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SYSTEM: tangoRS™ multifunctional posterior system

LANGUAGE: en | ENGLISH

if BEFORE CLINICAL USE, TAKE NOTE OF THESE INSTRUCTIONS FOR USE AND THE SYSTEM-RELATED SURGICAL
TECHNIQUE!

GENERAL INFORMATION
Please ensure that you are using and observing the latest instructions for use and surgical technique of this system at all times. These can be
downloaded any time free of charge at: www.ifu.ulrichmedical.com

INTENDED USE
tangoRS is an implant system with polyaxial and monoaxial components for surgical stabilization, fixation and correction of the thoracic and
lumbar spine in humans including the sacrum when appropriate. The system is applied posteriorly.

INDICATIONS
Degenerative disc disease, deformity, spinal tumor, spondylolisthesis, pseudarthrosis, spinal stenosis, destruction and instability.

CONTRAINDICATIONS

= Patients with fever or leukocytosis in the case of non-spine-associated infections

= 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

= Pregnancy

SPECIAL APPLICATION INSTRUCTIONS AND WARNINGS

Screws with a diameter of 4.5 mm may be inserted in the upper thoracic region only.

If the bone quality is poor and the anterior support is insufficient, it is recommended that the instrumentation be expanded to at least
2 adjacent levels.

When screws with a diameter of 8.5 mm are removed, the screw head may be severed from the screw thread. The screw thread left in the
pedicle can be removed with the help of the socket wrench for nut (CS 3029).

Avoid bending the implants. However, should this prove necessary, the implants should not be bent repeatedly, excessively or backwards.
This may lead to the implant being damaged or breaking.

Implant failure is possible even after successful fusion.

The implant cannot withstand physiological and biomechanical forces over the long term unless the bones fuse successfully.

A prolonged healing phase, unsuccessful bone fusion or subsequent bone resorption or trauma can place undue stress on the implant,
which, in turn, could lead to loosening, deformation, cracks or breakage of the implant.

Pedicle screws should only be implanted in a converging manner in 1.

Combinations with other ulrich medical fixators are not permitted.

For navigated screw preparation, tangoRS can be combined with the reference stars 55830-25 and 55830-29 with Brainlab navigation
systems.

MATERIAL INFORMATION

The tangoRS implants are manufactured from a titanium alloy according to IS0 5832-3 and ASTM F136. The devices are biocompatible,
corrosion-resistant and non-toxic in the intended use as per EN SO 10993-1. They enable largely interference-free X-ray and computed
tomography.

@ MR Conditional
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MRI information

ulrich medical tangoRS 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 tangoRS

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 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°Cwas

measured with 2 W/kg according to the calorimetric measurement.

These scan conditions allow low-risk ination 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.

Packaging and storage

The product is delivered non-sterile and must be cleaned, disinfected and sterilized before its first use. Before the system is used, all
components should be meticulously checked for completeness, damage 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.

A WARNINGS AND PRECAUTIONS

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.

This product should only be used by an experienced spinal surgeon.

The treating physician is responsible for making the proper selection of patients, and for acquiring the training 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 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 a detailed discussion with the patient concerning the surgical results that may be anticipated,
particularly with regard to the 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. The treating physician’s instructions must be followed. 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. Using a C-arm is strongly recommended.

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.

The product must be carefully handled and stored. Damage or scratches on the implant may substantially affect the stability and resistance
to fatigue of the product.
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= After the implant has been used once, it must not be used again. Even if the implant appears undamaged, previous strain may have resulted
in irregularities that could shorten the service life of the implant. Only new and undamaged implants may be used. Used or potentially
damaged implants must be discarded.

= 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.

POSSIBLE COMPLICATIONS

In many cases, potential complications are more likely caused by the application of the implant rather than by the implant itself:

General surgical risks and complications

Wound healing disorders

Infection

Lung complications

Cardiovascular complications, such as blood loss, thrombosi bolism, coagulopathy

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)

Anesthesia and blood transfusion risks as well as positioning damage

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

Failure of bone fusion and need for restabilization

Implant removal or restabilization due to loosening, dislocation and/or failure of the implant

Local or systemic reactions due to material intolerance

Inadequate improvement in symptoms

These possible complications may lead to further surgical interventions.

