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m REKLAMATIONEN

BEE Cages wurden als Implantate zur interkorporellen, ventralen, zervikalen Spondylodese (C3-C7) entwickelt.
m PRODUKTBESCHREIBUNG

BEE Cages wurden speziell an die lokale Anatomie angepasst, um das operative Ergebnis bestméglich zu sichern.
Die kaudale Seite ist flach, die kraniale Seite gewdlbt und das Implantat verlauft von ventral nach dorsal konisch. In
lateraler Ansicht besitzt das Implantat eine leicht lordotische Form. Pins an allen vier Ecken des Implantats
ermoglichen eine gute Primarstabilitat. BEE Implantate bestehen aus Titanlegierung (Ti6Al4V) nach ASTM F 3001.
BEE Cages diirfen nicht in direktem Kontakt mit Komponenten anderer Hersteller verwendet werden, ausgenommen
hiervon sind Knochenersatzmaterialien bzw. Fiillstoffe.

m GELTUNGSBEREICH

Diese Gebrauchsanweisung ist fiir alle zervikalen BEE Implantate Titanlegierung giltig.
B ZUGELASSENE INSTRUMENTE

Jede Fachkraft (z.B. Arzt, der das Produkt verwendet), die eine Reklamation hat oder mit der Qualitat, der Beschriftung,
Zuverlassigkeit, Sicherheit, Effektivitat und/oder Leistung des Produktes unzufrieden ist, sollte NGMedical oder, wo
anwendbar, den Handler informieren. Bei einem schweren Vorkommnis oder dem Risiko eines schweren
Vorkommnisses, das zu einer schweren Beeintrachtigung der Gesundheit oder des Todes des Patienten oder eines
Anwenders, bzw. Dritten, fihren kann oder gefiihrt hat, muss NGMedical (oder der Handler) sofort schriftlich oder
mundlich informiert werden. Alle Reklamationen miissen mit Angabe von Produktname, REF, LOT und Beschreibung
sowie Daten des Vorkommnisses erfolgen. Der Meldende sollte seinen Namen und Kontaktdaten angeben und das
Vorkommnis moglichst detailliert beschreiben. Die gesetzlichen Meldepflichten sind ebenfalls zu beachten!

m WEITERFUHRENDE INFORMATIONEN

AusschlieBlich die in der BEE Operationstechnik (REF X1003 (deutsch), X1004 (englisch), X1007 (US)) beschriebenen
Instrumente drfen in direkter Verbindung mit dem Implantat verwendet werden.
m INDIKATIONEN

BEE ist zur Verwendung bei Vorliegen der folgenden Indikationen vorgesehen:

« Diskopathie

« Bandscheibenvorfall mit Radikulopathie und / oder Myelopathie,

« Foramen- und Spinalkanalstenose mit oder ohne zervikale Radikulopathie / Myelopathie.
m KONTRAINDIKATIONEN

BEE darf bei folgenden Patienten bzw. Gesundheitszustanden nicht implantiert werden:

e Mittels Wirbelsaulen- DXA bestimmte Knochenmineraldichte mit einem T-Wert von < -2,5 bei Mannern = 60 oder
Frauen 2 50 Jahren (Ausnahme: Zusétzliche operative Stabilisierungsmanahmen),

e Aktive Systeminfektion oder Infektionen an der Operationsstelle,

e Osteoporotische Fraktur / Osteopenie an der Wirbelsaule, Huifte oder am Handgelenk (Ausnahme: Zusatzliche
operative Stabilisierungsmanahmen),

« Innerhalb von zwei Wochen vor dem geplanten Operationsdatum erfolgte Einnahme von Medikamenten, die den
Knochen- und Mineralhaushalt beeinflussen,

« Vorliegender Gesundheitszustand oder chirurgische Bedingung, durch die der potentielle Nutzen einer Operation
an der Wirbelsaule negiert werden wiirde,

e Endokrine oder metabolische Erkrankungen in der Anamnese, die den Knochen- und Mineralhaushalt
beeinflussen,

e Wirbelsaulenmetastasen (Ausnahme: Zusatzliche operative StabilisierungsmaBnahmen),

e Allergie gegeniiber Titanlegierungen,

e Schwangerschaft,

« Axiale Nackenschmerzen als einziges Symptom,

« Fortgeschrittene anatomische Deformitat an der Operationsstelle (z.B. Spondylitis ankylosans, Skoliose),

e Patient ist nicht Willens den postoperativen Anweisungen zu folgen.

m KOMPLIKATIONEN UND MOGLICHE UNERWUNSCHTE EREIGNISSE

Vor der Operation sollten Patienten tiber die méglichen unerwiinschten Ereignisse und die zur Korrektur der Ereignisse

méglicherweise notwendigen weiteren operativen Eingriffe aufgeklart werden:

e Bruch/Ausfall von Systemkomponenten (Lockern, Zerfallen oder Zerbrechen von Komponenten),

« Dislokation/Migration des Implantats,

e Wundheilungsstérungen,

e Infektion,

e Nervenschaden und/oder Riickenmarksschadigungen einschlieBlich Verlust neurologischer Funktionen
(sensorische und / oder motorische Defizite wie Hypéasthesie, Anasthesie, Dyséasthesie, Hyperésthesie,
Parésthesie, Muskelparese oder -lahmung, Reflexmangel, erh6hter oder verminderter Muskeltonus, Spastizitat),

* Rilckenmarksverletzungen mit teilweiser oder vollstandiger Querschnittslahmung,

o Ausfluss der Gehirn-Riickenmarks-Flissigkeit,

e Wirbelsauleninfektion (Myelo-Meningitis),

e Verletzungen der Speise- und/oder Luftrohre,

» Fremdkérperreaktion auf Komponenten oder Bruchstiicke,

o Viszerale oder vaskulare Verletzungen (Halsschlagader, Halsvenen),

o Anderung der Wirbelsaulenkrimmung mit kyphotischer oder skoliotischer Deformitat, Verlust der Korrektur,

e Knochendichteverlust durch Stress-Shielding,

« Notwendigkeit weiterer operativer Eingriffe,

» Fehlgeschlagene Fusion mit Pseudarthrose,

e Einsinken des Implantats in die Endplatten der Wirbelkérper (Subsidence) mit Verlust der Hohe des
Zwischenwirbelraums,

e (beschleunigte) Anschlussdegeneration,

o Dauerhafte Behinderung,

e Tod.

m WARNHINWEISE

Fr weiterfihrende Informationen kontaktieren Sie bitte:

NGMedical GmbH 25°C
Talsperrenblick 5

66620 Nonnwesiler

GERMANY

mail@ngmedical.de

www.ngmedical.de c E 5°C

+49 (0) 6873 99997-0 0482

Gebrauchsanweisung beachten Strahlensterilisiert

Verwendbar bis Hersteller

Nicht wiederverwenden Temperaturbegrenzung

Nicht erneut sterilisieren Trocken aufbewahren

Artikelnummer Charge/Fertigungslos

Bei beschadigter Verpackung

nicht verwenden Herstellungsdatum

L E+~E

Medizinprodukt Unique Device Identification

g ® BHe®RrdE

Das Medizinprodukt It. CFR 820.3 (I) darf nach Gesetz (USA) ausschlieBlich auf Anordnung des
Arztes verschrieben werden

® Die NGMedical Marken und eingetragenen Handelsmarken sind durch nationale und internationale Rechte in
Deutschland, der Européischen Union und anderen Regionen und Landern weltweit geschitzt.

