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SYSTEM: ADDplus™ anterior distraction device plus

LANGUAGE: | ENGLISH

The only version applicable to users in the U.S. is the version intended especially for the United States.

é 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 most current 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

The Anterior Distraction Device Plus (ADDplus) is an expandable vertebral body replacement with integrated plates for fixation to the spine
(C3-T3). It is used to bridge the intervertebral space which has developed during the resection of the vertebral body. The implant supports the
anterior spine until the requested spinal profile and the correct intervertebral height is restored.

INDICATIONS
Instabilities of different genesis, such as conditions after complete or incomplete corpectomy due to destruction of a vertebral body by tumor,
fracture or conditions after removal of the disk for degeneration.

CONTRAINDICATIONS

Patients with acute infection, whether superficial or deep

Patients with fever or leukocytosis

Patients with obesity

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 osteoporosis, osteopenia, osteomyelitis)

Pregnancy

SPECIAL WARNING AND APPLICATION INSTRUCTIONS

The ADDplus is inserted through the anterolateral cervical approach.

The vertebral body is resected including the neighboring disks.

The height adjusted after the in-situ expansion is secured by means of a locking screw.

Subsequently, the plates of the ADDplus are screwed to the neighboring vertebral bodies by means of cancellous bone screws (@ 4.0 mm)
or 0SMium screws.

Inadequate screw anchorage in the vertebral body can lead to instability and loosening of the implant.

The implant should be used in an anatomically correct position in compliance with currently valid standards for internal fixation.

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.
Are-contouring of the implant in the area of the plates, in particular, is not permitted. This may lead to damage or breakage of the implant.
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.

After the surgery, it is recommended to wear a neck brace.
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MATERIAL INFORMATION
The ADDplus™ 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 150 10993-1.

MR conditional

MRI information

ulrich medical ADDplus implants are classified as“MR conditional” according to ASTM standard F2503.

The “MR conditional” components were tested according to the ASTM standards: F2052; F2182; F2213 and F2119. A patient with a ADDplus
implant can undergo an MRI examination under the following conditions:

= 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 for normal operating mode for a scan time of 30 minutes

Note: In the experimental test, heating of a maximum of 5.0°C was measured at:

= 1.5Tand3.0T

= a15-minute scan time

= SAR2W/kg

Under these scan conditions, the risks to the patient during an examination are low. To minimize heating, the scan time should be as brief as
possible and the SAR should be kept as low as possible.

Artefacts: MR imaging in the area of the implants can be impaired by artefacts. In the experimental test, there were artefacts up to 30 mm
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 demonstrates reduced artefacts (< 11 mm).

The attending physician should conduct a careful risk/benefit assessment.

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.

A WARNINGS AND PRECAUTIONS

| ion should only be considered when all other treatment options have been carefully weighed and ruled out as a possible better
option. A successful implant itself will also be inferior to the healthy moving element(s) of the spine. On the other hand, an implant may
be beneficial for the patient by replacing one or more severely deformed or degenerated moving elements since this eliminates pain and a
good load bearing capacity can be achieved.

This product may only be used by a physician with experience in spinal surgery.

The treating physician is responsible for making the proper selection for the patient, and for acquiring the training and experience required
for implant selection and placement. This individual is also responsible for determining whether to leave the implant in 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 meet with the patient for a detailed discussion of the results that may be anticipated from the surgery,
particularly with regard to potential physical limitations of the implant. The degree of post-operative activity affects the life of the implant
and the stability of the implant in the bone. As such, the patient must be informed of the limitations and risks inherent in daily activities
and made aware of special guidelines for movement. The patient must absolutely follow the instructions given by the treating physician.
Special attention should be given to post-operative consultation and the need for regular medical monitoring.

Apply suitable diagnostic procedures both before, during and after surgery to ensure and monitor proper implant selection and placement.
The use of a C-arm is strongly recommended.
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Errors in implant selection could result in premature clinical implant failure. The number of segments to be treated has to be determined
accurately. The shape and composition of human bones limits the size and durability of the implant.

