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SYSTEM: neon’ ™ universal OCT spinal stabilization

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, warnings and precautionary measures
may have severe consequences or result in patient injury.

Take into careful consuleratlon all product materials before clinical use.

The required product Is prepared as overall doc ion of the system are: system related
instructions for use, surgical technique and, if applicable, suppl ly and di bl
instructions as well as “P g manual implants and i " UH 1100.

1 Intended use
The occipitocervical system neon® aids the surgical stabilization, fixation and correction of malpositions of the human cervical spine, if necessary including
the occipitocervical transition and the cervicothoracic transition.

2 Product description

The neon® system consists of screws, rods, locking screws, crosslinks, offset connectors, pedicle and lamina hooks and cable connectors. The screws can
be polyaxial, pre-angled, and designed as long-shaft screws or fixed-angle pedicle screws, and they are available in various diameters and lengths. All
of the screw versions can be combined freely and used to some extent with the same instruments. Moreover, the pedicle screws can be cannulated or not
cannulated. Cannulated screws can be placed via a guide wire. Cannulated pedicle screws with a perforation on the screw tip facilitate cement augmentation.
The neon’ rods have a diameter of 4.0 mm, they are straight or curved, are straight or pre-curved and available in various lengths. The system can be
universally attached to the occiput using various anchoring comp To compl thei ion, it is possible to use various sizes and versions
of crosslinks, offset connectors and hooks. The neon® system is intended for bilateral instrumentation and, if required, it can be used in conjunction with
Brainlab Navigation.

3 Indications

Occipitocervical, cervical or cervicothoracic, monosegmental or multisegmental instabilities of rheumatic, traumatic, neoplastic, congenital and
iatrogenic origin

Degenerative diseases

4 Contraindications

Existing substance defects of the anterior spine without additional anterior support
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
= (ement leaks following augmentation with cement
= Degenerative spondylolisthesis due to exclusive tumor management with lateral mass screws
= Adjacent segment degeneration
These possible complications may lead to further surgical interventions (implant removal or stabilization renewal).
Other complications which may be caused by the surgical procedure itself and independent of the implant are:
General surgical risks and complications
Anesthesia and blood transfusion risks as well as positioning damage
Lung complications
Infection
Wound healing disorders
Cardiovascular complications, such as blood loss, thrombosis, embolism, coagulopathy
Gastrointestinal complications, such as gastritis, ileus, ulcer
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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

Warnings and precautions

General

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

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

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

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

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

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

Connecting ulrich medical implants to implant components of other manufacturers is not permitted. The neon’ system can be combined with
the thoracolumbar uCentum system. The precise handling can be found in the neon® surgical technique WS 3901, which is also available at:
www.ifu.ulrichmedical.com. A combination with other internal fixators from ulrich medical within an instrumentation is not permitted.

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

6.2 Preoperative

In the following cases, implantation with neon® should only occur following careful consideration by a medical specialist:
1. Patients with a generally unfavorable medical or psychological state, who could be made worse by the procedure
2. Pregnancy
3. Patients with obesity (according to WHO — World Health Organization) due to the increased likelihood of implant failure
4. Smokers (increased rate of pseudoarthrosis)

ion 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, animplant 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 made aware of special guidelines for movement.
Smoking can inhibit fusion and may predispose to an increased rate of pseudoarthrosis. Patients should be informed about the possible negative effects
of smoking on the success of a fusion procedure. The treating physician must assess whether the patient can understand and follow such instructions.
Special attention should be given to postoperative 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

The following instruments are for single use only: (S 3922-410 and -530 trocar tipped drill wire, @ 1.5 mm, length 410 mm and 530 mm; €S 3962-01
adapter for injection.

neon’ may only be used for a bilateral instrumentation.

The rods must only be bent using the bending instruments provided in the system for this purpose. It is not permitted to bend backwards and/or
repeatedly contour straight rods or to bend pre-curved rods.

After the implant has been in contact with a patient, has been soiled or used, it must not be reused and must be discarded. Even if the exterior of the
implant appears unchanged, prior stress may have caused damage that can lead to implant failure.

