantity

Consult assembly and disassembly instructions with special cleaning

N N Consult instructions for use
instructions

c € 0123 CE mark with identification number of the notified body MR Conditional — A product
i E which does not demonstrate
any deliberate hazards in the
(;uti.o_n: U.S. federal law restricts this device to sale by or on the order of a specific MRI environment
physician
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SYSTEM: uCentum™ comprehensive posterior system
s | Cestina
JAZYK:

Jedina verze, ktera je platna pro uZivatele v USA, je verze urcena vyhradné pro Spojené staty.

Prectéte si pozorné vsechny pokyny. NedodrZeni pokynii, varovani a bezpecnostnich opatieni miize
mit vazné nasledky nebo miize zy it pos i pacienta.

Pted klinickym pouZitim je nutno peclivé posoudit vsechny materialy vyrobku.
Tyto materialy jsou pfipraveny jako celkova dokumentace systému: navod k pouiti souvisejici s
danym systémem, chirurgicka technika a popfipadé dopliiky, navod k montazi a demontazi, stejné

jako,,Prirucka pro zpracovani implantatii a pistroji” UH 1100.

1 Urcenym tcelem
uCentum je implantacni systém pro dorzéIni operativni stabilizaci, fixaci a korekturu dospélé lidské hrudni a bederni patefe, pfipadné vcetné
kfizové kosti.

2 Popis vyrobku
Systém uCentum se skldda z pedikuldrnich Sroubi, tyci, desticek crosslink, offsetovych konektord, pedikularnich a lamindrnich haki. Pediku-
larni Srouby mohou byt konstruovany jako polyaxidlni, monoaxiélni, predfixacni nebo Srouby s dlouhym ramenem a jsou k dispozici v riznych
priimérech a délkach. V3echny varianty Sroubi Ize poutit ve volnych kombinacich a nékteré se stejnymi nastroji. Pedikulami Srouby jsou kon-
jako kanylované a nekanylované. Kanylované pedikularni Srouby Ize umistit pomoci vodiciho drétu. Kanylované pedikulérni Srouby
s perforaci na konci Sroubu umoZiiuji cementovou augmentaci. Tyce systému uCentum maji primér 6,0 mm, jsou rovné nebo predem zahnuté
a jsou k dispozici v riznych délkach. Pro dokonceni procesu instrumentace mohou byt poufity riizné velikosti desticek crosslink, offsetovych
konektord a hakd. Systém uCentum se pouziva pro bilateralni instrumentaci a miize byt poutzit bud otevienym nebo perkutannim piistupem.

3 Indikace

Implantacni systém uCentum je indikovén u nésledujicich onemocnéni:
= degenerativni onemocnéni meziobratlovych plotének
= deformace

= spindlni tumor

= spondylolistéza

= nezdafend piedchozi fize

= pakloub (pseudoartréza)

= spindlni stenéza

= destrukce

= nestabilita

4 Kontraindikace

V ndsledujicich pfipadech by se neméla konat z&dné implantace se systémem uCentum:
= pacienti s horeckou nebo leukocytdzou pfi infekcich, které nejsou spojeny s pétefi
= pacienti s alergii na kovové materialy
= pacienti se sklonem k reakcim na cizi télesa

5 Moiné nezadouci ucinky
Mozné komplikace souvisejici s implantétem jsou:
= Uvolnéni, dislokace a/nebo selhani implantatu
= Lokalni nebo systémové reakce zpisobené nesnasenlivosti materidlu
= Selhani kostni fiize
= Unik cementu po augmentaci cementem
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Tyto komplikace mohou vést k dal3im chirurgickym zakrokiim (odstranéni i

= Degenerace sousedniho segmentu

| b

dtu nebo

iistabilizace). Dali komplikace zplisobené

samotnym chirurgickym vykonem a nezavislé na implantétu jsou:

6

6.

6..