USE OF GENUINE PRODUCTS

Implants and instruments are developed and manufactured to be used together. Using products from other manufacturers with ulrich medical
products may result in incalculable risks and/or contamination of the materials; or the implants and instruments do not fit together properly,
thereby putting the patient, user or third parties at risk.

Itis only possible to combine implants with implant components from this system, unless otherwise specified in the application instructions.
Only the provided original instruments of the implant system should be used to handle the implants. Please refer to the special handling
instructions in the packaging insert of the respective instrument. Only genuine implants should be used.

CLEANING, DISINFECTION AND STERILIZATION

A General information

For the cleaning, disinfection and sterilization of non-sterile implants and instruments, please refer to: “Processing manual implants and
instruments” UH 1100.

For individual instruments that are flagged accordingly in the applicable surgical techniques (A\), please refer to the “Assembly and
disassembly instructions with special cleaning instructions”.

These can be downloaded any time free of charge at: www.ifu.ulrichmedical.com

Basic principles

The implants are supplied non-sterile and must be cleaned, disinfected and sterilized prior to use (cleaning and disinfection after removing
the transport packaging and sterilization after packaging). Implants that have already been in contact with a patient or that have been
contaminated may not be used again under any circumstances, and must instead be discarded.

Pre-treatment

Clean/disinfect implants that you have touched, return them to the implant storage tray and sterilize the implant storage system when it is
fully loaded. Never use wire brushes or steel wool to clean any implants, implant storage systems or sterilization containers. Oils or greases
should never be used on implants. Please also follow the legal regulations which apply in your country as well as the hygiene requlations of
the medical practice or hospital.

Cleaning and disinfection

If possible, a mechanized process (disinfector) should be used for the cleaning and disinfection of the implants. A manual method - even
when using an ultrasonic bath - should only be used in the event that automated cleaning/disinfection is unavailable, due to the significantly
reduced effectiveness of a manual method. The implants must be removed from the sterilization tray for cleaning/disinfection.

This document is valid only on the date printed. If unsure of the print date, re-print to ensure use of the latest version of the IFU. The onus resides with
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Manual cleaning/disinfection

When selecting the cleaning agent and disinfectant to be used, it should be ensured that

= they are fundamentally suitable for cleaning or disinfecting the implants,

= the cleaning agent — if applicable — is suitable for ultrasonic cleaning of the implants (no foam formation)

= a disinfectant with proven effectiveness is used (e.g. VAH/DGHM or FDA clearance or CE marking) and that this is compatible with the
cleaning agent used and

= the chemicals used are compatible with the implants (see section “Material durability”)

= acombined cleaning/disinfectant should not be used if at all possible.

Automated cleaning/disinfection

When selecting the disinfector, it should be ensured that

the disinfector has proven effectiveness (e.g. VAH/DGHM or FDA clearance or CE marking in accordance with DIN EN IS0 15883),

if possible, a verified program for thermal disinfection (A0 value > 3000, alternatively for older devices at least 10 minutes at 93°C) is used

(if chemical disinfection is performed, there is a risk of disinfectant residue on the implants),

the program used is suitable for the implants and includes sufficient rinse cycles,

only water that is sterile or of low microbiological contamination (max. 100 microbes/ml) as well as low in endotoxins (0.25 endotoxin

units/ml) is used for rinsing (e.g. purified water/highly purified water).

the air used for drying is filtered and

the disinfector is regularly maintained and checked.

When selecting the cleaning agent system to be used, it should be ensured that

= it is fundamentally suitable for cleaning the implants,

= ifthermal disinfection is not used, a suitable disinfectant with proven effectiveness is used (e.g. VAH/DGHM or FDA clearance or CE marking)
and that this is compatible with the cleaning agent used,

= the concentrations of the cleaning agent and, if applicable, the disinfectant specified by the manufacturer are strictly adhered to.