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 inserted implant aids the internal fixation and stabilization of the surgical site over a maximum two-year healing process. Once the spine has fused,
the implants no longer have a functional purpose. An explantation is generally possible, but should only be performed after a meticulous risk to benefit
assessment by a medical specialist.
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= Ifthe implantis not removed after fulfilling its intended use or after a delayed healing phase (no fusion within two years), one or several of the following
complications may occur:

. Corrosion, with local tissue inflammation or pain

. Implant migration, possibly leading to injuries

. Risk of additional injuries, caused by post-surgical trauma

. Distortion, loosening or breakages that make 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

. Potentially unknown or unexpected long-term effects.

Both bone resorption and trauma can place undue stress on the implant following implantation, which, in turn, could lead to implant failure.

Appropriate postoperative follow-up care should be provided following removal of the implant to prevent fractures, refractures 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. Animplant card should be given to the patient.

~No v s W

=3

7 Recommended application
Further description of the neon® 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 neon® implants are manufactured from a titanium alloy according to 150 5832-3 and ASTM F136.

Manufactured from cobalt chrome according to IS0 5832-12 and ASTM F1537 pared to the ab ioned titanium alloy, this
cobalt chrome has a tensile strength of 136% and a yield strength of 104%):

= (53911-240 rod, cobalt chrome, @ 4.0 mm, length 240 mm

= (53911-400 rod, cobalt chrome, @ 4.0 mm, length 400 mm

Manufactured from pure titanium according to 1S0 5832-2 and ASTM F67 pared to the abov ioned titanium alloy, this pure
titanium has a tensile strength of 40% and a yield strength of 35%):

= (53912-240 0C rod, pure titanium, @ 4.0 mm, length 240 mm

= (53913-05 occiput plate, lateral, with rod

= (53913-06 occiput plate, midline, 47 mm, for OC rod

= (53913-07 occiput plate, midline, 57 mm, for OC rod

= (53913-08 occiput plate, midline, 47 mm, for rod, @ 4.0 mm

= (53913-09 occiput plate, midline, 57 mm, for rod, @ 4.0 mm

The devices are biocompatible, corrosion-resistant and non-toxic in the intended use as per EN 1S0 10993-1. They enable largely interference-free X-ray
and computed tomography.

9 MRl Information @

ulrich medical neon’ 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 neon® 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

for 3.0T: 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 2 W/kg
according to the calorimetric measurement.

These scan conditions allow low-risk examination of patients. To minimize heating, the scan duration should be kept as short as possible and the SAR as low
as possible. Heating can be reduced by having breaks between the individual scans or by lowering the SAR.

Artifacts: MR imaging in the area of the implants can be impaired by artifacts. Under experimental conditions, artifacts up to 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°

= SEsequence: 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.
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10 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.

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
Implants, instruments, storage components and packaging should be disposed of in the hospital’s disposal system in accordance with the following waste
codes:

Item type State Waste code*
Sterile implants Expired / damaged packaging 180101**,180104
Implants Explant Delivery to the patient (section 953 BGB)
or 180101**, 180103, 180104

Implants After patient contact 180101**, 180103, 180104
Implants, instruments, storage components Damaged 180101**, 180103, 180104
Implants, reusable instruments, Wear and use-related damage according to 180101**, 180103, 180104
storage components UH 1100 taking into account the currently

valid version
Single-use instruments After use 180101**, 180103, 180104
Packaging After use 150101, 150102

*Waste codes according to the currently valid European List of Waste

** Important: Risk of injury and infection!

The European List of Waste forms the basis for the disposal of medical waste in the European Union. If applicable, states and municipalities issue their own
waste regulations, which must be observed. Outside of the European Union, the appropriate country-specific requlations regarding the disposal of medical
waste should be observed.

13 Cleaning, disinfection and sterilization

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 were 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

(atalogue number
Date of manufacture Non-sterile Caution Medical Device

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

Batch code Quantity u Manufacturer

CE mark with identification number of the notified body

Consult assembly and disassembly instructions with special

Consult electronic instructions for use cleaning instructions

i E MR Conditional — A product which does not demonstrate any deliberate hazards in the specific MRI Donot re-use

environment

Do not use if package is gﬂ Consult instructions "Click" sound when Move back and forth

damaged for use engaged several times

Brush Rinse Visual inspection Inst.rument
maintenance
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SYSTEM: neon*® universal OCT spinal stabilization
COUNTRY: USA
BEFORE CLINICAL USE, TAKE NOTE OF THESE INSTRUCTIONS FOR USE AND THE SYSTEM-
RELATED SURGICAL TECHNIQUE AVAILABLE AT www.ifu.ulrichmedical.com