Obecnd chirurgicka rizika a komplikace

Rizika anestézie a krevni transfuze, jakoZ i porucha postaveni

Plicni komplikace

Infekce

Poruchy hojeni ran

Kardiovaskularni komplikace, jako je ztrata krve, trombdza, embolie, koagulopatie

Gastrointestinalni komplikace, jako je gastritida, ileus, vied

Neurologické komplikace, jako jsou Iéze michy nebo nervovych kofeni s docasnymi nebo trvalymi senzorickymi a/nebo motorickymi po-
ruchami (poruchy mocového méchyre a rekta, sexudlni dysfunkce)

Intraoperacni poranéni krevnich cév, masivni krvaceni, mrtvice, cerebrélni krvaceni s moznymi zivot ohrozujicimi nasledky
Poranéni orgénii sousedicich s patefi, jako jsou cervikalni, hrudni a bfisni orgény, v zavislosti na misté operace

v P . . -

a P
1 0becnd
= Uzivatel musi zajistit, aby byly k dispozici aktudIni verze kompletnich materidld produktu, které jsou dodany jako celkova dokumentace
systému. Jsou také k dispozici na adrese: www.ifu.ulrichmedical.com. Tisténd verze mize byt na vyzadani dodana do 7 dnd.
Tento vyrobek miiZe byt pouzivén pouze zkusenymi spindlnimi chirurgy, za sterilnich podminek a na operacnim sale, kde je k dispozici C-rameno.
Vyrobek je doddvan nesterilni a pied prvnim pouzitim je ho nutno sterilizovat. Pokyny pro zpracovéni naleznete v pfirucce ,Pfirucka pro
zpracovani implantétd a piistroji” UH 1100, kterd je soucasti celkové dokumentace systému.
O3etiujici Iékaf je zodpovédny za spravny vybér pacientli a za podstoupeni Skoleni pro préci se systémem a za zkuSenosti potiebné pro
vybér a umisténi implantatu. Lékaf je také zodpovédny za rozhodnuti, zda se mé implantét po operaci ponechat nebo odstranit.
Vyrobek je tieba manipulovat a skladovat s opatrnosti. Implantaty s jakymkoliv poskozenim nebo p nesmi byt pouZity, protoze
miize byt ovlivnéna stabilita vyrobku a odolnost proti tinavé.
Implantéty systémd ulrich medical se mohou pouzivat vyhradné s nastroji specifickymi pro dany tcel, pokud neni uvedeno jinak.
Spojeni implantat ulrich medical s implanta¢nimi komponentami jinych vjrobcti neni povoleno.
Pro sakraIni, iliosakralni a iliakalni instrumentaci se uCentum miize kombinovat se systémem uBase spolecnosti ulrich medical. Dalsi in-
formace viz névod k pouziti uBase WS 7195 pro nesterilné balené implantaty nebo WS 7195-01 pro sterilné balené implantaty. Kombinace
s jingmi vnitinimi fixdtory spolecnosti ulrich medical v rdmci jedné instrumentace je mozna pouze pro systémy k tomu tcelu schvalené.
Dalsi informace viz névod k pouziti systému.
Névody jsou navic k dispozici na adrese: www.ifu.ulrichmedical.com
Vzhledem k ptitomnosti pasivnich vrstev je koroze kovovych implantati velmi mald. Presto mize dom ke rychlejsi unave matenalu a
moznosti poruchy, stejné jako ke zvySeni uvoliiovani kovovych komponent do téla. Koroze je podp v ymi z
riiznych kovi prichdzejicich do vzdjemného kontaktu a také poskozenim povrchu implantatu. Byla zajisténa schopnost kombinovat riizné
kovové implantaty pouzivané v systému. Piimy kontakt s kovovymi implantaty od jinych vyrobcti neni povolen.
2 Predoperacni
= V nésledujicich pfipadech by méla byt implantace systému uCentum provedena pouze po peclivém zvazeni lékafem:
= Pacienti, ktefi jsou v celkové nepfiznivém zdravotnim nebo psychologickém stavu, ktery by se mohl zékrokem zhorsit.
= Gravidni pacientky.
= Obézni pacienti (vyssi riziko selhdni implantatu).
= Kufddi (vy33i mira pseudoartrézy).
= Pacienti s insuficienci zatéZovani predni patefe, pokud nebylo mozné provést dalsi opatieni ke stabilizaci predni patere.
Implantace by se méla zvaZovat pouze tehdy, kdyz byly vechny dalsi moznosti lécby peclivé uvézeny a vylouceny. Uspésny implantat je
take méné vyhodny, nez zdravy pohybhvy prvek(y) patere. Na druhé strané mize byt implantét t¢innou nahradou jednoho nebo vice tézce