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 implant life. Only new, 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 if any change is detected in the implant area. The treating physician should assess
the potential for clinical implant failure due to such changes and meet with the patient to discuss the necessary measures to promote
continued healing.

The product must be handled and stored carefully. Damages or scratches on the implant can have a significant negative impact on the
product’s stability and resistance to fatigue.

Before use, carefully check the protective packaging for damage which could impair the sterility of the product.

POSSIBLE COMPLICATIONS

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

General risks and complications caused by the operation

Wound healing disorder

Infection

Lung complications

Cardiovascular complications, such as blood loss, thrombosi bolism, ¢ lopathy

Gastrointestinal complications, such as gastritis, ileus, ulcer

Neurological complications, such as spinal or root lesions with temporary or permanent sensory and/or motor restrictions (bladder and
colonic disorders, sexual dysfunctions)

Risk of narcosis, blood transfusion risks, postural 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 viscera, 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

Insufficient alleviation of complaint

These possible complications can require further operative interventions.

USE OF GENUINE PRODUCTS

Implants and instruments are developed and manufactured for common use. Unforeseeable risks and/or contamination of the materials may
result from using the products of other manufacturers with those from ulrich medical, or implants and instruments may not fit together so
that the patient, user or third party may be put at risk. The combination of implants is only possible with implant components of this system
unless otherwise stated in the application instructions. Only genuine instruments from the implant system which are exclusively designed for
the purpose may be used for handling the implants. Please refer to the special handling instructions on the packaging insert of the respective
instrument. Only genuine implants must be used.

CLEANING, DISINFECTION AND STERILIZATION

A General information

For the cleaning, disinfection and sterilization of unsterilized implants and instruments, we refer to UH 1100, Processing manual implants
and instruments". For individual instruments which are correspondingly marked in the system-related surgical technique (), we refer to
the, Assembly and disassembly instructions with special cleaning instructions”. You can download them any time free of charge at: www.ifu.
ulrichmedical.com

Basic principles

Unsterilized implants must be thoroughly cleaned, disinfected and sterilized before use (clean and disinfect after removing the transport
packaging and sterilize after packaging). Under no circumstances may implants which have already been in contact with a patient or have
become contaminated be used again; these must be discarded.

Pretreatment

Clean/disinfect implants which you have touched, return them to the implant storage tray and sterilize the implant storage tray when it is
fully loaded. Never use wire brushes or steel wool to clean any implants, implant storage trays or sterilization containers. Never apply oil and
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grease to implants. Please also follow the legal regulations which apply in your country as well as the hygiene regulations of the medical

practice or hospital concerned.

Cleaning and disinfection

Use a mechanical method (disinfector) to clean and disinfect the implants where possible. Because a manual method is considerably less

effective (even when using an ultrasound cleaning bath), it should only be used when a mechanical method is unavailable. To clean/disinfect,

the implants must be taken out of the sterilization tray.

Manual cleaning/disinfection

Please note the following when selecting the cleaning and disinfecting agents to be used:

= The cleaning/disinfecting agents used must be fundamentally suitable for cleaning and/or disinfecting the implants.

= |f applicable, the cleaning agent should be suitable for ultrasonic cleaning of the implants (no foam formation).

= Use a disinfecting agent that has been certified effective (e.g., VAH/DGHM-certified, FDA-approved or bearing the CE label). The disinfecting
agent used must also be compatible with the cleaning agent used.

= The chemicals used must be compatible with the implants (see “Material stability” section).

= Where possible, avoid using the cleanser and disinfectant in combination.

Cleaning/disinfection using a machine

When choosing a disinfector, make sure that:

= The effectiveness of the disinfector has been thoroughly checked (e.g. VAH/DGHM or FDA approval or CE mark in compliance with DIN EN
150 15883).

= A program for thermal disinfection which has been tested (AQ value > 3000 or for older devices at least 10 min. at 93°C (199.4°F)) is used
where possible (chemical disinfection involves the risk of disinfectant residues on the implants).