Caution: Federal Law (USA) restricts this device to sale by or on the order of a physician.
MANUFACTURER: DISTRIBUTED INTHE USA BY:
ulrich GmbH & Co. KG ulrich medical USA Inc.
Buchbrunnenweg 12 Chesterfield M0 63005 | USA
89081 UIm | Germany (636) 519-0268

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
A printed copy will be provided upon request.
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SYSTEM: neon’ ™ universal OCT spinal stabilization

s | Cestina
JAZYK:

Pro uZivatele v USA plati pouze specialni verze pro USA.

Prectéte si pozorné vsechny pokyny. Nedodrzeni pokyni, vystrah a preventivnich opatfeni miize mit
vainé nasledky nebo miize zpiisobit zranéni pacienta.

Pted klinickym pouZitim je nutno pedivé posoudit vSechny materialy k vfm)bku.
Nezbytné materialy k vyrobku, které jsou poskytovany jako celkova d ek
Navod k pouZiti souvisejici s danym systémem, chirurgicka technika a popiipadé doplnky navod
k montazi a demontazi, stejné jako,,Pfirucka pro zpracovani implantatii a nastroji” UH 1100.

1 Urceny ticel poutiti
Okcipitocervikalni systém neon® slouzi k operaéni stabilizaci, fixaci a korektufe malpozici lidské kréni patefe, v pripadé potfeby také véetné okcipitocervikalniho
prechodu a rovné? pfipadné cervikotorakélniho prechodu.

2 Popis vyrobku

Systém neon’ sestava ze $roubil, tyd, fixacnich $roubl, pricnych stabilizatord, ofsetovych spojovacich élankii, pedikuldmich a laminarnich hakd a spojek.
Srouby mohou byt v provedeni polyaxidInim, predem zahnutém, jako $roub s diouhym dtikem nebo jako Ghlové stabilni pedikulami $roub a jsou k dispozici
v riiznych primeérech a délkach. V3echny varianty Sroubi Ize pfitom volné kombinovat a z¢asti je lze pouzivat se stejnymi néstroji. Mimoto mohou byt
pedikularni Srouby v kanylovaném nebo nekanylovaném provedeni. Kanylované $rouby se mohou umistovat pres vodici drét. Kanylované pedikuldrni Srouby
s perforaci na $picce $roubu umoZiiuji cementovou augmentaci. Tyée systému neon® maji priimér 4,0 mm a jsou k dispozici v rovném nebo predem ohnutém
provedeni a v riiznych délkéch. Pomoci riiznych kotvicich komponent je mozno systém univerzélné pfipevnit k tylu. Pro doplnéni instrumentace existuje
moznost pouZit riizné velikosti a verze piicnych stabilizétord, ofsetovych spojovacich élanki a hakd. Systém neon® je urcen pro bilateraIni instrumentaci
av piipadé potieby se miiZe pouZit ve spojeni s navigaci Brainlab.

3 Indikace

Okcipitocervikalni, cervikdlni nebo cervik
aiatrogenni geneze

Degenerativni onemocnéni

mono- nebo

é nestability revmatické, traumatické, neoplastické, kongenitalni

4 Kontraindikace

Existujici vady substance predni pétefe bez dalsi anteriorni podpory
Pacienti s alergii na kovové materidly

Pacienti se sklonem k reakcim na cizi télesa

5 Moiné vedlejsi ucinky
Mezi mozné komplikace, které by mohly byt spojené s implantétem, pati:
= Uvolnéni implantétu, dislokace a/nebo selhéni implantétu
= LokdIni nebo systémové reakce v diisledku nekompatibility materialu
= Absence kostni flize
= Unik cementu po augmentaci s pouzitim cementu
= D ivni nasledna spondylolistéza z diivodu vylu¢ného osetieni tumoru s pouZitim Sroubi v massa lateralis
= Degenerace prilehlého segmentu po fizi
Tyto mozné komplikace mohou mit za nésledek dalsi operacni zakroky | nebo obnoveni
Dal3i komplikace, které mohou vyplynout ze samotného chirurgického postupu a nezdvisle na implantétu, jsou:
Obecnd operani rizika a komplikace
Rizika spojend s anestezii, s transfiizi krve, poskozeni zptisobené polohovénim
Plicni komplikace
Infekce
Poruchy hojeni ran
Kardiovaskuldrni komplikace, napf. ztrata krve, trombdza, embolie, porucha srazlivosti
Gastrointestinalni komplikace, napf. gastritida, ileus, vied