EN [ NOT FOR US

m INTENDED USE

BEE Cages were developed as an intercorporal implant for the anterior cervical spondylodesis (C3-C7).
m PRODUCT DESCRIPTION

BEE Cages were especially adapted to the local anatomy to secure the surgical outcome at the best. The caudal side
is flat, the cranial side is domed and the implant is formed conically from anterior to posterior. In the lateral view, the
implant has a slightly lordotic form. The cage disposes of 4 pins on both bone facing surfaces, which serve the primary
fixation. BEE implants are made of titanium alloy (Ti6Al4V) according to ASTM F 3001.

It is not allowed to use BEE implants in contact with components of other manufacturers with the exception of bone
graft substitutes or fillers.

m SCOPE

This Instructions for Use is valid for all cervical BEE implants made of titanium alloy.
m APPROVED INSTRUMENTS

Only the instruments described in the BEE surgical technique (REF X1003 (German), X1004 (English), X1007 (US)),
may be used in direct connection with the implant.
m INDICATIONS

Die Sicherheit und Wirksamkeit der BEE Implantate wurde nur fur die im Abschnitt Indikationen angegebenen
Wirbelsaulenerkrankungen belegt. Beim Einsatz dieses Systems besteht, wie bei allen Operationen, die potenzielle
Gefahr des Todes. Weitere potenzielle Gefahren, die weitere chirurgische Eingriffe erfordern kénnen, sind:

e Bruch/Ausfall von Systemkomponenten,

e Verankerungsverlust,

e Pseudarthrose,

» Allergische Reaktion oder Empfindlichkeit gegentiber Titanlegierung,

* Nervenschédigung und/oder Riickenmarksschadigung,

* GefaRverletzungen.

Durch die Implantation von Metallen und Legierungen in den menschlichen Korper werden diese aggressiven
chemischen Milieus von Salzen, Sauren und Basen ausgesetzt, was zu Korrosion filhren kann. Wenn ungleichartige
Metalle in Kontaktnahe zueinander platziert werden, kann dies den Korrosionsprozess durch galvanische Korrosion
beschleunigen. Die Kombination von Implantat Komponenten von unterschiedlichen Herstellern wird aus
metallurgischen, mechanischen und funktionalen Griinden nicht empfohlen. Insbesondere darf BEE nicht mit
Komponenten (Ausnahme: Knochenersatzmaterial oder Fiillstoffe) oder Instrumenten anderer Hersteller eingesetzt
werden. Grundsétzlich koénnen implantierte Materialien Immunreaktionen oder Fremdkérperreaktionen sowie
chronische entziindliche Veranderungen verursachen.

Bei der Entnahme des Implantats aus der Verpackung muss sichergestellt werden, dass die NenngroRe des Implantats
mit der angegebenen GrofR3e der Verpackungsbeschriftung tibereinstimmt.

m VORSICHTSMABNAHMEN

BEE is intended to be used for the following indications:

« Discopathy,

« Disc hernia with radiculopathy and / or myelopathy,

* Stenosis of the foramen and spinal canal with or without cervical radiculopathy/myelopathy.
m CONTRAINDICATIONS

Der Operateur muss absolut vertraut sein mit BEE, den notwendigen Instrumenten und der allgemeinen
Operationstechnik. Der Operateur muss die speziell von NGMedical fur BEE zugelassenen Instrumente verwenden.
Der Operateur muss immer sicherstellen, dass die optimale ImplantatgroBe verwendet und das Implantat anatomisch
korrekt platziert wird. Testimplantate ermdglichen eine einfache und sichere GréRRenbestimmung. Uberdistraktion ist
zu vermeiden. Dabei ist darauf zu achten, dass das Implantat sowohl kranial und kaudal als auch ventral und dorsal
richtig ausgerichtet wird. Das operative Vorgehen kann auch in der Operationsanleitung nachgelesen werden (REF
REF X1003 (deutsch) X1004 (englisch), X1007 (US)).

Bitte dokumentieren Sie die verwendeten Implantate patientenbezogen mit REF und LOT, damit die gesetzlich
geforderte Riickverfolgbarkeit gewéhrleistet ist. Die Implantate sind zum Einmalgebrauch bestimmt. Ein explantiertes
Implantat darf nicht wiederverwendet werden.

Die BEE Implantate wurden hinsichtlich ihrer Sicherheit und Kompatibilitat im MRT Umfeld nicht geprift. Sie wurden
auch nicht auf Erwarmung oder Abwanderung im MRT-Umfeld gepruft.

m VERPACKUNG

Itis not allowed to implant BEE in patients with the following health status:

e Have a bone mineral density with T-score < -2.5 as determined by spine DXA if male 2 60 years of age or female
2 50 years of age (Exception: additional operational stabilization measures),

« Have an active systemic infection or infection at the surgical site,

« Have sustained an osteoporotic fracture / osteopenia of the spine, hip or wrist (Exception: additional operational
stabilization measures),

* Have received medications (e.g., methotrexate, alendronate) that interfere with bone and mineral metabolism
within 2 weeks of the planned date of the index surgery,

« Have any medical or surgical condition precluding the potential benefit of spinal surgery,

* Have a history of endocrine or metabolic disorders (e.g., Paget’s disease) known to affect bone and mineral
metabolism,

« Have spinal metastases (Exception: additional operational stabilization measures),

« Have a known allergy to titanium alloy,

e Are pregnant,

* Have axial neck pain as the solitary symptom,

« Have advanced cervical anatomical deformity (e.g., ankylosing spondylitis, scoliosis) at the operative site,

«  Are unwilling to follow the postoperative instructions.

m COMPLICATIONS AND POSSIBLE UNDESIRED OCCURENCES

BEE Implantate werden grundsétzlich doppelt steril verpackt geliefert. Verwenden Sie Implantate nur bei unversehrter
Verpackung. Die Lagerungsbedingungen missen die Unversehrtheit der Verpackungen und damit der Implantate
gewahrleisten. Defekte Implantate oder weitere Komponenten sind nicht zu benutzen. Jede Verpackung beinhaltet
Dokumentationsetiketten zu lhrer freien Verwendung und einen Implantationsausweis. Die Verpackung und Etiketten
enthalten alle notwendigen Informationen. Sie konnen dort die Artikelnummer REF, LOT, Beschreibung,
Sterilisationsmethode, Menge, Verwendbarkeitsdatum und Hersteller nachlesen sowie den UDI-Code scannen. Die
Sterilisationsmethode fir alle BEE Implantate ist Gamma-Strahlensterilisation.