= The program used for the implants is suitable and contains a sufficient number of rinsing cycles.

= Only water which is sterile and free of germs (max. 10 germs/ml) and endotoxins (max. 0.25 endotoxin units/ml) is used for post-rinsing
(e.g. Aqua purificata/Aqua purificata valde).

= The air used for drying is filtered.

= The disinfector is regularly checked and maintained.

When choosing the cleaning system to be used, make sure that:

= The cleaning system is generally suitable for cleaning implants.

= Providing no thermal disinfection s used, a suitable disinfectant is used which has been checked for its effectiveness (e.g.VAH/DGHM or FDA
approval or CE mark) and that this is compatible with the cleaning agent used.

= The concentrations stipulated by the manufacturer of the cleaning agent and, if necessary, disinfectant are maintained.

Inspection

Inspect all implants for damage and ¢ ination and discard d. jand inated implants.

Packaging

Use the implant storage tray provided or a suitable sterilization packaging (EN 150 11607 / EN 868-2f).

Sterilization

= Flash sterilization is not permissible under any circumstances. Do not use hot-air sterilization or radiation sterilization procedures.

= Allimplants, implant storage trays or sterilization containers may only be exposed to temperatures less than 141°C (285.8°F).

= After sterilization, the implants must be stored in the sterilization packaging dry and free of dust.

= 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 gravitation procedure (with sufficient product drying)

Steam sterilizer according to DIN EN 13060 or DIN EN 285

Maximum sterilization temperature 138°C (280.4°F) plus tolerance as specified in DIN EN 150/ ANSI AAMI IS0 17665 (formerly: DIN EN 554/

ANSI AAMI IS0 11134)

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

134°C (269.6-273.2°F).

Duration of sterilization of the gravitation procedure: Treatment time 4 min. at temperature 132°C (269.6°F).

Material stability

When choosing the cleaning agent and disinfectant, make sure that they do not contain the following components:

= Anticorrosives/corrosion inhibitors (triethanolamines are particularly problematic)

= Strong organic, mineral and 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)
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= Solvents (such as alcohols and acetone) and gasoline

= Oxidizing agents

= Ammonia

= (hlorine and iodine

Reusability

Implants are only permitted to come into contact with one patient once.

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-packaged implants,
appropriate stickers for documentation are included.

Disposal of used products
Follow country-specific requlations regarding disposal of hospital waste when disposing of used medical devices.
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SYSTEM: ADDplus™ | anterior distraction device plus
IAZVK: CESkY
Jedina verze poutzitelna pro uZivatele v USA je verze urcena specialné pro Spojené staty.
é PRED KLINICKYM POUZITIM VENUJTE POZORNOST TEMTO NAVODU
K POUZITi A CHIRURGICKE TECHNICE SOUVISEJICi SE SYSTEMEM!

VSEOBECNE INFORMACE
Zajistéte prosim, Ze vidy pouzivéte a dodrzujete nejaktuainéjsi ndvod k pouZiti a chirurgickou techniku tohoto systému. Ty Ize kdykoliv zdarma
stahnout na strance: www.ifu.ulrichmedical.com.

ZAMYSLENE POUZITI

Anterior distraction device plus (ADDplus) je rozsifitelnd ndhrada téla obratle s integrovanymi destickami k fixaci k pétefi ((3-T3). Pouzivé se
k premosténi meziobratlového prostor, ktery se vytvofil béhem resekce téla obratle. Implantat podporuje predni pétef, dokud neni obnoven
pozadovany profil patefe a spravna vyska meziobratlového prostoru.