Checks

Inspect all implants for damage and contamination and reject any implants that are damaged or contaminated.

Packaging

Use the provided implant storage system or appropriate sterilization packaging (EN 1S0 11607 / EN 868-2f).

Sterilization

= Flash sterilization is generally not permitted. Do not use hot-air sterilization or radiation sterilization procedures.

= Allimplants, implant storage systems and sterilization containers may only be exposed to temperatures below 141°C.

= Following sterilization, the implants must be kept dry and dust-free in the sterilization packaging.

= Only the following sterilization methods may be used for the sterilization.

Steam sterilization

Validated according to DIN EN ISO/ANSI AAMI IS0 17665 (formerly: DIN EN 554/ ANSI AAMI IS0 11134) (valid commissioning (1Q/0Q) and

product-specific performance assessment (PQ))

Preferably fractionated vacuum procedure or alternatively gravitation procedure (with sufficient product drying)

Steam sterilizer according to DIN EN 13060 or DIN EN 285

Maximum sterilization temperature 138°C plus tolerance in accordance with DIN EN ISO/ANSI AAMI 1S0 17665 (formerly: DIN EN 554/ ANSI

AAMI IS0 11134)

Duration of sterilization for the fractionated vacuum procedure: (treatment time at the sterilization temperature) at least 4 min. at 132-

134°C.

Duration of sterilization for the gravitation procedure: Treatment time 4 min. at temperature 132°C.

Material durability

When selecting the cleaning agents and disinfectants, it should be ensured that they do not contain any of the following components:

Anticorrosives/corrosion inhibitors (triethanolamines are particularly problematic)

= Strong organic, mineral or oxidizing acids

Stronger alkalis (pH > 12 is not permissible for implants, pH > 10.5 is not permissible for aluminum trays; neutral or weakly alkaline

cleaning agents are recommended)

Solvents (such as alcohols, acetone), petroleum ether

Oxidizing agents

Ammonia

Chlorine, iodine

Reusability

The implants must only be brought into contact with a patient once.
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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. For sterile packed implants, appropriate stickers for
documentation are included.

Disposal of used products

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

This document is valid only on the date printed. If unsure of the print date, re-print to ensure use of the latest version of the IFU. The onus resides with
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SYSTEM: tangoRS™ multifunctional posterior system
JAZYK: s | CESTINA
PRED KLINICKYM POUZITiM DODRZUJTE TENTO NAVOD K POUZITI A OPERACNI TECHNIKU SOUVISEJICi
STIMTO SYSTEMEM!

VSEOBECNE INFORMACE
Vidy se ujistéte, Ze pouzivate aktudIni ndvod k pouZiti a operacni techniku tohoto systému. Ty si miiZete kdykoli bezplatné stdhnout na adrese:
www.ifu.ulrichmedical.com

URCENY UCEL POUZITI
tangoRS je implantacni systém s polyaxidlnimi a idlnimi komp i pro operativni stabilizaci, fixaci a korekturu lidské hrudni
a bederni pétefe, pripadné vcetné kiizové kosti. Aplikace systému se provadi z dorzalni strany.

INDIKACE
0 ]

i onemocnéni meziobratlové ploténky, deformace, spinlni tumor, spondylolistéza, pseudoartréza, ziizeni patere, destrukce
a nestabilita.

KONTRAINDIKACE

= pacienti s horeckou nebo leukocytozou pfi infekcich, které nejsou spojeny s pétefi

= pacienti s prokazanou alergii na material nebo sklonem k reakcim na cizi télesa

= v pfipadé pacientii s nepfiznivym celkovym zdravotnim nebo psychologickym stavem, ktery by se zdkrokem mohl déle zhor3it, musi
oSetfujici lékar provést peclivé zvazeni

= téhotenstvi

SPECIALNI POKYNY PRO APLIKACI A VYSTRAHY

= Srouby 0 @ 4,5 mm se smi pouzivat vyhradné v horni &sti hrudniku.