Prior to the surgery, patients should be explained the possible undesired occurrences and the possible further
surgeries which might be necessary for the correction of these:

* Breakage / failure of system components (loosening, collapse or breaking of components,

Dislocation / migration of the implant,

Possible wound healing disorder and/or wound complications,

« Infection,

« Neural damages and/or spinal cord damages including loss of neurological functions (sensory and/ror motor
deficits such as hypoaesthesia, anaesthesia, dyaesthesia, hyperaesthesia, paraesthesia, muscle paresis or
paralysis, reflex deficiency, increased or decreased muscle tone, spasticity),

Spinal cord injuries with partial or complete transsectional lesion,

Leakage of the cerebrospinal fluid,

Spinal fluid infection (myelo-meningitis)

trachea and/or esophagus injury,

Foreign body reaction to components or fragments/debris,

Vascular injuries (Carotid arteris, jugular veins),

Modification of the spinal curvature with kyphotic or scoliotic deformity, loss of correction,

Loss of bone density by stress-shielding,

* Need of further surgeries,

« Failed Fusion with pseudarthrosis,

« Subsidence of the implant into the endplates with loss of intervertebral space height,
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« Accelerated degeneration of adjacent segments (Adjacent Segment Disease),
e Permanent disability

¢ Death.

m WARNINGS
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m COMPLICATIONS AND POSSIBLE UNDESIRED OCCURENCES

The safety and efficacy of the BEE implants has only been proven for the spinal diseases listed in the paragraph
sindications”. There is the potential risk of death when using this system. Further potential risks, which might lead to
further surgeries, are:

« Breakage/Failure of system components,

e Loss of Anchorage,

¢ Pseudarthrosis,

« Allergical reaction or sensivity on titanium alloy,

* Nerve damage and/or spinal cord damage,

e Vascular lesion.

By implantation of metals and alloys into the human body, these are exposed to aggressive chemical milieus of
electrolytes, acids and alkalis, which might lead to corrosion. The contact proximity of different metals might accelerate
the corrosion process due to galvanic corrosion/reaction. From metallurgical, mechanical and functional reasons, the
combination of implant components from different manufacturers is not recommended. Particularly, it is not allowed to
use the BEE Cage with components (except for bone graft substitutes or fillers) or surgical techniques of other
manufacturers. Generally, implanted materials may cause immune responses or foreign-body reactions with chronic
inflammatory changes. It must be ensured that the size of the cage itself matches with the size indicated on the
packaging label, when taking the device of its packaging box.

m PRECAUTIONS

Prior to the surgery, patients should be explained the possible undesired occurrences and the possible further
surgeries which might be necessary for the correction of these:

« Breakage / failure of system components (loosening, collapse or breaking of components,

The risk of migration of the implant components is higher without the use of supplemental fixation,

Possible degeneration of the skin and/or wound complications,

e Infection,

« Nerval damages and/or spinal cord damages including loss of neurological functions (sense or mobility paralysis),
dysaesthesia, hyperaesthesia, paraesthesia, radiculopathy, reflex deficiency,

Spinal cord injuries, outflow of the cerebrospinal fluid,

trachea and/or esophagus injury,

Foreign body reaction to components or fragments/debris,

Visceral or vascular injuries,

Modification of the spinal curvature. Loss of correction, height and/or repositioning,

Loss of bone density by stress-shielding,

Need of further surgeries,

* Failed Fusion,

« Subsidence of the implant into the endplates,

« Adjacent Segment Disease,

e Death.

m WARNINGS

The surgeon must be perfectly familiar with BEE, the necessary instruments as well as the general surgical technique.
The surgeon must exclusively use the instruments especially approved by NGMedical for BEE. The surgeon always
has to ensure that the optimum implant size is used and that there is an anatomically correct implant placement. Trial
implants enable a simple and safe size selection. Over-distraction of the target segment is to be avoided. The surgeon
has to ensure the correct implant placement in the cranial, caudal, lateral, anterior and posterior position. The general
surgical procedure is described in detail the surgical technique brochure provided by NGMedical (REF X1003
(German), X1004(English), X1007 (US)). Implanted devices are to be documented patient-related with REF and LOT,
so that the legally required traceability is guaranteed. The implants are intended for single use. An explanted implant
must never be reused. BEE has not been evaluated for safety and compatibility in the MR environment. It has not been
tested for heating or migration in the MR environment.

m PACKAGING

BEE implants are packed double sterile per item. Please only use implants if the packaging box is undamaged. Storage
conditions must guarantee the integrity of the packaging box and the implants respectively. Defective implants or
further components are not be used. Each box contains documentation labels for your disposal and an implant card.
The box and the labels contain all information required. They indicate the REF, LOT, description, sterilization method,
quantity, expiration date, UDI-Code and manufacturer. All BEE implants are sterilized by gamma radiation.

m COMPLAINTS

The safety and efficacy of the BEE implants has only been proven for the spinal diseases listed in the paragraph
Lindications*. There is the potential risk of death when using this system. Further potential risks, which might lead to a
further surgery, are:

« Breakage/Failure of system components,

Loss of Anchorage,

Pseudarthrosis,

Allergic reaction or sensitivity to titanium alloy,

Nerve damage and/or spinal cord damage,

e Vascular lesion.

By the implantation of metals and alloys into the human body, these are exposed to aggressive chemical milieus of
salts, acids and alkalis, which might lead to corrosion. The contact proximity of different metals might accelerate the
corrosion process due to galvanic corrosion/reaction. From metallurgical, mechanical and functional reasons, the
combination of implant components from different manufacturers is not recommended. It is especially not
recommended to use components made from dissimilar metals in direct combination. Particularly, it is not allowed to
use the BEE Cage with components or surgical techniques of other manufacturers. It must be ensured that the size of
the cage itself matches with the size indicated on the packaging label, when taking the cage our of its packaging box.
m PRECAUTIONS

Any healthcare professional (e. g., a surgeon using the product), who has a complaint or who is dissatisfied with the
quality, identification, reliability, safety, efficacy and/or performance of the BEE products, should notify NGMedical or,
where applicable, the distributor. In the event of a severe incident or risk of a severe incident, liable to result in or to
have resulted in the death or severe deterioration in the state of health of a patient or user or other persons, NGMedical
(or the distributor) has to be informed as soon as possible in writing or verbal. All complaints must include the product
name, REF, LOT and the description as well as all data of the incident. The reporting person should state his name,
contact data and a detailed description of the incident. The legal reporting obligations are also to be observed!

m FURTHER INFORMATION

Please see chapter “FURTHER INFORMATION" in the next section.

| EN | FOR US ONLY

m CAUTION

Federal law (USA) restricts these devices to sale by or on the order of a physician. These devices should be implanted
only by a physician who is fully trained with the devices, intended use, instrumentation and with knowledge of the
surgical techniques required. Contact your representative for surgical technique.

m INTENDED USE

The surgeon must be perfectly familiar with BEE, the necessary instruments as well as the general surgical technique.
The surgeon must exclusively use the instruments especially approved by NGMedical for BEE. The surgeon always
has to ensure that the optimum implant size is used and that there is an anatomically correct implant placement. Trial
implants enable a simple and safe size destination. Over distraction is to be avoided. The surgeon must pay attention
that there is a correct implant placement in the cranial and caudal as well as in the anterior and posterior position. The
general surgical procedure can be learned out of the surgical technique (REF X1007 (US)). This document can be
obtained from NGMedical or the representative.

Single use only. Implants are provided as single use only implants and are not to be reused or implanted regardless
of an apparent undamaged condition.

Please document the used implants patient-related with REF and LOT, so that the legally required traceability is
guaranteed.

Based on the fatigue testing results, the physician/surgeon should consider the levels of implantation, patient
weight, patient activity level, other patient conditions, etc. which may impact on the performance of the
system.

m MRI COMPATIBILITY

BEE Cages were developed as an intercorporal implant for the anterior cervical spondylodesis.
m PRODUCT DESCRIPTION

BEE has not been evaluated for safety and compatibility in the MR environment. It has not been tested for heating
migration, or image artifact in the MR environment. The safety of the BEE system in the MR environment is unknown.
Scanning a patient who has this device may result in patient injury.

m PACKAGING

BEE Cages were especially adapted to the local anatomy to secure the surgical outcome at the best. The caudal side
is flat, the cranial side is domed and the implant is formed conically from anterior to posterior. In the lateral view, the
implant has a slightly lordotic form. The cage disposes of 4 pins on both bone facing surfaces. BEE implants are made
of titanium alloy (Ti6AI4V) according to ASTM-F 3001.