INDIKACE
Nestability riizného pivodu, jako jsou podminky po GpIné nebo netipiné korpektomii kvili destrukci téla obratle tumorem, fraktura nebo
podminky po odstranéni lové ploténky kvilli d i

KONTRAINDIKACE

Pacienti s akutni infekci, povrchovou, nebo hlubokou

Pacienti s horeckou nebo leukocytozou

Pacienti s obezitou

Pacienti s anamnézou alergie na material, ktefi maji tendenci reagovat na cizi télesa

Lékar musi provést peclivé zvazeni pred osetfenim pacientd, ktefi jsou ve vSeobecné nepfiznivém zdravotnim ¢i psychologickém stavu
a jejichz stav by se mohl procedurou zhorsit

Pacienti s neadekvatni kvalitou kosti nebo kvantitou (napf. zdvazn osteopordza, osteopenie, osteomyelitida)

Téhotenstvi

ZVLASTNI VAROVANI A NAVOD K POUZITI

= ADDplus se zavadi anterolateralnim pfistupem ke kréni pétefi.

Télo obratle je resektovéno vcetné sousednich meziobratlovych plotének.

Vyska upravend po rozsifeni in situ je zajisténa pomoci pojistného Sroubu.

Nasledné jsou desticky ADDplus pfisroubovany k sousednim télim obratli pomoci spongidznich kostnich Sroubii (@ 4,0 mm) nebo Sroubii
osmium.

Nedostatecné ukotveni Srouby v téle obratle miize vést k nestabilité a uvolnéni implantétu.

Implantat musi byt pouzit v anatomicky spravné poloze v souladu s aktualné platnymi standardy vnitini fixace.

Selhani implantatu je mozné dokonce i po ispésné fizi. Implantat nedokéze odolat fyziologickym a biomechanickym silam po del3i obdobi,
pokud kosti tspésné nefiizuji. Prodlouzend féze hojeni, nedspésnd fiize kosti nebo nésledna resorpce kosti nebo trauma mohou vytvorit
piilisné namahani implantatu, které mize naopak vést k uvolnéni, deformaci, prasklindm i rozbiti implantatu.

Pouzity implantat slouzi k rekonstrukci defektd hmoty v misté operace béhem maximainé 2letého lé¢ebného procesu. Po fizi v misté
operace je implantat pevné ukotven v kosti. Implantét proto neni urcen k odstranéni, pokud se nevyskytnou komplikace, selhani implantatu
nebo zpozdéné faze hojeni (zadna fize béhem 2 let), kterd vyZaduje odstranéni implantatu. Rozhodnuti o tom by v3ak mélo byt ucinéno az
poté, co odborny lékar peclivé zvazi riziko v porovnani s prinosem.

Pietvarovévani implantatu zejména v oblasti desticek neni povoleno. To miiZe vést k poskozeni nebo prasknuti implantatu.

Po chirurgickém zakroku se doporucuje nosit kréni limec.
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INFORMACE O MATERIALU
= Implantaty ADDplus jsou zhotoveny z titanové slitiny podle norem ISO 5832-3 a ASTM F136. Podle normy EN 150 10993-1 jsou vyrobky
v zamysleném tcelu poutiti biokompatibilni, odoIné proti korozi a nejsou toxické.

MR podminéné

Informace ohledné MR

Implantéty ulrich medical ADDplus jsou klasifikovany jako,MR podminéné” podle normy ASTM F2503.

Soucasti,MR podminéné” byly testovany podle norem ASTM: F2052; F2182; F2213 a F2119. Pacient s implantdtem ADDp/us miize podstoupit
vysetteni MR za nésledujicich podminek:

= silypole1,5Ta3,0T,

= nejvyssi gradient pole 30 T/m (3 000 G/cm) nebo mens,

= maximalni specifickd absorpcni rychlost (SAR) 2 W/kg pro bézny provozni rezim pro dobu skenovani 30 minut.

Poznamka: pfi experimentalnim zkouseni bylo naméfeno maximum 5,0 °C pii:

= 15Ta3,07,

= dobé skenovani 15 minut,

= SAR2W/kg.

Za téchto podminek skenovani jsou rizika pro pacienta béhem vysetieni nizka. K minimalizaci zahfivéni by méla byt doba skenovani
co nejkratsi a SAR musi byt udrzovana co nejnizsi.