=V pfipadé Spatné kvality kosti a nedostatecné ventralni opory se doporucuje rozsiteni instrumentace na minimalné 2 sousedici etéze.

Pii odstranovani Sroubii o @ 8,5 mm muze dojit k oddéleni hlavy Sroubu od dolni sti Sroubu. Dolni ¢ast Sroubu, kterd ziistala v pediklu, Ize
odstranit pomoci nastrcného klice pro matice (CS 3029).

Je tieba se vyvarovat ohybani implantétd. Pokud je ohybani presto nutné, nesmi se implantaty ohybat opakované, nadmémé ani ohybat
zpét. To miize mit za nasledek poskozeni nebo zlomeni implantatu.

Selhdni implantatu je mozné i po ispésné fizi.

Bez tispésné fiize kosti implantdt nebude trvale zvladat fyziologické a biomechanické sily.

Opozdéna faze hojeni, neuskutecnéna fiize kosti nebo nasledna resorpce kosti nebo trauma mohou implantat nadmérné zatézovat a mohou
vést k uvolnénim, deformaci, popraskani nebo zlomeni implantatu.

Pedikularni Srouby se smi v S1implantovat pouze konvergentné.

Kombinace s jinymi fixatory spolenosti ulrich medical neni povolena.

Pro navigovanou preparaci Sroubli se miize kombinovat tangoRS s referencnimi ramecky 55830-25 a 55830-29 s navigacnim systémem
Brainlab.

INFORMACE 0 MATERIALU
Implantéty tangoRS jsou zhotoveny z titanové slitiny podle norem 150 5832-3 a ASTM F136. Podle normy EN ISO 10993-1 jsou vyrobky
vzamysleném tcelu pouziti biokompatibilni, odoIné proti korozi a nejsou toxické. Umoziiuji maximélné nerusené zobrazovani pii rentgenovych

snimcich a pocitacové tomografii.

@ Podminéné poutiti v prostfedi MR

This document is valid only on the date printed. If unsure of the print date, re-print to ensure use of the latest version of the IFU. The onus resides with
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Informace o MRT

Implantéty tangoRS spolecnosti ulrich medical jsou klasifikovany jako ,MR conditional” (podminéné poutiti v prostfedi MR) podle normy

ASTM F2503.

Komponenty MR conditional” byly testovany podle norem ASTM: F2052; F2182; F2213 a F2119. Pacienta s implantétem tangoRS lze vysetfit

pomoci MRT za ndsledujicich 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)

= pii 1,5T: vzdlenost od vnéjsi hrany implantétu k izocentru pfistroje MR > 20 cm

= pfi3,0T: vzdalenost od vnéjsi hrany implantétu k izocentru piistroje MR > 20 cm NEBO maximélni doba skenovani 10 min na jedno méeni,
celkova doba skenovani 20 min

V neklinickém testu bylo podle kalorimetrického méfeni naméfeno maximélni zahféti 7,9 °Cpfi 3,0 T a 15minutové dobé skenovani s 2 W/kg.

Pfi 1,5 T's 20 cm vzdélenosti od izocentra a 15minutové dobé skenovani bylo s 2 W/kg podle kalorimetrického méfeni naméfeno maximélni

zahiidti 1,5 °C.

Za téchto podminek skenovani miize byt pacient vysetten s nizkym rizikem. Pro udrzeni nizkého zahfati by méla byt doba skenovéni udrzovana

co nejkratsi a SAR co nejnizsi. Zahtéti Ize omezit pomoci pauz mezi jednotlivymi skeny nebo snizenim SAR.

Artefakty: Zobrazovani MR v oblasti implantétti mtize byt ruseno artefakty. V experimentalnim testu se vyskytly artefakty az 28 mm radialné

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, tihel otoceni 70°

Sekvence SE ukazuje redukované artefakty (< 17 mm).