It is not allowed to use BEE implants in contact with components of other manufacturers.

m SCOPE

BEE implants are packed double sterile per item. Please only use implants if the packaging box is undamaged. Storage
conditions must guarantee the integrity of the packaging box and the implants respectively. Defective implants or
further components are not be used. Each box contains documentation labels for your disposal and an implant card.
The box and the labels contain all information required. They indicate the REF, LOT, description, sterilization method,
quantity, expiration date, UDI-Code and manufacturer. All BEE implants are sterilized by gamma radiation.

m COMPLAINTS

This Instructions for Use is valid for all cervical BEE implants made of titanium alloy.
m APPROVED INSTRUMENTS

Only the instruments described in the BEE surgical technique (REF X1007 (US)), may be used in direct connection
with the implant.
m INDICATIONS

BEE Cages are intended for intervertebral body fusion devices in skeletally mature patients for the treatment of cervical
disc degeneration and/or cervical spinal instability as confirmed by imaging studies (radiographs, CT, MRI) that results
in radiculopathy, myelopathy and/or pain at one or more contiguous levels from C2-T1. These patients should have
had at least six weeks of nonoperative treatment. BEE Cages are to be used with autogenous and/or allogeneic bone
graft comprised of cancellous and/or corticocancellous bone graft to facilitate fusion and in combination with
supplemental fixation indicated for cervical fusion procedures.

m CONTRAINDICATIONS

Any healthcare professional (e. g., a surgeon using the product), who has a complaint or who is dissatisfied with the
quality, identification, reliability, safety, efficacy and/or performance of the BEE products, should notify NGMedical or,
where applicable, the distributor. In the event of a severe incident or risk of a severe incident, liable to result in or to
have resulted in the death or severe deterioration in the state of health of a patient or user or other persons, NGMedical
(or the distributor) has to be informed as soon as possible in writing or verbal. All complaints must include the product
name, REF, LOT and the description as well as all data of the incident. The reporting person should state his name,
contact data and a detailed description of the incident. The legal reporting obligations are also to be observed!

m FURTHER INFORMATION

It is not allowed to implant BEE in patients with the following health status:

e Have a bone mineral density with T-score < -2.5 as determined by spine DXA if male = 60 years of age or female
2 50 years of age (Exception: additional operational stabilization measures),

* Have an active systemic infection or infection at the surgical site,

» Have sustained an osteoporotic fracture / osteopenia of the spine, hip or wrist (Exception: additional operational
stabilization measures),

* Have received medications (e.g., methotrexate, alendronate) that interfere with bone and mineral metabolism
within 2 weeks of the planned date of the index surgery,

* Have any medical or surgical condition precluding the potential benefit of spinal surgery,

e Have a history of endocrine or metabolic disorders (e.g., Paget's disease) known to affect bone and mineral
metabolism,

« Have spinal metastases (Exception: additional operational stabilization measures),

* Have a known allergy to titanium alloy,

e Be pregnant,

e Have axial neck pain as the solitary symptom,

« Have advanced cervical anatomical deformity (e.g., ankylosing spondylitis, scoliosis) at the operative site,

« Patient is unwilling to follow the postoperative instructions.

« Active infections or high risk of infection,

« Signs of local inflammation.

e Fever or leukocytosis.

e Morbid obesity.

e Mental illness.

* Any patient having inadequate tissue coverage over the operative site.

e Use of this type of surgical implant surgery in children or pediatric patients presents particular risks because of
bone growth or physical movement. Subsequent re-intervention may be required.

« Infants with a known hereditary or acquired bone friability or calcification problem, or those with a very short life
expectancy, should not be considered for this type of surgery.

« Substance abuse or senility that precludes the patient from following post operative precautions to prevent implant
failure.

e Any patient in which implant utilization would interfere with anatomical structures or expected physiological
performance.

For further information please contact

NGMedical GmbH
Talsperrenblick 5
66620 Nonnweiler

25°C

GERMANY
mail@ngmedical.de
www.ngmedical.de c € 5
+49 (0) 6873 99997-0 0482
Symbol Standard Ref no Title Meaning
Consult .
. N Indicates the need for the user to
E@ 543 |nstruzts|(;ns for consult the instructions for use.
Indicates the date after which the
g 514 Use by medical device is not to be used.
Indicates a medical device that is
intended for one use, or for use on
@ 1SO 15223- 54.2 Da nat re-use a single patient during a single
1:2016 - procedure.
Symbols to be
used with 5.2.6 Do not Indicates a medical device that is
medical - resterilize not to be resterilized.
device Indicates the manufacturer's
labeling and 5.1.6 n?;ézllor?lﬂi;ér catalogue number so that the
|t;1formatll_or:j to medical device can be identified.
° supp e Do not use if Indicates a medical device that
Partl: General : "
N 5.2.8 package is should not be used if the package
requirements
damaged has been damaged or opened.
Sterilized using Indicates a medical device that has
524 : o o PR
irradiation been sterilized using irradiation.
511 Manufacturer Indicates the medical device
manufacturer.
Storage Indicates the temperature limits to
537 temperature which the medical device can be
range safely exposed.
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Indicates a medical device that
T 5.3.4 Keep dry needs to be protected from
moisture.
Indicates the manufacturer's batch
515 Batch code code so that the batch or lot can be
identified.
513 Date of Indicates the date of manufacture
o manufacture the medical device
Medical Device
Unique Device Identification

Indicates that the product is a medical device as defind in 21 CFR 820.3(l) and Federal
Law (USA) resticts this device to sale by or on the order of a physician
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® The NGMedical brands and registered trademarks are protected by national and international rights in Germany, the
European Union and other regions and countries worldwide.
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m MESURES DE PRECAUTION

Le chirurgien doit absolument connaitre BEE, les instruments nécessaires et la technique chirurgicale générale. Le
chirurgien doit utiliser les instruments spécialement approuvés par NGMedical pour BEE. Le chirurgien doit toujours
s'assurer que la taille optimale de l'implant est utilisée et que I'implant est placé de maniére anatomiquement correcte.
Les implants de test permettent un dimensionnement facile et sar. Il faut éviter toute distraction excessive. Il faut veiller
a ce que limplant soit correctement aligné dans la direction craniale et caudale ainsi que ventrale et dorsale. La
procédure chirurgicale peut également étre lue dans les instructions chirurgicales (REF REF X1003 (allemand) X1004
(anglais), X1007 (US)).