Artefakty: Zobrazovani MR v oblasti implantatu miiZe byt naruseno artefakty. V experimentalnim testu byly artefakty do 30 mm radialné
kolem implantatu.

Skeny byly provadény s nasledujicimi parametry:

Sekvence FFE: TR 100 ms, TE 15 ms, Ghel sklonu 30°

Sekvence SE: TR 500 ms, TE 20 ms, tihel sklonu 70°

Sekvence SE vykazuje omezené artefakty (< 11 mm).

O3ettujici lékat by mél provést peclivé zhodnoceni rizika versus prospéchu.

Baleni a skladovani
Vyrobek se dodava nesterilni a pred prvnim pouzmm se musi zpracovat. Pfed pouzitim systému by se viechny komponenty mely pecllve zkon-
trolovat z hlediska tplnosti, p ianed 0. Poskozené komp y se nesmi pouit. V pipadé skladovani v dnych p kéch

mohou nstroje korodovat. Aby se tomu zabrénilo, musi byt skladovény na suchém misté a chranéné pred prachem. Aby se na nastrojich
netvorila vihkost (kondenzat), je tfeba zabranit vétsim vykyviim teploty. Chemikalie mohou v pfimém kontaktu znicit kov nebo mohou uvol-
fovat vypary, které maji korozivni ticinek. Nastroje se proto nesmi skladovat spolu s chemikéliemi. Pro skladovani implantatii a nastrojti se
musi pouzivat ukladaci sitové kose, které patii k systému.

A VAROVANI A BEZPECNOSTNI OPATRENT

Implantace by mély byt zvazovény pouze tehdy, kdyz byly peclivé zvazeny a vylouceny jako mozna lepsi volba vechny ostatni moznosti lé¢-
by. Sam spésny implantat miize byt horsi nez zdravy(-€) pohyblivy(-€) prvek(-ky) patefe. Na druhou stranu miize byt implantét prospésny
pro pacienta vyménou jednoho nebo vice zévazné def ych nebo zd ych pohyblivych prvkd, jelikoz eliminuje bolest a lze
dosahnout dobré nosnosti.

Tento produkt miize byt pouzivan pouze lékaiem se zkusenostmi v oblasti spondylochirurgie.

O3etfujici lékaf je odpovédny za provedeni fadného vybéru pro pacienta a za ziskani Skoleni a zkuenosti pozadovanych k vybéru a umisténi
implantétu. Tato osoba je rovnéz zodpovédna za urceni, zda implantét pfi nasledujicim chirurgickém zékroku ponechd, nebo jej vyjme.
Pacientovi je nutno podrobné vysvétlit rizika zékroku a pouZiti implantétu, vetné eventuélnich nezbytnych revizi.

O3etfujici Iékar by se mél setkat s pacientem pii podrobné diskuzi o vysledcich, které Ize od chirurgického zékroku ocekévat, obzvlasté s
ohledem na potencidlni fyzickd omezeni implantétu. Stupen pooperacni aktivity ovliviiuje Zivotnost implantatu a stabilitu implantatu v
kosti. Jako takovy musi byt pacient informovan o omezenich a rizicich inherentnich v kazdodennich innostech a uvédomen o zvlastnich
pokynech pro pohyb. Pacient musi zcela dodrzovat pokyny poskytnuté osetfujicim Iékarem. Zvlastni pozornost musi byt vénovana poope-
racni konzultaci a pottebé pravidelného |ékafského sledovani.

Aplikujte vhodné diagnostické postupy pred, béhem a po chirurgickém zakroku k zajisténi a monitorovani fadného vybéru a umisténi imp-
lantatu. Velmi se doporucuje poufiti C ramene.

Diisledkem chyb pfi vyjbéru implantétu miize byt piedcasné klinické selhaniimplantatu. Pocet segmentd, které maji byt o3etfeny, musi byt
piresné urcen. Tvar a slozeni lidskych kosti omezuje velikost a odoInost implantatu.
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Poté, co byl implantét jednou pouzit, jiz nesmi byt znovu pouzit. Dokonce i kdyz se implantat jevi neposkozeny, predchozi namaha miize
mit za nasledek nepravidelnosti, které mohou zkrtit Zivotnost implantétu. Lze pouzivat pouze nové neposkozené implantaty. Pouzité nebo
potencialné poskozené implantaty musi byt zlikvidovany.