O3ettujici lékar musi provést peclivé posouzeni rizika/pfinosu.

Baleni a skladovani

Vyrobek se dodavé nesterilni a pred prvnim pouzitim se musi oistit, dezinfikovat a sterilizovat. Pfed pouzitim systému by se v3echny
komponenty mély peclivé zkontrolovat z hlediska Gplnosti, poskozeni a nedostatku. Poskozené komponenty se nesmi pouzit.

V pfipadé skladovani v nevhodnych podminkéch mohou néstroje korodovat. Aby se tomu zabranilo, musi byt skladovény na suchém misté
a chranéné pred prachem. Aby se na néstrojich netvofila vihkost (kondenzat), je tieba zabranit vétsim vykyvim teploty.

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

Pro skladovani implantatd a nastrojd se musi pouZivat ukladaci sitové kose, které patii k systému.

A VYSTRAHY A PREVENTIVNi OPATRENI

Implantace by se méla zvazovat teprve tehdy, kdyz byly pecllve zvazeny vsechny ostatni moznosti lécby a nebyly uznany jako lepsi. Dokonce

i ispésné implantovany implantét se nevyrovnd zdravél (el {im) patefe. Na druhou stranu, implantat mize

byt pro pacienta uZitecnou nahradou za jeden nebo nekollk tézce zménénych, degenerovanych pohybovych elementd, ponévadz mize

odstranit bolesti a zajistovat dobrou nosnost.

Tento vjrobek smi pouZivat pouze Iékaf se zkuSenostmi v chirurgii patefe.

Osetruuu lékar je zodpovédny za spravny vybér pacientd, potiebné Skoleni a zkuSenosti pii vybéru a umisténi implantatd. Je také
d Y za rozhodnuti, zda impl. y po operaci ponechat nebo je opét odstranit.

Panentovn je nutno podrobné vysvétlit rizika zakroku a poutziti implantatu, véetné eventudlnich nezbytnych revizi.

Osetfujici lékai by mél s pacientem diikladné probrat vysledek operace otekavany pii pouziti tohoto implantétu, zejména pokud jde

o0 mozné fyzikalni omezeni implantatu. Pooperacni droven aktivity ovliviiuje Zivotnost implantétu a trvanlivost implantétu v kosti. Pacient

proto musi byt upozornén na omezeni a nebezpedi pii kazdodennich cinnostech a na zvlastni pravidla chovani. Je tieba bezpodminecné

dodrzovat pifkazy o3etfujiciho Iékare. Zvlastni pozornost je tfeba vénovat pooperacni konzultaci a nutnosti pravidelnych Iékaiskych kontrol.

Spravny vybér a umisténi implantétu musi byt zajistény, resp. ovéfeny prostrednictvim predoperacniho, intraoperacniho a pooperacniho

poutiti vhodnych diagnostickych postupd. Dirazné doporucujeme pouziti C-ramena.

Chyby pfi vybéru implantétu mohou vést k predcasnému klinickému selhani implantétu. Je nutno peclivé stanovit pocet segmentd, které je

tieba opatfit. Lidskd kost svym tvarem a charakterem omezuje velikost a odolnost implantatu.

S vyrobkem se musi zachdzet opatrné a musi byt peclivé skladovén. Poskozeni nebo Skrdbance na implantdtu mohou vyrazné ovlivnit

pevnost vyrobku a jeho odolnost proti Ginave.

This document is valid only on the date printed. If unsure of the print date, re-print to ensure use of the latest version of the IFU. The onus resides with
the user to ensure that the most up-to-date IFU is used.

53 2023-03-21



= Pokud byl implantat uz jednou pouzit, nesmi se znovu poutit. | kdyz se zdé, ze je implantat neposkozeny, mohla predchou zatézovani vést
k nepravidelnostem, které zkracuji Zivotnost implantatu. PouZivat se smi vyhradné nové a 3k aty. Pouzité implantaty
aimplantaty s moznym poskozenim se musi zlikvidovat.