) hili
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Neurologické komplikace, napf. léze michy nebo nervového kofene s prechodnymi nebo trvalymi senzorickymi a/nebo motorickymi postizenimi
(poruchy mocového méchyfe a poruchy rekta, poruchy sexudlni funkce)

Intraoperacni poranéni cév, parenct 6zni krvaceni, mozkova mrtvice, krvaceni do mozku s potencidlnimi Zivot ohrozujicimi ndsledky

Poranéni sousednich organdi pétefe, jako jsou krcni, hrudni a bfisni orgény podle operované oblasti

Vystrahy a preventivni opatfeni

Obecné informace

Uzivatel musi zajistit, aby byly k dispozici a respektovény aktudlni verze kompletnich materidli k vjrobku posky ych jako celkové dok e

k systému. Ty jsou k dispozici také na adrese: www.ifu.ulrichmedical.com. Na pozédani Ize do 7 dnii dodat vytisténou kopii.

Tento vyrobek smi pouzivat pouze Iékaf se zkusenostmi v chirurgii patefe za sterilnich podminek v operacnim sale s C-ramenem.

Vyrobek se dodavé nesterilni a pfed prvnim pouzitim se musi oistit, dezinfikovat a sterilizovat. Navod ke zpracovani je v ,Pfirucce pro zpracovani

implantatd a nastroji“ UH 1100 poskytované jako soucést celkové dokumentace k systému.

OsetrUchl Iekar je zodpovedny za spravny vybér pacientdi, potiebné Skoleni se systémem a zkusenosti pfi vybéru a umisténi implantatd. Je také

yza i, zda implantéty po operaci ponechat nebo je opét odstranit.

Svyrobkem se musi zachdzet opatrné a musi byt peclivé skladovan. Implantaty, které vykazuji zndmky poskozeni nebo poskrabani, se nesmi pouzivat,

protoze miiZe byt narusena jejich pevnost a odolnost proti tinavé.

Implantaty piislusnych systémi ulrich medical se musi pouzivat vyhradné s pomoci ndstroji urcenych pro dané systémy, pokud neni uvedeno jinak.

Spojeni implantatd ulrich medical s komponentami implantatd jinych vyrobcii neni povoleno. Systém neon je mozné kombinovat s torakolumbdlnim

systémem uCentum. Piesnj postup naleznete v popisu chirurgické techniky v névodu neon® WS 3901, je také k dispozici na adrese:

www.ifu.ulrichmedical.com. Kombinace s jinymi vnitfnimi fixatory spolecnosti ulrich medical v rdmdi instrumentace neni povolena.

Koroze kovovych implantétd je vzhledem k existujicim pasivnim vrstvam velmi nizkd, méize v3ak vést k urychleni inavy materidlu s moznosti poruseni

matenalu a rovnéz k pnhyvanl kovovych slozek uvolnénych do tela Ke korozi prispiva dotyk komponent z riiznjch kovii a také poskozeni povrchu
dtu. Byla zajisténa kombi Inost kovovych i §tl pouzitych v tomto systému. Piimy kontakt s kovovymi implantaty jinych vjrobct

nen povolen.

6.2 Predoperacni informace

Pii nasledujicich pripadech by se implantace neon® méla provédét po peclivém zvazeni odbornym lékarem:

1. Pacienti s nepfiznivym zdravotnim nebo celkovym psychickym stavem, ktery by se zakrokem mohl déle zhorsit

2. Téhotenstvi

3. Pacienti s obezitou (podle WHO — Svétové zdravotnické organizace), z diivodu zvy3ené pravdépodobnosti selhni implantatu

4. Kuréci (zvySend mira pseudoartrézy)

Implamace by se méla zvazovat teprve tehdy, kdyz byly peclivé zvézeny viechny ostatni moznosti léchy a nebyly uznény jako Iep5| Dokonce i tispésné
y implantat se nevyrovné zdravému pohybovému elementu (el ) pétefe. Na druhou stranu, |mp|anm mize byt pro pacienta

uzitetnou ndhradou za jeden nebo nékolik tézce zmenén)’fth, degenerovanych pohybovych elementi, ponévadz miize odstranit bolesti a zajistovat

dobrou nosnost.