Pacient musi byt instruovan, aby okamzité informoval svého osetiujiciho Iékare o jakychkoli neobvyklych zméndch v oblasti, kde byl pro-
veden chirurgicky zakrok. Pacient musi byt monitorovan, pokud je odhalena jakakoli zména v oblasti implantatu. O3etfujici Iékaf musi
zhodnotit potencial klinického selhani implantatu kvili takovym zménam a setkat se s pacientem, aby prodiskutoval nezbytna opatfeni
k podpore pokracujiciho hojeni.

S produktem musi byt manipulovano a musi byt uchovavan opatrné. Poskozeni nebo Skrabance na implantatu mohou mit vyznamny nega-
tivni dopad na stabilitu produktu a jeho odolnost viii inavé.

Pred poutzitim opatrné zkontrolujte ochranné baleni ohledné poskozeni, které by mohlo narusit sterilitu produktu.

MOZNE KOMPLIKACE

V mnoha piipadech jsou potencialni komplikace pravdépodobnéji zptisobeny aplikaci, spise nez implantatem:

vSeobecnd rizika a komplikace zplisobené operaci,

porucha hojeni rany,

infekce,

plicni komplikace,

kardiovaskulédmi komplikace, jako jsou ztrata krve, trombéza, embolie, koagulopatie,

gastrointestindIni komplikace, jako jsou gastritida, ileus, vied,

neurologické komplikace, jako jsou spindIni nebo Iéze nervového kofene s docasnymi nebo trvalymi smyslovymi a/nebo omezeni pohybu
(poruchy funkce mocového méchyie a tlustého stfeva, sexualni dysfunkce),

riziko narkézy, rizika krevni transfuze, posturéIni poskozeni,

intraoperacni poranéni krevnich cév, masivni krvéceni, cévni mozkova pfihoda, mozkové krvaceni s potencidlnimi Zivot ohrozujicimi nés-
ledky,

zranéni organd sousedicich s patefi, jako jsou kréni orgény, hrudni a bifisni organy v zévislosti na operované oblasti,

selhani kostni fiize a potfeba opétovné stabilizace,

vyjmuti nebo opétovna stabilizace implantétu kviili uvolnéni, dislokaci a/nebo selhani implantatu,

mistni nebo systémové reakce kviili nesnasenlivost materialu,

nedostatecné zmirnéni potizi.

Tyto mozné komplikace mohou vyZadovat dal3i operativni zasahy.

POUZITi PRAVYCH PRODUKT{

Implantéty a néstroje jsou vyvijeny a vyrabény pro bézné uZiti. Nepfedvidatelnd rizika a/nebo kontaminace materiali mohou byt v diisledku
pouzivani produkti jinych vyrobc s produkty spolecnosti ulrich medical nebo se implantaty a nastroje k sobé nemusi hodit, takze mohou byt
pacient, uZivatel nebo treti strana ohrozeni. Kombinace implantatii je mozné pouze s implantacnimi soucastmi tohoto systému, pokud neni
uvedeno jinak v ndvodu k poutziti. Pouze pravé nastroje z implantacniho systému, které jsou vylucné navrzeny k tomuto tcelu, mohou byt
ziva aty. Viz prosim zvl&stni pokyny pro manipulaci vlozené v obalu pfislusného néstroje. Smi byt pouzivény

p pro ipulaci s i
pouze pravé implantaty.