h nebo d ych pohyblivych prvki, aby se odstranila bolest a bylo dosazeno dobré nosnosti.

Rizika zékroku a pouziti |mplantatu, vcetné pfipadnych potiebnych revizi, by mély byt pacientovi podrobné popsany.
O3etiujici Iékat by mél s pacientem provést podrobnou diskusi o chirurgickych vysledcich, které Ize ocekdvat, zejména s ohledem na mozné
fyzické omezeni implantatem. Stupefi pooperacni aktivity pacienta ovliviiuje Zivotnost implantétu a stabilitu implantatu v kosti. Pacient
musi byt proto informovén o vSech omezenich a rizicich spojenych s kazdodenni ¢innosti, aby si uvédomil zvlastni pravidla pro pohyb.
O3etfujici ékaf musi posoudit, zda pacient miize témto pokyniim porozumét a dodrzovat je. Zvlastni pozornost by méla byt vénovéna
diskusi o pooperacnim obdobi a potiebé pravidelného Iékaiského sledovani.
Zajistéte, aby byly provedeny vhodné pied-, intra- a pooperacni diagnostické postupy k vyhodnoceni a zajisténi spravného vybéru a umis-
téni implantatu.
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= Chyby pii vybéru implantatu by mohly vést k predcasnému selhani klinického implantatu. Pocet segmenti, které je tieba osetfit, musi byt
prresné urcen. Tvar a slozeni lidskych kosti omezuje velikost a trvanlivost implantétu.