Veuillez documenter les implants utilisés avec REF et LOT de maniére adaptée au patient afin de garantir la tragabilité
légalement requise. Les implants sont destinés a un usage unique. Un implant extrait ne doit pas étre réutilisé.
La sécurité et la compatibilité des implants BEE n'ont pas été testées dans un environnement d'IRM. lls n‘ont pas non
plus été testés pour I'‘échauffement ou la migration dans un environnement d'IRM.

m EMBALLAGE

Les implants BEE sont toujours livrés dans un double emballage stérile. Utilisez les implants uniquement si I'emballage
est intact. Les conditions de stockage doivent garantir I'intégrité de I'emballage et donc des implants. Les implants ou
autres composants défectueux ne doivent pas étre utilisés. Chaque paquet contient des étiquettes de documentation
que vous pouvez utiliser librement et une carte d'identification d'implantation. Les emballages et les étiquettes
contiennent toutes les informations nécessaires. Vous pouvez y lire le numéro de référence REF, le LOT, la
description, la méthode de stérilisation, la quantité, la date limite d'utilisation et le fabricant ainsi que scanner le code
UDI. La méthode de stérilisation de tous les implants BEE est la stérilisation par rayonnement gamma.

m RECLAMATIONS

Les cages BEE ont été développées comme implants pour la spondylodése intercorporel, ventrale et cervicale (C3-

[ ] D‘ESCRIPTION DU PRODUIT

Les Cages BEE ont été spécialement adaptés a I'anatomie locale pour assurer le meilleur résultat chirurgical possible.
Le coté caudal est plat, le coté cranien est concave et I'implant est conique de la partie ventrale a la partie dorsale. En
vue latérale, I'implant a une forme légeérement lordotique. Des broches aux quatre coins de l'implant assurent une
bonne stabilité primaire. Les implants BEE sont constitués dans alliage de titane (Ti6AI4V) selon la norme ASTM F
3001.

Les cages BEE ne doivent pas étre utilisés en contact direct avec des composants d'autres fabricants a I'exception
des matériaux de remplacement des os ou des produits de remplissage.

m CHAMP D'APPLICATION

Le présent manuel d'instructions est valable pour tous les implants en alliage de titane BEE cervicaux.
u INSTRUMENTS AUTORISES

Tout professionnel (par exemple un médecin utilisant le produit) qui a une réclamation ou n'est pas satisfait de la
qualité, de I'étiquetage, de la fiabilité, de la sécurité, de l'efficacité et/ou des performances du produit doit en informer
NGMedical ou le distributeur otl applicable. En cas d'incident grave ou de risque d'incident grave pouvant entrainer ou
ayant entrainé une atteinte grave a la santé ou la mort du patient ou d'un utilisateur, ou de tiers, NGMedical (ou le
distributeur) doit en étre informé immédiatement par écrit ou par oral. Toutes les réclamations doivent inclure le nom
du produit, le REF, le LOT et la description, ainsi que les données de l'incident. La personne qui réalise la réclamation
doit donner son nom et ses coordonnées et décrire l'incident de la maniére la plus détaillée possible. Les obligations
légales de déclaration doivent également étre respectées !

= INFORMATIONS COMPLEMENTAIRES

Seuls les instruments décrits dans la technique chirurgicale BEE (REF X1003 (allemand), X1004 (anglais), X1007
(US)) peuvent étre utilisés en contact direct avec I'implant.
m INDICATIONS

BEE est destiné a étre utilisé dans les indications suivantes :

e Discopathie

« Hernie discale avec radiculopathie et/ou myélopathie,

e Sténose du foramen et du canal rachidien avec ou sans radiculopathie / myélopathie cervicale.
m CONTRE-INDICATIONS

BEE ne doit pas étre implanté chez les patients ou dans les conditions de santé suivantes :

e Densité minérale osseuse déterminé par DXA de la colonne vertébrale avec une valeur T de < -2,5 chez les
hommes 2=60ans ou chez les femmes 2=50ans (exception: mesures chirurgicales de stabilisation
supplémentaires),

e Infection active du systéme ou infections du site d'opération,

« Fracture ostéoporotique / ostéopénie de la colonne vertébrale, de la hanche ou du poignet (exception : mesures
chirurgicales de stabilisation supplémentaires),

e Dans les deux semaines précédant la date prévue de I'opération, le patient doit prendre des médicaments qui
affectent I'équilibre osseux et minéral,

« Etat de santé actuel ou condition chirurgicale qui annulerait les avantages potentiels d'une chirurgie de la colonne
vertébrale,

« Maladies endocriniennes ou métabolique dans I'anamnése qui affectent I'équilibre osseux et minéral,

* Métastases vertébrales (exception : mesures chirurgicales de stabilisation supplémentaires),

o Allergie aux alliages de titane,

e Une grossesse,

* Douleurs axiales a la nugue comme seul symptome,

e Déformation anatomique avancée au niveau du site de I'opération (par exemple spondylarthrite ankylosante,
scoliose),

e Le patient n'est pas disposé a suivre les instructions postopératoires

m COMPLICATIONS ET EFFETS INDESIRABLES POSSIBLES

Avant l'opération, les patients doivent étre informés des éventuels effets indésirables et des autres procédures

chirurgicales qui peuvent étre nécessaires pour corriger ces effets :

*  Rupture/défaillance des composants du systéme (Desserrage, désintégration ou rupture des composants),

* Dislocation/migration de l'mplant,

e Troubles de la cicatrisation des plaies,

« Infection,

o Lésions nerveuses et/ou de la moelle épiniére, y compris la perte de fonctions neurologiques (déficits sensoriels
et/ou moteurs tels qu'hypoesthésie, anesthésie, dysesthésie, hyperesthésie, paresthésie, parésie ou paralysie
musculaire, déficience des réflexes, augmentation ou diminution du tonus musculaire, spasticité),

e Lésions de la moelle épiniére avec paraplégie partielle ou compléte,

e Ecoulement de liquide céphalorachidien,

e Infection de la colonne vertébrale (méningite myélomateuse),

e Des blessures a I'cesophage et/ou la trachée,

e Réaction de corps étranger a des composants ou des fragments,

e Lésions aux viscéres ou vasculaires (artére carotide, veines du cou),

« Modification de la courbure de la colonne vertébrale avec déformation kyphotique ou skoliotique, perte de la
correction

* Perte de la densité osseuse par le blindage contre les contraintes,

« Nécessité d'une nouvelle intervention chirurgicale,

e Echec de la fusion avec la pseudarthrose,

« Enfoncement de I'implant dans les plaques d'extrémités des corps vertébraux (affaissement) avec perte de hauteur
de I'espace intervertébral,

« Dégénérescence des jonctions (accélérée),

e Handicap permanent,

e Lamort.

m AVERTISSEMENTS

Pour de plus amples informations, veuillez contacter :

NGMedical GmbH 25°C
Talsperrenblick 5

66620 Nonnwesiler

ALLEMAGNE

mail@ngmedical.de

www.ngmedical.de c € _5°C
+49 (0) 6873 99997-0 0482
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m DESTINAZIONE A UNO SCOPO PRECISO

Le gabbie BEE sono state progettate per spondilodesi intersomatica, ventrale, cervicale (C3-C7).
m DESCRIZIONE DEL PRODOTTO

Le gabbie BEE sono state appositamente adattate allanatomia locale, per garantire il massimo risultato chirurgico
possibile. Il lato caudale & piatto, il lato craniale convesso e I'impianto ha forma conica dalla parte anteriore a quella
posteriore. In vista laterale, I'impianto ha un forma leggermente lordotica. Chiodi su tutti e quattro gli angoli dell'impianto
garantiscono una buona stabilita primaria. Gli impianti BEE sono prodotti con lega di titanio (Ti6AI4V) ai sensi di ASTM
F 3001.