= Pacient by mél byt poucen, aby svého oSetujiciho |ékafe neprodlené informoval o neobvyklych zméndch v operacni oblasti. Pacient by
mél byt sledovén, jestlize byla zpozorovdna zména v instrumentované oblasti. O3etfujici Iékai by mél vyhodnotit mozné Klinické selhani
implanttu a probrat s pacientem potfebnd opatieni, ktera pfispéji k dalsimu hojeni.

MOZNE KOMPLIKACE

V mnoha piipadech jsou mozné komplikace zpisobeny spiSe aplikaci nez implantétem:

= Obecnd operacnirizika a komplikace

= Poruchy hojeni ran

= Infekce

= Plicni komplikace

= Kardiovaskularni komplikace, napf. ztréta krve, trombdza, embolie, porucha srézlivosti

= GastrointestindIni komplikace, napf. gastritida, ileus, vied

= Neurologické komplikace, napf. léze michy nebo nervového koiene s pfechodnymi nebo trvalymi senzorickymi a/nebo motorickymi
postizenimi (poruchy mocového méchyre a poruchy rekta, poruchy sexudlni funkce)

= Rizika spojend s anestezii, s transfizi krve, poskozeni zptisobené polohovanim

= Intraoperacni poranéni cév, parenchymatézni krvaceni, mozkova mrtvice, krvceni do mozku s potencidInimi Zivot ohrozujicimi nasledky

= Poranéni sousednich organ patefe, jako jsou kréni, hrudni a bfisni organy podle operované oblasti

= Absence kostni fize a nutnost obnovit stabilizaci

= QOdstranéni implantatu nebo obnoveni stabilizace z diivodu uvolnéni implantétu, jeho dislokace a/nebo selhani implantatu

= Lokalni nebo systémové reakce v disledku nekompatibility materidlu

= Nedostatecné zlep3eni potizi

Tyto mozné komplikace mohou mit za nasledek dalsi operacni zakroky.

POUZITI ORIGINALNICH VYROBK{

Implantéty a nastroje jsou vyvijeny a vyrabény pro spoletné pouziti. V diisledku poutiti vyrobkil jinjch vyrobci spolecné s vjrobky spolecnosti
ulrich medical miize dojit k nepfedvidatelnym rizikiim a/nebo kontaminaci materidlu; nebo se implantét a nastroj k sobé nehodi, ¢imz jsou
ohroZeni pacient, uzivatel nebo tfeti osoby.

Kombinace implantat( je mozna vyhradné s komponentami implantétu tohoto systému, pokud neni v pokynech k pouZiti uvedeno jinak.

K manipulaci s implantaty se smi pouzivat vyhradné originalni nastroje implantacniho systému urcené k tomu Gcelu. Pfipadné je na zvlastni
pokyny k manipulaci upozornéno v piibalovém letaku pfislusného néstroje. Musi se pouzivat vyhradné origindIni implantéty.

CISTEN, DEZINFEKCE A STERILIZACE

A Vieobecné informace

Ohledné cisténi, dezinfekce a sterilizace nesterilnich implantatd a nastroji odkazujeme na: UH 1100 ,Prirucka pro zpracovani implantatd
a ndstrojd”.

U jednotlivych néstroj, které jsou v systémové operaéni technice odpovidajicim zpiisobem oznacené (A\), odkazujeme na,Névod k montazi
a demontaZi se specialnimi pokyny k cisténi”.

Ty si mzete kdykoli bezplatné stahnout na adrese: www.ifu.ulrichmedical.com

Zakladni zasady

Implantéty se expeduji nesterilni a musi se pred aplikaci ocistit, vydezinfikovat a sterilizovat (Citéni a dezinfekce po odstranéni prepravniho
ochranného obalu a sterilizace po baleni). Implantaty, které jiz byly v kontaktu s pacientem nebo byly znecistény, se za Zadnych okolnosti
nesmi znovu pouZit, ale musi se zlikvidovat.