CISTEN, DEZINFEKCE A STERILIZACE

Vseobecné informace
K cisténi, dezinfekci a sterilizaci nesterilizovanych implantatd a nastrojii odkazujeme na ,Zpracovani manudlnich implantétti a néstroji”
UH 1100. Pro individualni nastroje, které jsou odpovidajicim zpiisobem oznaceny v chirurgické technice souvisejici se systémem () odkazujeme
na,Pokyny k montaZi a demontazi s pokyny ke zvlaStnimu ciSténi”. MiiZete si je kdykoliv zdarma stdhnout na strénce: www.ifu.ulrichmedical.
com.
Zakladni principy

Nesterilizované implantéty musi byt pred pouzitim dikladné vycistény, vydezinfikovany a sterilizovény (Cisténi a dezinfekce po vyjmuti
zprepravniho obalu a sterilizace po baleni). Za zadnych okolnosti nesmi byt znovu pouzity implantaty, které jiz byly ve styku s pacientem nebo
byly kontaminovany. Ty musi byt zlikvid

Pied oSetienim

(Cisté/dezinfikované implantaty, kteryich jste se dotkli, vratte na skladovaci podnos na implantaty a sterilizujte skladovaci podnos na implantat,
kdyz je pIné nalozen. Nikdy nepouZivejte dréténé kartace ¢i draténky k cisténi jakychkoli implantatd, skladovacich podnosii na implantaty ¢i
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sterilizacnich nadob. Nikdy na implantaty nepouZivejte olej a mazadla. Rovnéz prosim dodrzujte pravni predpisy, které se vztahuiji ve vasi zemi,

i hygienické predpisy pfislusné Iékafské praxe nebo nemocnice.

Cisténi a dezinfekce

Pouzijte mechanickou metodu (dezinfektor) k ¢isténi a dezinfikovani implantétd, kde je to mozné. ProtoZe je rucni metoda zavaznéji méné

efektivni (dokonce i kdyZ pouZivéte ultrazvukovou Cistici lazer), méla by byt pouzivdna pouze tehdy, kdyz neni mechanickd metoda k dispozici.

K cisténi/dezinfikovani musi byt implantaty vzaty ze sterilizacniho podnosu.

Manualni ciSténi/dezinfekce

= VSimnéte si prosim nasledujiciho pfi vybéru Cisticich a dezinfekénich prostiedkd, které maji byt pouzity:

= Pouzivané istici/dezinfekcni prostfedky musi byt zésadné vhodné k cisténi a/nebo dezinfikovani implantatii.

= Pokud se vztahuje, Cistici prostredek musi byt vhodny k ultrazvukovému cisténi implantatd (Zadné tvofeni pény).

= Poutijte dezinfekcni prostiedek, ktery byl certifikovan jako efektivni (napf. certifikovany VAH/DGHM, schvaleny FDA nebo nesouci stitek CE).
Poutity dezinfekéni prostfedek musi byt rovnéz kompatibilni s pouzitym Cisticim prostiedkem.

= Pouzité chemikalie musi byt kompatibilni s implantéty (viz cast,, Stabilita materidlu”).

= Kde je to mozné, vyhnéte se pouzivani kombinace Cistice a dezinfekéniho prostredku.

(isténi/dezinfekce pomodi stroje

Pfi volbé dezinfektoru zajistéte nésledujici:

Efektivita dezinfektoru byla diikladné zkontrolovana (napf schvaleni VAH/DGHM nebo FDA nebo znacka CE v souladu s normou DIN EN IS0

15883).

Program pro teplotni dezinfekci, ktery byl testovan (hodnota A0 > 3 000 nebo pro starsi zafizeni alespofi 10 min. pii 93 °C (199,4 °F)),

se pouziva, kde je to mozné (chemickd dezinfekce zahrnuje riziko zbytki dezinfekéniho prostiedku na implantatech).

Program pouzity pro implantaty je vhodny a obsahuje dostatecny pocet cyklii oplachovani.

K naslednému oplachovani se pouZivé pouze voda, kterd je sterilni a bez bakterii (max. 10 bakterii/ml) a endotoxinii (max. 0,25 jednotek

endotoxind/ml), (napf. Aqua purificata / Aqua purificata valde).

Vzduch pouZivany pro suseni je filtrovany.