Le gabbie BEE non devono essere impiegate a contatto diretto con componenti di altri produttori, ad eccezione di
sostituti ossei 0 sostanze di riempimento.

m AMBITO DI VALIDITA

Le presenti istruzioni per I'uso sono valide per tutti gli impianti cervicali BEE in lega di titanio.
m STRUMENTI CONSENTITI

Possono essere utilizzati direttamente assieme allimpianto esclusivamente gli strumenti descritti nella tecnica
chirurgica BEE (REF X1003 (tedesco), X1004 (inglese), X1007 (US)).
m INDICAZIONI

La sécurité et I'efficacité des implants BEE n'ont été prouvées que pour les maladies de la colonne vertébrale
énumérées dans la section Indications. En utilisant ce systéme, comme pour toutes les opérations, il existe un risque
potentiel de déces. Les autres risques potentiels qui peuvent nécessiter une autre intervention chirurgicale sont :

e Rupture/défaillance des composants du systéme,

e Perte de I'ancrage,

e Pseudarthrose,

« Réaction allergique ou de sensibilité aux alliages de titane,

e Lésions des nerfs et/ou de la moelle épiniére,

e Lésions vasculaires.

Lorsque des métaux ou des alliages sont implantés dans le corps humain, ils sont exposés a des environnements
chimiques agressifs de sels, d'acides et de bases, ce qui peut conduire a de la corrosion. Si des métaux différents
sont mis en contact & proximité les uns des autres, cela peut accélérer le processus de corrosion par corrosion
galvanique. La combinaison de composants d'implants de différents fabricants n'est pas recommandée pour des
raisons métallurgiques, mécaniques et fonctionnelles. En particulier, BEE ne doit pas étre utilisé avec des composants
(exceptions : matériaux de remplacement des os ou produits de remplissage) ou des instruments provenant d'autres
fabricants. En principe, les matériaux implantés peuvent provoquer des réactions immunitaires ou des réactions de
corps étrangers ainsi que des changements inflammatoires chroniques.

Lors du retrait de I'mplant de I'emballage, il faut s'assurer que la taille nominale de Iimplant correspond & la taille
spécifiée sur I'étiquette de I'emballage.

BEE é destinata all'uso in presenza delle seguenti indicazioni:

« discopatia

« ernia discale con radicolopatia e / o mielopatia,

« stenosi del canale foraminale e spinale con o senza radicolopatia / mielopatia cervicale.
m CONTROINDICAZIONI

BEE non deve essere impiantata nei seguenti pazienti o che presentano le seguenti condizioni fisiche:

« Densita minerale ossea rilevata mediante DXA sulla colonna vertebrale con un valore del T-score < - 2,5 negli
uomini di etd =2 60 anni o nelle donne di eta 2 50 anni (eccezione: misure chirurgiche di stabilizzazione
supplementari),

« infezione sistemica attiva o infezioni del sito chirurgico,

« Frattura osteoporotica / osteopenia della colonna vertebrale, dell’anca o del polso (eccezione: misure chirurgiche
di stabilizzazione supplementari),

e assunzione di farmaci che influenzano il metabolismo osseo e minerale nelle due settimane prima della data
dell'operazione programmata,

* condizioni fisiche o chirurgiche che annullerebbero il potenziale beneficio di un’operazione alla colonna vertebrale,

« patologie endocrine o metaboliche nel’anamnesi che influenzano il metabolismo osseo e minerale,

* metastasi della colonna vertebrale (eccezione: misure chirurgiche di stabilizzazione supplementari),

allergia a leghe di titanio,

gravidanza,

cervicalgia assiale come unico sintomo,

deformita anatomica di stadio avanzato sul sito chirurgico (ad es. spondilite anchilosante, scoliosi),

« il paziente e riluttante ad osservare le indicazioni post-chirurgiche.
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m COMPLICANZE E POTENZIALI EFFETTI INDESIDERATI

Prima dell'operazione, i pazienti devono essere informati dei potenziali effetti indesiderati e degli ulteriori interventi
chirurgici che potrebbero rendersi necessari per la correzione di tali effetti:

« rottura/caduta di componenti sistemici (allentamento, scomposizione o rottura di componenti),

e dislocazione/migrazione dell'impianto,

e cicatrizzazione anomala,

e infezioni,
e danni a carico del sistema nervoso e/o del midollo spinale, compresa la perdita di funzioni neurologiche (deficit
sensitivi 0 motori quali ipoestesia, anestesia, di: ia, iperestesia, p ia, paresi o paralisi muscolare,

assenza di riflessi, tono muscolare aumentato o ridotto, spasticita),

« lesioni al midollo spinale con paraplegia parziale o totale,

« fuoriuscita di liquido cerebrospinale,

« infezioni alla colonna vertebrale (mielomeningite),

* lesioni dell'esofago e/o della trachea,

* reazione da corpo estraneo a componenti o frammenti,

« lesioni viscerali o vascolari (carotide, vene del collo),

« variazione della curvatura della colonna vertebrale con deformita cifotica o scoliotica, perdita della correzione,

« perdita di densita ossea a causa di stress shielding,

e necessita di ulteriori interventi chirurgici,

« fusione fallita con pseudoartrosi,

« sprofondamento dellimpianto nelle piastre terminali del corpo vertebrale (subsidenza) con perdita dell’altezza dello
spazio intervertebrale,

« degenerazione terminale (accelerata),

« disabilita permanente,

e morte.

m AVVERTENZE
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m UTILIZAGAO PREVISTA

As gaiolas BEE foram desenvolvidas como implantes para a espondilodese intercorporal, ventral, cervical (C3-C7).
m DESCRICAO DO PRODUTO

As gaiolas BEE foram especialmente adaptadas a anatomia local para garantir o melhor resultado cirdrgico possivel.
A lado caudal é plano, o lado craniano é curvo e o implante € afilado de ventral para dorsal. Em vista lateral, o implante
tem uma forma ligeiramente lordética. Os pinos em todos os quatro cantos do implante permitem uma boa estabilidade
priméria. Os implantes BEE consistem em liga de titanio (Ti6Al4V) de acordo com a ASTM F 3001.

As gaiolas BEE néo devem ser utilizadas em contacto direto com componentes de outros fabricantes, com excegéo
de materiais de substituicdo 6ssea ou de enchimento.

= AMBITO DE APLICAGAO

Estas instrugdes de utilizagdo aplicam-se a todos os implantes BEE cervicais em liga de titanio.
m INSTRUMENTOS APROVADOS

Exclusivamente os instrumentos descritos na técnica cirtrgica BEE (REF X1003 (alem&o), X1004 (inglés), X1007
(americano)) podem ser utilizados em ligacéo direta com o implante.
= INDICAGOES

A BEE destina-se a utilizagdo com base nas seguintes indicagdes:

« Discopatia

e Hérnia de disco com radiculopatia e /ou mielopatia,

* Estenose foraminal e do canal vertebral com ou sem radiculopatia / mielopatia cervical.
m CONTRAINDICAGOES

La sicurezza e I'efficacia degli impianti BEE e stata documentata solo per le patologie alla colonna vertebrale illustrate
nella sezione Indicazioni. In caso di utilizzo del presente sistema sussiste potenziale pericolo di morte, come per tutte
le operazioni. Altri potenziali pericoli, che potrebbero richiedere ulteriori interventi chirurgici, sono:

e rottura/caduta di componenti sistemici,

e perdita di ancoraggio,

o pseudoartrosi,

« reazione allergica o ipersensibilita a leghe di titanio,

e danni a carico del sistema nervoso e/o del midollo spinale,

¢ lesioni vascolari.