Predbézné zpracovani

Ocistéte/vydezinfikujte implantaty, kterych jste se dotkli, potom je opét roztfidte do ukladaciho kose pro implantéty a pak kompletné osazeny
ukladaci kos pro implantaty sterilizujte. Implantaty, ukladaci kose pro implantaty a sterilizacni kontejnery nikdy necistéte kovovymi kartaci ani
ocelovymi dréténkami. Na implantaty se v zddném piipadé nesmi pouzivat oleje ani tuky. Navic dodrZujte prévni pfedpisy platné ve vasi zemi
a hygienické predpisy |ékafské praxe resp. nemocnice.

(isténi a dezinfekce

Pokud je to mozné, pro Cisténi a dezinfekci implantatd by se mél pouzit strojni postup (dezinfektor). Manudini postup — i pfi pouZiti
ultrazvukové 1dzné — by se mél z divodu vyrazné nizsi ucinnosti pouzivat jen v piipadé nedostupnosti strojniho postupu. Pro ¢isténi/dezinfekci
se musi implantaty vyjmout ze sterilizacnich kosi.

This document is valid only on the date printed. If unsure of the print date, re-print to ensure use of the latest version of the IFU. The onus resides with
the user to ensure that the most up-to-date IFU is used.
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Rucni Gisténi/dezinfekce

Pfi vybéru pouzivanych Cisticich a dezinfekénich prostiedkil je tieba dbét na to:

= aby byly primamé vhodné pro isténi resp. dezinfekci implantatd,

= aby distici prostiedek — pokud ho Ize pouzit — byl vhodny pro ultrazvukové ¢isténi implantatd (bez tvofeni pény),

= aby byl pouZit dezinfekéni prostiedek s provéienou Gcinnosti (napf. s povolenim od VAH/DGHM nebo FDA pfip. oznacenim CE) a aby tento
prostiedek byl kompatibilni s pouzitym cisticim prostfedkem, a

= aby poutité chemikélie byly kompatibilni s implantaty (viz kapitola,Odolnost materialu“),

= aby, je-li to mozné, nebyly pouzivany kombinované cistici/dezinfekcni prostredky.

Strojni ¢isténi/dezinfekce

Pri vybéru dezinfektoru je tieba dbat na to,

aby mél dezinfektor provéfenou tcinnost (napf. povoleni od VAH/DGHM nebo FDA pfip. oznaceni CE podle DIN EN IS0 15883),

aby se podle moznosti pouzival provéieny program pro tepelnou dezinfekci (hodnota A0 >3000, alternativné u starich zafizeni min.

10 minut pfi 93 °C) (v pripadé chemické dezinfekce hrozi nebezpeci, Ze na implantétech ulpi zbytky dezinfekéniho prostredku),

aby pouzity program byl vhodny pro implantéty a obsahoval dostatecné cykly oplachovéni,

aby sek naslednému oplachovani pouZivala pouze sterilni voda nebo voda s nizkym poctem choroboplodnych zarodkii (max. 100 zérodkii/ml)

jakoz i voda s nizkym obsahem endotoxinu (max. 0,25 endotoxinovych jednotek/ml) (napi. Aqua purificata / Aqua purificata valde),

aby se vzduch poutity pro suseni filtroval, a

aby se pravidelné provadéla tidrzba a kontrola dezinfikatoru.

Pfi vybéru pouzitého systému cisticiho prostiedku je tfeba dbét na to,

= aby byl primérné vhodny pro cisténi implantét,

= aby — pokud se nepouzivé tepelnd dezinfekce — se navic pouzil vhodny dezinfekéni prostiedek s provéfenou tcinnosti (napt. povoleni od
VAH/DGHM nebo FDA piip. oznaceni CE) a aby tento prostfedek byl kompatibilni s pouzitym cisticim prostfedkem,

= ahy se bezpodminecné dodrzovaly koncentrace Cisticiho a popf. dezinfekéniho prostfedku uvedené vyrobcem.