Pacientovi je nutno podrobné vysvétlit rizika zdkroku a pouziti implantatu, véetné eventudlnich nezbytnych revizi.

O3etfujici lékar by mél s pacientem dikladné probrat vysledek operace ocekavany pii pouZiti tohoto implantatu, zejména pokud jde o mozné fyziklni

omezeni implantatu. Pooperacni Groven aktivity ovliviuje Zivotnost implantatu a trvanlivost implantétu v kosti. Pacient proto musf byt upozornén na

omezeni a nebezpedi pii kazdodennich ¢innostech a na zvlastni pravidla chovani. Koufeni mize piisobit jako inhibitor fiize a byt promotorem zvy3ené

miry pseudoartrozy. Pro tspéch fiizni operace by se mély pacientiim vysvétlit mozné negativni diisledky koufeni. O3etfujici lékaF musi posoudit, zda

pacient dokaze pokyntim porozumét a dodrZovat je. Zvlastni pozornost je tieba vénovat pooperacni konzultaci a nutnosti pravidelnych |ékafskych

kontrol.

Spravny vybér a umisténi implantatu musi byt zajistény, resp. ovéfeny fednictvim pred

vhodnych diagnostickych postupi.

Chyby pfi vybéru implantatu mohou vést k predcasnému klinickému selhéni implantatu. Je nutno peclivé stanovit pocet segment, které je tieba

opatiit. Lidskd kost svym tvarem a charakterem omezuje velikost a odolnost implantatu.

cniho a pooperacniho pouziti

6.3 Intraoperacni informace

Nasledujici nstroje jsou urceny jen k jednorézovému poufiti: CS 3922-410 a (S 3922-530 vrtaci drét s trokarovym hrotem, @ 1,5 mm, délky 410 mm
2530 mm; (S 3962-01 injekéni adaptér.

neon’ se smi pouzivat jen pro bilateraIni instrumentaci.

Ohybéni tyci se smi provédét vyhradné pomoci ohybacich ndstrojl, které jsou v systému urceny k tomuto ticelu. Ohybani nazpét a/nebo opakované
tvarovani obrysi rovnych tyci a také ohybani tyci dodanych v jiz predem ohnutém provedeni neni povoleno.

Po kontaktu implantétu s pacientem, po znedisténi implantétu nebo jeho pouZiti se implantat nesmi znovu pouzit a musi se zlikvidovat. | kdyz se
implantat navenek zda nezménény, mohla predchozi zatéZovani zplisobit poskozeni, ktera mohou vést k selhéni implantétu.

6.4 Pooperacni informace

Pacient by mél byt poucen, aby svého o3etujiciho Iékare neprodlené informoval o neobvyklych zménach v operacni oblasti.

Pacient by mél byt sledovan, jestlize byla zpozorovdna zména v instrumentované oblasti. O3etfujici [ékar by mél vyhodnotit moznost klinického selhani
implantatu a probrat s pacientem potiebné opatfeni, které pfispéji k dalSimu hojeni.

Pouzity implantat slouzi k vnitini fixaci a stabilizaci mista operace béhem maximélné 2letého procesu hojeni. Poté, co doslo k filzi patefe, uz implantaty
nemaji zadny funkéni dcel. Explantace je obecné moznd, ale méla by se provadét az poté, co odborny |ékaf peclivé zvéZi riziko v porovnani s prinosem.
Pokud se implantét po spinéni svého urceného ticelu pouziti nebo po opozdéné fazi hojeni (zddna fiize béhem 2 let) neodstrani, miize se vyskytnout
jedna nebo nékolik z nsledujicich komplikaci:

1. Koroze, s lokalnim zanétem tkdné nebo bolestmi
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. Migrace implantatu, ktera miiZe mit za nésledek poranéni

. Riziko dalSich poranéni zptisobenych pooperacnim traumatem

. Zdeformovani, uvolnéni nebo prasknuti, které ¢ini odstranéni obtiznym nebo nemoznym

. Bolesti, potize nebo neobvyklé itlivost v disledku pritomnosti implantatu

. Riziko infekce nebo zénétu

. Ubytek kosti v diisledku stress shielding

. PotencidIné nezndmé nebo necekané dlouhodobé tcinky

Jak vznikajici resorpce kosti, tak trauma, mohou implantét po implantaci nadmérmé zatéZovat a vést k selhani implantétu.