Mediante I'impianto di metalli e leghe nel corpo umano, questi ambienti chimici aggressivi vengono esposti a sali, acidi
e basi che potrebbero provocare corrosione. Se metalli diversi vengono collocati uno accanto all’altro, cid puo
accelerare il processo corrosivo provocato da corrosione galvanica. Per ragioni metallurgiche, meccaniche e funzionali
si sconsiglia la combinazione di componenti di impianti di produttori diversi. Soprattutto, la BEE non deve essere
impiegata con componenti (eccezione: sostituto osseo o sostanze di riempimento) o strumenti di altri produttori.
Essenzialmente, i materiali impiantati possono provocare risposte immunitarie o reazioni da corpo estraneo, nonché
modificazioni infiammatorie croniche.

Estraendo I'impianto dall'imballaggio accertarsi che le dimensioni nominali dell'impianto coincidano con le dimensioni
indicate sull'etichetta della confezione.

m PRECAUZIONI

A BEE nao deve ser implantada nos seguintes pacientes ou em pacientes com as seguintes condi¢des de satde:

« Densidade mineral éssea determinada por meio da coluna DXA com valor T < -2,5 em homens 2 60 anos ou
mulheres 2 50 anos (exceg¢do: medidas de estabilizagao cirurgica adicionais),

* Infecéo ativa do sistema ou infegdes no local da cirurgia,

e Fratura osteoporética / esteopenia na coluna, quadril ou punho (excegdo: medidas de estabilizagdo cirirgica
adicionais),

* Se os medicamentos que afetam o equilibrio 6sseo e mineral foram tomados dentro de duas semanas antes da
data planeada da operagéo,

« Saude ou condic&o cirlirgica existente que negaria os beneficios potenciais da cirurgia da coluna vertebral,

« Histéria de doencas endécrinas ou metabdlicas que afetam o equilibrio 6sseo e mineral,

. a espinhais céo: de estabilizagéo cirdrgica adicionais),
e Alergia a ligas de titanio,

* Gravidez,

« Dor axial no pescogo como Unico sintoma,

« Deformidade anatémica avangada no local cirirgico (por exemplo, espondilite anquilosante, escoliose),
e O paciente ndo esta disposto a seguir instrugdes pds-operatérias.
m COMPLICACOES E POSSIVEIS EVENTOS ADVERSOS

L'operatore deve conoscere molto bene BEE, gli strumenti necessari e la tecnica chirurgica generale. L'operatore deve
impiegare gli strumenti appositamente consentiti da NGMedical per BEE. L'operatore deve sempre accertarsi di
utilizzare le dimensioni dell'impianto ottimali e di collocare I'impianto correttamente dal punto di vista anatomico. Gli
impianti di prova consentono una semplice e sicura determinazione delle dimensioni. Evitare di distrarsi. Accertarsi
che I'impianto venga orientato correttamente in posizione craniale e caudale, nonché ventrale e dorsale. La procedura
chirurgica puo anche essere controllata nella guida chirurgica (REF REF X1003 (tedesco) X1004 (inglese), X1007
(US)).

Si prega di documentare gli impianti utilizzati sul paziente con REF e LOT per garantire la tracciabilita prevista dalla
legge. Gli impianti sono monouso. Non riutilizzare un impianto espiantato.

Gli impianti BEE non sono stati sottoposti a verifica della loro sicurezza e compatibilita in ambiente MRI. Non sono
stati nemmeno sottoposti a verifica del riscaldamento o spostamento in ambiente MRI.

m CONFEZIONE

Gli impianti BEE vengono essenzialmente forniti in doppia confezione sterile. Utilizzare solo impianti con confezione
sigillata. Le condizioni di stoccaggio devono garantire I'integrita della confezione e, quindi, dellimpianto. Non utilizzare
impianti o altri componenti difettosi. Ciascun imballaggio contiene etichette di documentazione da impiegare
liberamente ed una tessera per il portatore dell'impianto. L'imballaggio e le etichette contengono tutte le informazioni
necessarie. E possibile consultare numero di articolo, REF, LOT, descrizione, metodo di sterilizzazione, quantita, data
di scadenza e produttore, nonché scansire il codice UDI. Il metodo di sterilizzazione di tutti gli impianti BEE & la
sterilizzazione con raggi gamma.

m RECLAMI

Il personale qualificato (ad es. il medico che utilizza il prodotto) che desiderasse presentare un reclamo o che non
fosse soddisfatto della qualita, dell’'etichetta, della sicurezza, dell'efficacia e/o delle prestazioni del prodotto deve
informare NGMedical o, laddove possibile, il fornitore. In caso di incidenti gravi o pericolo di incidenti gravi che
potrebbero provocare o hanno provocato grave compromissione alla salute o la morte del paziente o di un utente e/o
terzi, devono venire comunicati immediatamente in forma scritta o orale a NGMedical (o al fornitore). Tutti i reclami
devono indicare nome del prodotto, REF, LOT e descrizioni nonché dati dell'incidente. Il reclamante deve comunicare
il proprio nome e recapiti e descrivere piu dettagliatamente possibile I'incidente. Osservare anche gli obblighi di
segnalazione giuridici!

m ULTERIORI INFORMAZIONI

Antes da operacao, os pacientes devem ser informados sobre os possiveis eventos adversos e outras intervencdes

cirGrgicas que podem ser necessarias para corrigir esses mesmos eventos:

e Quebra/falha dos componentes do sistema (afrouxamento, desintegracéo ou quebra de componentes),

* Deslocagao/migracéo do implante,

« Distlrbios de cicatrizagéo de feridas,

e Infegéo,

e Les&o nervosa e/ou lesdo da medula espinal, incluindo perda de funges neurolégicas (défices sensoriais e/ou
motores, tais como hipestesia, anestesia, di ia, hiperestesia, parestesia, paresia, paresia ou paralisia
muscular, deficiéncia de reflexo, aumento ou diminuicao do ténus muscular, espasticidade),

e Lesdes da medula espinal com paraplegia parcial ou total,

* Descarga do liquido espinal do cérebro,

Infec&o espinal (meningite mielomatosa),

Lesdes no esoéfago e/ou traqueia,

Reacao de corpo estranho a componentes ou fragmentos,

Lesdes viscerais ou vasculares (carétida, veias jugulares),

Alteragdo da curvatura da coluna com deformidade cifética ou escoliética, perda de corregéo,

Perda da densidade 6ssea através da protecao contra o stress,

Necessidade de novas intervengdes cirtrgicas,

Falha da fus@o com pseudoartrose,

«  Afundamento do implante nas placas terminais dos corpos vertebrais (subsidéncia) com perda de altura do espago
intervertebral,

« degeneracdo subsequente (acelerada),

e Deficiéncia permanente,

* Morte.

m ADVERTENCIAS

Per ulteriori informazioni si prega di contattare:
NGMedical GmbH 25 °C
Talsperrenblick 5
66620 Nonnweiler
GERMANY
mail@ngmedical.de
www.ngmedical.de c E L5 oQ
+49 (0) 6873 99997-0 0482

Osservare le istruzioni per 'uso STERILE| R Radiosterilizzato

Data di scadenza Produttore

Non riutilizzare /ﬂ/

Limitazione di temperatura

Non risterilizzare Conservare in un luogo asciutto

Codice articolo

Lotto/Lotto di produzione

Data di produzione

Non utilizzare con imballaggio
danneggiato

Prodotto medico -

Ai sensi di CFR 820.3 (I) e per legge (USA), il prodotto pud essere prescritto esclusivamente dal
medico

g

Unique Device Identification

HEE .}

® | marchi NGMedical e i marchi commerciali registrati sono protetti dai diritti nazionali ed internazionali in Germania,
nell’'Unione europea e in altre regioni e paesi a livello globale.