Kontrola

Vsechny implantaty k lujte z hlediska poskozeni a znecisténi a posk é a znedisténé implantaty vyfadte.

Obal

Pouzivejte urceny ukladaci kos pro implantaty nebo vhodny sterilizacni obal (EN 150 11607 / EN 868-2f).

Sterilizace

= Postup bleskové sterilizace neni v Zddném pripadé povolen. Kromé toho nepouzivejte sterilizaci horkym vzduchem a sterilizaci zéfenim.

= VSechny implantéty, uklddaci kose pro implantéty a sterilizacni kontejnery se smi vystavovat pouze teplotam nizsim nez 141 °C!

= Po sterilizaci se implantéty musi skladovat ve sterilizacnim obalu, v suchém prostfedi bez prachu.

= Ke sterilizaci se musi pouzivat pouze nize uvedené sterilizacni postupy.

Sterilizace parou

Kvalifikovand dle normy DIN EN IS0 / ANSI AAMI 1S0 17665 (dosud: DIN EN 554 / ANSI AAMI1S0 11134) (platné uvedeni do provozu (1Q/0Q)

a hodnoceni funkéni charakteristiky (PQ) specifického produktu))

Prednostné postup odvzdusnéni pomoci frakcionovaného vakua, jako alternativa postup gravitacniho odvzdusnéni (s dostatecnym susenim

vyrobku)

Parni sterilizétor podle normy DIN EN 13060 pfip. DIN EN 285

Maximalni sterilizacni teplota 138 °C plus tolerance podle normy DIN EN SO /ANSI AAMI ISO 17665 (dosud: DIN EN 554 / ANSI AAMI

150 11134)

Doba sterilizace u postupu odvzdusnéni s pomoci frakcionovaného vakua: (doba expozice pfi sterilizacni teploté) miniméalné 4 min. pfi

132-134°C

Doba sterilizace u postupu s pomoci gravitacniho odvzdusnéni: doba piisobeni 4 min, teplota 132 °C

Odolnost materialu

P¥i vybéru Cisticich a dezinfekénich prostfedkii dbejte na to, aby neobsahovaly tyto slozky:

antikorozni slozky / inhibitory koroze (problematické jsou zejména triethanolaminy)

silnéjsi organické, minerélni a oxidacni kyseliny

nejsou pipustné silnéjsilouhy (pH >12 pro implantaty, pH >10,5 pro hlinikové ukladaci sito, doporuceny jsou neutralni pfip. slabé alkalické

Cistici prostredky)

rozpoustédla (napf. alkoholy, aceton), benziny

okyslicovadla

= amoniak

= chlér, jod

Opétovné pouziti

Implantéty se smi dostat do kontaktu s pacientem pouze jednou.
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Identifikace a vysledovatelnost
Implantaty jsou oznaceny katalogovym ¢islem a kodem SarZe na etiketé na obalu, a pokud je to technicky mozné, na samotném implantatu.
Pro zajisténi vysledovatelnosti se tyto tdaje musi na klinice naleZité zdokumentovat. U sterilné balenych implantatd jsou piilozeny piislusné
stitky pro dokumentai.

Likvidace poutzitych vyrobki

Pri likvidaci poutitych zd| ickych p

fedkd se fidte pfisl dnimi predpisy pro likvidaci nemocnicniho odpadu.

This document is valid only on the date printed. If unsure of the print date, re-print to ensure use of the latest version of the IFU. The onus resides with
the user to ensure that the most up-to-date IFU is used.

56 2023-03-21



	DEUTSCH
	ENGLISH
	FRANÇAIS
	ITALIANO
	ESPAÑOL
	PORTUGUÊS
	DANSK
	ΕΛΛΗΝΙΚΑ
	NEDERLANDS
	РУССКИЙ
	ČEŠTINA
	POLSKI
	SLOVENŠČINA
	SLOVENČINA

	datebox: 2023/03/21