Po odstranéni implantdtu by méla byt vénovdna odpovidajici pooperacni néslednd péce, aby se zabranilo frakturdm, refrakturdm nebo jinym
komplikacim.

Explantované implantaty se nesmi znovu pouzit.

Pacientovi by se méla vysvétlit pravidla chovani nutnd po implantaci, vcetné opatteni, které je tfeba ucinit v pfipadé mimoradné udalosti s implantatem.
Pacientovi musi byt pfedan pas implantatu.

NowvswN

=3

7 Doporucené pouziti
Podrobn&jsi vysvétleni aplikace systému neon® je obsazeno v popisu chirurgické techniky poskytovaném jako soucést celkové dokumentace k systému a je
také k dispozici na adrese: www.ifu.ulrichmedical.com.

8 Informace o materialech

Implantaty neon’ jsou zhotoveny z titanové slitiny podle norem 150 5832-3 a ASTM F136.

Zkobalt-chromu podle norem IS0 5832-12 a ASTM F1537 (tento kobalt-chrom ma oproti vyse uvedené titanové slitiné 136% pevnost v tahu
a104% pevnost v protazeni) jsou zhotoveny:

= (53911-240 tyc, kobalt-chrom, @ 4,0 mm, délka 240 mm

= (53911-400 tyc, kobalt-chrom, @ 4,0 mm, délka 400 mm

1 istého titanu podle norem IS0 5832-2 a ASTM F67 (tento cisty titan ma oproti vyse uvedené titanové slitiné 40% pevnost v tahu a 35%
pevnost v protaZeni):

= (53912-240 0Cty¢, Cisty titan, @ 4,0 mm, délka 240 mm

= (53913-05 tylni desticka, lateralni, s tyci

= (53913-06 tylni desticka, stiedni ¢éra, 47 mm, pro OC ty¢

= (53913-07 tylni desticka, stiedni ¢éra, 57 mm, pro OC ty¢

= (53913-08 tylni desticka, stiedni ¢éra, 47 mm, pro ty¢ @ 4,0 mm

= (53913-09 tylni desticka, stiedni ¢éra, 57 mm, pro ty¢ @ 4,0 mm

Podle normy EN 150 109931 jsou vyrobky v zamysleném ticelu poutiti biokompatibilni, odolné proti korozi a nejsou toxické. Dovoluji zobrazeni do znatné
miry bez ruSeni pfi rentgenovych snimcich a pocitacové tomografii.

9  Informace o MRT

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

intenzity pole 1,5Ta3,0T

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

maximalni specificka mira absorpce (SAR) 2 W/kg (normélni provozni rezim)

pfi 1,5 T: vzdlenost od vnéjsi hrany implantatu k izocentru pfistroje MR > 20 cm

pfi 3,0 T: vzdélenost od vnéjsi hrany implantétu k izocentru pfistroje MR > 20 cm NEBO maximdIni doba skenovéni 10 min na jedno méfeni, celkova
doba skenovéni 20 min

V neklinickém testu bylo podle kalorimetrického méfeni naméfeno maximalni zahfati 7,9 °C pfi 3,0 Ta 15minutové dobé skenovanis 2W/kg. Pfi1,5Ts 20 cm
vzdalenosti od izocentra a 15minutové dobé skenovani bylo s 2 W/kg podle kalorimetrického méfeni naméfeno maximalni zahfati 1,5 °C.

Za téchto podminek skenovani miize byt pacient vy3etien s nizkym rizikem. Pro udrZeni nizkého zahiti by méla byt doba skenovani udrzovéna co nejkratsi

Artefakty: Zobrazovéni MR v oblasti implantatdi mize byt ruseno artefakty. V experimentalnim testu se vyskytly artefakty az 28 mm radilné 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, Ghel otoceni 70°

Sekvence SE ukazuje redukované artefakty (< 17 mm).

O3etujici |ékaF musi provést peclivé posouzeni rizika/pfinosu.