6.3 Intraoperacni

= Pfivybéru typu je tieba poznamenat, e polyaxialni Srouby se na hlavici Sroubu vyznacuji flexibilitou stupiiti volnosti. Monoaxiélni Srouby
jsou, pokud jde o mechanickou stabilitu, oproti polyaxialnim Sroubm lepsi.
uCentum by se mél pouzivat pouze pri bilateraIni instrumentaci.
Pedikuldrni $rouby uCentum jsou vhodné pro implantaci v hrudnich, bedernich a sakralnich obratlech (T1-S1). Pedikulami Srouby mohou
byt implantovény konvergentnim zplsobem pouze v S1.
Tyce by mély byt ohybany pouze pomoci ohybacich nastrojii systému pro tento tcel uréenému. Ohybani zpét a/nebo opakované tvarovani
rovnych tyci, stejné jako ohybani zakfivenych tyci, neni dovoleno.
Offsetové konektory CS 3812-01-015, -030 a -060 by mély byt pouzivany pouze nasledujicim zpisobem: nikoliv na konci ¢istého nastroje
uCentum a pokud je uCentum umistén v segmentu S1, musi byt viozeny vyhradné v kombinaci s iliosakréInim Sroubem z uBase.
Implantat nesmi byt po vloZeni znovu pouzit a musi byt odstranén. Dokonce i v piipadé, Ze se vnéjsi Cast implantétu nezméni, mize
pedchozi zatéZ zpiisobit poskozeni, které miize vést k selhani implantatu.
6.4 Pooperacni
Pacient by mél byt poucen, aby okamité informoval svého oSetfujiciho ékare o neobvyklych zménach v oblasti, kde byla operace pro-
vedena.
Pacient by mél byt sledovan, jestli v oblasti implantatu nedochdzi ke zménam. Oetfujici Iékar by mél posoudit mozné selhani klinického
implantdtu a poucit pacienta o nezbytnych opatienich na podporu dalsiho hojeni.
Implantét slouzi k podpore vnitini fixace a stabilizace chirurgické oblasti v pribéhu maximalné dvouletého Iécebného procesu. Poté, co se
patef spoji, nemaji jiz implantaty zadny funkéni ucel. Od: je obvykle proveditelné, ale mélo by byt provedeno pouze po
peclivém posouzeni rizika odbornym Iékafem.
Pokud implantét nebude odstranén po zamysleném poutiti nebo po prodlouzené fazi lécby (do 2 let nedoslo k zadné fizi), mize se
vyskytnout jedna nebo nékolik nasledujicich komplikaci:
Koroze, s lokalnim zanétem tkané nebo bolestivosti
. Migrace implantatu, kterd miiZe zpiisobit poranéni
Riziko dalsiho poranéni zplisobené pooperacnim traumatem
. Vychyleni, uvolnéni nebo zlomeni, coz snizuje nebo znemoziiuje odstranéni
Bolestivost, nepi{jemné pocity nebo precitlivélost diky pfitomnosti implantatu
Riziko infekce nebo zanétu
. Itréta kosti v diisledku ochrany pred zatézi
8. Potencidlni, nezndmé nebo neocekavané dlouhodobé ticinky
Po implantaci miize vyskyt kostni resorpce a traumatu nadmémé deformovat implantat, coz vede k selhani implantatu.
Po odstranéni implantétu by méla nésledovat vhodna pooperacni péce, aby se predeslo frakturdm nebo jingm komplikacim.
Odstranéné implantaty nesmi byt opal é pouZity.
Pacienta je nutno informovat o patficném chovani po implantacnim zakroku, vcetné opatteni, ktera maji byt pfijata v pfipadé udalosti
tykajici se implantatu. Pacientovi by méla byt poskytnuta implantacni karta.

.
Nouvaswn o

7 Doporucena aplikace
Dalsi popis aplikace uCentum je soucasti chirurgické techniky, vyhotovené jako soucast celkové dokumentace systému. K dispozici je také
na www.ifu.ulrichmedical.com.

8 Informace o materialu

Implantéty uCentum jsou vyrobeny z titanové slitiny podle normy 150 5832-3 a ASTM F136. Vyrobeno z CoCr podle normy 150 5832-12 a
ASTM F1537: CS 3812-400 ty¢, CoCr, @ 6,0 mm, piimd, délka 400 mm, hexadecimalni zakonceni, standardni piistup.

Zafizeni jsou biologicky kompatibilni, odolné proti korozi a netoxické pfi zamysleném poutziti podle normy EN 150 10993-1.

9 Informace o MRT ﬁ

Implantéty uCentum spolecnosti ulrich medical jsou klasifikovény jako ,MR conditional” (podminéné poufiti v prostiedi MR) podle normy
ASTM F2503.
Komponenty MR conditional” byly testovany podle norem ASTM: F2052; F2182; F2213 a F2119. Pacienta s implantatem uCentum lze vy3etfit
pomoci MRT za nasledujicich podminek:

= intenzity pole 1,5Ta3,0T

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

= maximalni specifickd mira absorpce (SAR) 2 W/kg (Normal Operating Mode)
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= pii1,5T:Vzdalenost od vnéjsi hrany implantatu k izocentru pfistroje MR > 20 cm
= pii 3,0 T: Vzddlenost od vnéjsi hrany implantétu k izocentru pfistroje MR > 20 cm NEBO maximélni doba skenovéni 10 min na jedno
méfeni, celkové doba skenovéni 20 min