Dezinfektor se pravidelné kontroluje a udrzuje.

Pfi vybéru Cisticiho systému, ktery bude pouzivan, zajistéte nasledujici:

= (istici systém je obecné vhodny k &isténi implantatd.

= 7a piedpokladu, Ze se nepouZije zadna tepelnd dezinfekce, pouzije se vhodny dezinfekéni prostiedek, ktery byl zkontrolovén ohledné své
Gicinnosti (napf. schvaleni VAH/DGHM nebo FDA nebo znacka CE) a je kompatibilni s pouZitym cisticim prostfedkem.

= Dodrzuji se koncentrace Cisticiho prostiedku, piip. dezinfekcniho prostiedku stanovené vyrobcem.

Kontrola

Zkontrolujte vsechny implantaty ohledné poskozenia k inace a

Baleni

PouZijte poskytnuty skladovaci podnos na implantaty nebo vhodné sterilizacni baleni (EN 150 11607 / EN 868-2f).

Sterilizace

= Bleskova sterilizace neni za zadnych okolnosti povolena. NepouZivejte postupy sterilizace horkym vzduchem nebo sterilizace radiaci.

= \Sechny implantéty, skladovaci podnosy na implantaty nebo sterilizacni nadoby mohou byt vystaveny pouze teplotam nizsim nez 141 °C (285,8 °F).

= Po sterilizaci musi byt implantaty skladovény ve sterilizacnim baleni v suchu a bez prachu.

= Ke sterilizaci smi byt pouzity pouze nasledujici zplisoby sterilizace.

Sterilizace parou

Ovérena podle normy DIN EN ISO/ANSI AAMI SO 17665 (dfive: DIN EN 554/ ANSI AAMI IS0 11134) (platné uvedeni do provozu (1Q/0Q)

a hodnoceni vykonnosti specifické pro produkt (PQ))

Preferencné frakéni vakuovy postup nebo gravitacni postup (s dostatecnym susenim produktu)

Parni sterilizétor podle normy DIN EN 13060 nebo DIN EN 285

Maximalni teplota sterilizace 138 °C (280,4 °F) plus tolerance, jak je specifikovana v normé DIN EN 1SO / ANSI AAMI 1SO 17665

(dfive DIN EN 554 / ANSI AAMI IS0 11134)

Trvéni sterilizace frakéniho vakuového postupu: (doba oSetieni pii sterilizacni teploté) alespoii 4 min. pfi 132-134 °C (269,6-273,2 °F)

Trvéni sterilizace gravitacniho postupu: doba o3etieni 4 min. pfi teploté 132 °C (269,6 °F)

Stabilita materialu

Pi vybéru Cisticiho a dezinfekéniho prostiedku zajistéte aby neobsahovaly nsledujici soucasti:

= Antikorosiva / inhibitory koroze (problematické jsou zejména triethanolaminy)

= Silné organické, minerdlni a oxidacni kyseliny

= Silnéjsi zésady (pro implantaty neni povoleno pH > 12, pH > 10,5 neni povoleno pro hlinikové podnosy, doporucuji se neutralni nebo slabé
zasadité Cistici prostredky)

= Rozpoustédla (jako jsou alkoholy a aceton) a benzin

jte akont r y.
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= Oxidacni cinidla

= (pavek

= (Chlérajod

Opakovana pouZitelnost

Implantéty smi pfijit do styku s pacientem pouze jednou.

Identifikace a vysledovatelnost

implantéty jsou oznaceny katalogovym cislem a kddem Sarze na etiketé na obalu, a pokud je to technicky mozné, na samotném implantétu.
Pro zajisténi vysledovatelnosti se tyto idaje musi na klinice naleZité zdokumentovat. U sterilné balenych implantatdi jsou pfilozeny prislusné
stitky pro dokumentaci.

Likvidace pouzitych vyrobki
pii likvidaci pouzitych zdravotnickych prostiedki se fidte prislusnymi narodnimi predpisy pro likvidaci nemocnicniho odpadu.
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