10 Baleni a skladovani

Vyrobek se doddvé nesterilni a pied prvnim poufitim se musi odistit, dezinfikovat a sterilizovat. Pied pouzitim systému by se viechny komponenty mély
peclivé zkontrolovat z hlediska tpInosti, poskozeni a nedostatku. Poskozené komponenty se nesmi pouzit.

V pfipadé skladovani v nevhodnych podminkéch mohou néstroje korodovat. Aby se tomu zabranilo, musi byt skladovany na suchém misté a chréanéné pred
prachem. Aby se na nastrojich netvofila vihkost (kondenzat), je tfeba zabranit vétsim vykyviim teploty.
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Chemikalie mohou v pfimém kontaktu znicit kov nebo mohou uvoliovat vypary, které maji korozivni dcinek. Nstroje se proto nesmi skladovat spolu

s chemikaliemi.

Pro skladovani implantatii a ndstrojii se musi pouzivat ukladaci sitové kose, které patfi k systému.

11 Identifikace a vysledovatelnost

Implantaty 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 tidaje musi na klinice ndleZité zdokumentovat.

12 Likvidace poutitych vyrobki

Implantaty, néstroje, ukladaci kontejnery a obaly se musi v internim likvidacnim systému kliniky zlikvidovat podle nize uvedeného klice odpadii:

Druh vyrobku

Stav

Kli¢ odpadi*

Sterilni implantaty

Vypriela doba exspirace / Poskozeny obal

180101**, 180104

Implantaty Explantat Vydani pacientovi (§953 BGB) nebo 180101**,
180103, 180104

Implantéty Po kontaktu s pacientem 180101**, 180103, 180104

Implantdty, ndstroje, uklddaci kontejnery Poskozen 180101%*,180103, 180104

Implantaty, opakované poutitelné
néstroje, ukladaci kontejnery

Opotfebeni a poskozeni zplisobend pouzivanim
podle UH 1100 se zohlednénim aktudlné
platné verze

180101**, 180103, 180104

Jednorzové néstroje

Po pouiiti

180101**, 180103, 180104

Obaly

Po pouiti

150101, 150102

*Kli¢ odpadui podle aktudlné platného Evropského seznamu odpadii

** Pozor: Nebezpeci poranéni a infekce!

Zakladem likvidace zdravotnickych odpaddi v Evropské unii je Evropsky seznam odpadu. Pfipadné vydavaji zemé az po Groveii obdi vlastni piedpisy
0 odpadech, které musi byt dodrzovény. V zemich mimo Evropskou unii se musi dodrZovat pfislusna nafizeni pro likvidaci zdravotnickych odpadi specifické
pro jednotlivé zemé.

13 (isténi, dezinfekce a sterilizace

Pro cisténi, dezinfekci a sterilizaci nesterilnich implantétd a nastroji je tieba pouZivat, Pfirucku pro zpracovani implantatd a néstroji“ UH 1100 poskytovanou
v celkové dokumentaci k systému. U jednotlivych nastroji, které jsou v chirurgické technice souvisejici s danym systémem odpovidajicim zpiisobem
oznacené, se musi dodrzovat, Névod k montazi a demontézi se specialnimi pokyny k cisténi” poskytnuty v celkové dokumentaci k systému. Ten je k dispozici
také na adrese: www.ifu.ulrichmedical.com.

14 Oznaceni a symboly

Katalogové cislo Kod sarze Mnozstvi u Vyrobce
. o Idravotnicky
M Datum vyroby Nesterilni Pozor m prostiedek

Pozor: Federdlni zakony USA omezujf prodej tohoto
prostredku na lékafe nebo na objednavku lékare

Oznaceni CE s identifikacnim ¢islem ozndmeného subjektu

Prostudujte si ndvod k montézi a demontazi se specialnimi

Prostuduijte si elektronicky navod k pouziti pokyny pro isténi

Podminéné poufiti v prostiedi MR — vyrobek nevykazuje predpokladand rizika ve specifickém

AN

prostiedi zobrazovéni magnetickou rezonanci Nepouzivat opétovné
Nepouivat, jestlize je [E Prostudujte si ndvod Cvaknuti” pHi Nékolikrat pohnout
baleni poskozeno k poutziti zapadnuti sem a tam
Kartacovani Oplachovéni VizudIni kontrola Péce 0 néstroj
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