V neklinickém testu bylo podle kalorimetrického méfeni naméfeno maximalni zahtati 7,9 °C piii 3,0 T a 15minutové dobé skenovani s 2 W/kg.
Pfi 1,5T s 20cm vzdalenosti od izocentra a 15minutové dobé skenovani bylo s 2 W/kg podle kalorimetrického méfeni naméfeno maximalni
zahfati1,5°C.
Za téchto podminek skenovéni miize byt pacient vysetien s nizkym rizikem. Pro udrzeni nizkého zahtéti by méla byt doba skenovéni udrzovana
Artefakty: Zobrazovani MR v oblasti implantatii miize byt ruseno artefakty. V experimentalnim testu se vyskytly artefakty az 28 mm radiaIné
kolem implantatu.
Skeny byly provedeny s témito parametry:
sekvence FFE: TR 100 ms, TE 15 ms, Ghel otoceni 30°
sekvence SE: TR 500 ms, TE 20 ms, tihel otoceni 70°
Sekvence SE ukazuje redukované artefakty (< 17 mm).

O3ettujici |ékaF musi provést peclivé posouzeni rizika/pfinosu.

10 Baleni a skladovani

Vyrobek je dodévén nesterilni a je nutno ho ped prvnim pouzitim sterilizovat. Pied pouZitim systému je tfeba vSechny soucasti peclivé zkont-
rolovat z hlediska GpInosti, poskozeni a zévad. Poskozené komponenty nesmi byt pouzity.

Pii skladovani pfistroje za nepfiznivych podminek mize dojit ke korozi. Aby se tomu zabranilo, je nutno komponenty skladovat na suchém,
bezprasném misté. Je tieba se vyvarovat vyraznych teplotnich vykyvii, aby se na pfistrojich nehromadila vihkost (kondenzace).

Pfi piimé expozici kovu mohou chemické latky tento kov znicit nebo prispét k uvoliiovani koroznich plynd. Proto se nastroje nesmi skladovat
spolecné s chemickymi latkami.

K ulozeni implantatd a nastrojii se pouzivaji specialni sita.

11 Identifikace a sledovatelnost

Implantéty jsou na Stitku na obalu oznaceny katalogovym Cislem a kddem Sarze a pokud je to technicky proveditelné, jsou oznaceny na sa-
motném implantdtu.

Aby byla zajisténa zpétna sledovatelnost, musi byt tyto idaje v nemocnici odpovidajicim zpisol dok any.

12 Likvidace pouZitych vyrobkii
Pii likvidaci pouzitych zdravotnickych prostredkii dodrzujte pislusné predpisy tykajici se likvidace nemocnicniho odpadu.

13 Cisténi, dezinfekce a sterilizace

Vyrobek je dodavan nesterilni a je nutno ho pfed prvnim pouZitim sterilizovat.

Pro ¢isténi, dezinfeki a sterilizaci nesterilnich implantétti a nastroji je tieba poutit,,Pfirucku pro zpracovani implantét a piistroji” UH 1100,
ktera je obsazena v celkové dokumentaci systému. U jednotlivych néstrojt, které jsou odpovidajicim zpiisobem oznaceny v chirurgické techni-
ce, je tfeba vzit v dvahu,Névod k montdzi a demontazi se specialnimi pokyny k cisténi’, které jsou obsazeny v celkové dokumentaci systému.
Jsou také k dispozici na adrese: www.ifu.ulrichmedical.com.
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14 Oznaceni a symboly

Katalogové tislo Kéd Sarze

u Vyrobce &I Datum vyroby Pozor

@ Ne!)ouzwat,JestIlzejebalenl ® Nepouzivat opétovné Nesterilni
poskozeno

Prostuduijte si navod k montaZi a demontazi se specialnimi pokyny pro ¢isténi

Mnoizstvi

2
<

Prostudujte si navod k pouZziti

C €z Oznaceni CE s identifikacnim cislem uréeného subjektu Podminéné pouZitiv

prostiedi MR - produkt nevy-
kazuje predpokladana rizika ve
Pozor: Federdlni zakony USA omezuji prodej tohoto prostiedku na lékafe nebo specifickém prostedi zobrazovani

na objednavku lékafe magnetickou rezonanci

Rx only]|
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