A seguranca e eficacia dos implantes BEE s6 foram demonstradas para os distdrbios da coluna vertebral listados na
seccao de indicacbes. Ao utilizar este sistema, como em todas as operacdes, existe um potencial risco de morte.
Outros potenciais perigos que podem exigir cirurgias adicionais incluem:

*  Quebra/falha dos componentes do sistema,

« Perda de ancoragem,

* Pseudartrose,

* Reacéo alérgica ou sensibilidade a ligas de titanio,

« Danos nos nervos e/ou danos na medula espinal,

o Les@es vasculares.

A implantag&o de metais e ligas no corpo humano exp@e esses ambientes quimicos agressivos de sais, 4cidos e
bases, que podem levar & corrosdo. Se metais diferentes séo colocados em contacto, isso pode acelerar o processo
de corroséo através da corroséo galvanica. A combinagédo de componentes de implantes de diferentes fabricantes
n&o é recomendada por razGes metaldrgicas, mecanicas e funcionais. Em particular, a BEE n&o deve ser utilizada
com componentes ou métodos de outros fabricantes (exceg&o: materiais de substituicdo 6ssea ou de enchimento).
Em principio, os materiais implantados podem causar reag8es imunitarias ou reagdes a corpos estranhos, bem como
alteracdes inflamatdrias cronicas.

Ao remover o implante da embalagem deve-se garantir que o tamanho nominal do implante corresponda ao tamanho
especificado na etiqueta da embalagem.

m PRECAUGOES

O cirurgido deve estar absolutamente familiarizado com a BEE, os instrumentos necessarios e a técnica cirdrgica
geral. O cirurgido deve utilizar os instrumentos especialmente aprovados pela NGMedical para a BEE. O cirurgido
deve sempre garantir que o tamanho ideal do implante seja utilizado e que o implante esteja posicionado corretamente
de forma anatémica. Os implantes de teste permitem um dimensionamento simples e seguro. Evite a distragdo
excessiva. E importante garantir que o implante esteja alinhado corretamente cranialmente, caudalmente,
ventralmente e dorsalmente. O procedimento cirdrgico também pode ser encontrado nas instrugdes cirdrgicas (REF
X1003 (alem&o), X1004 (inglés), X1007 (EUA))

Documente os implantes utilizados relacionados com o paciente com REF e LOT, para garantir a rastreabilidade
legalmente exigida. Os implantes destinam-se a uma utilizagdo Gnica. Um implante explantado ndo pode ser
reutilizado.

Os implantes BEE n&o foram testados quanto & seguranca e compatibilidade no ambiente de ressonancia magnética.
Eles também n&o foram verificados quanto ao aquecimento ou emigracéo no ambiente de ressonancia magnética.

m EMBALAGEM

Os implantes BEE s&o sempre entregues em embalagens estéreis duplas. Utilize implantes apenas se a embalagem
estiver intacta. As condi¢cbes de armazenamento devem garantir a integridade da embalagem e, portanto, dos
implantes. Implantes com defeito ou outros componentes ndo devem ser utilizados. Cada embalagem contém
etiquetas de documentac&o para utilizacéo gratuita e um cartdo de implantagdo. A embalagem e as etiquetas contém
todas as informagdes necessérias. La pode ler o nimero do artigo REF, LOT, descrigdo, método de esterilizacao,
quantidade, data de utilizagdo e fabricante e digitalizar o cédigo UDI. O método de esterilizagdo para todos os
implantes BEE é a esterilizag&do por radiagdo gama.

m RECLAMAGOES

Qualquer especialista (por exemplo, médico que utiliza o produto) que tenha uma reclamagéo ou néo esteja satisfeito
com a qualidade, rotulagem, confiabilidade, seguranca, eficacia e/ou desempenho do produto deve informar a
NGMedical ou, se aplicavel, o revendedor. No caso de um incidente grave ou do risco de um incidente grave que
pode ou tenha levado a uma séria deterioragdo na salde ou que tenha resultado na morte do paciente ou de um
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utilizador ou de um terceiro, a NGMedical (ou o revendedor) deve ser informada imediatamente por escrito ou
oralmente. Todas as reclamagdes devem ser feitas com o nome do produto, REF, LOT e descrigéo, além de detalhes
do incidente. A parte relatora deve fornecer o seu nome e detalhes de contacto e descrever o incidente com o maximo
de detalhes possivel. Devem também ser cumpridos os requisitos legais de comunicagéo!

m INFORMAGOES ADICIONAIS

S > b | UmnnaHTatbl BEE®

2021-02-09

X0002

« Discapacidad permanente
e Muerte
m ADVERTENCIAS

Para informagdes adicionais, por favor contactar:
NGMedical GmbH 25°C
Talsperrenblick 5
66620 Nonnweiler
ALEMANHA
mail@ngmedical.de

www.ngmedical.de c € 5°C
+49 (0) 6873 99997-0 0482

Seguir as instrucdes Esterilizado por radiagéo

Prazo de validade Fabricante

N&o reutilizar Limitagdo de temperatura

Armazenar seco

Namero de artigo Lote/Lote de producéo

Na&o utilizar se a embalagem

estiver danificada Data de fabrico

Né&o esterilizar novamente T

Bl

g

" - i Identificag&o exclusiva do
Dispositivo médico i "
ispositivo

O dispositivo médico de acordo com CFR 820.3 (I) s6 pode ser prescrito por lei (EUA) por
ordem do médico

® As marcas NGMedical e marcas registadas séo protegidas por direitos nacionais e internacionais na Alemanha,
Unido Europeia e outras regides e paises do mundo.

m USO PREVISTO

La seguridad y eficacia de los implantes BEE se han demostrado Gnicamente para las enfermedades de la columna
vertebral mencionadas en el apartado Indicaciones. Al emplear este sistema, el paciente podria fallecer, como en
todas las operaciones. Estos son otros posibles riesgos que podrian requerir otras intervenciones quirdrgicas:

* Rotura o caida de piezas del sistema

« Desanclaje

e Pseudoartrosis

* Reaccion alérgica o sensibilidad a aleaciones de titanio

e Lesiones nerviosas y/o medulares

e Lesiones vasculares

Al implantarse metales y aleaciones en el cuerpo humano, se exponen a un ambiente quimico agresivo de sales,
acidos y bases que podria producir corrosion. Colocar metales heterogéneos en contacto entre si podria acelerar el
proceso de corrosién por corrosion galvanica. No se recomienda combinar piezas de implantes de fabricantes
diferentes por motivos metaltirgicos, mecénicos y funcionales. En particular, la BEE no se podra implantar con piezas
o instrumentos de otros fabricantes (excepcion: sustitutos éseos o rellenos). En general, los materiales implantados
pueden provocar reacciones inmunitarias o a cuerpos extrafios, asi como cambios inflamatorios crénicos.

Al extraer el implante del embalaje, debe cerciorarse de que el tamafio nominal de este coincida con el tamafio
indicado en la etiqueta del embalaje.

m MEDIDAS PREVENTIVAS

El cirujano debera conocer por completo el sistema de BEE, los instrumentos necesarios y las técnicas quirirgicas
generales. El cirujano utilizara los instrumentos especiales permitidos por NGMedical para BEE. El cirujano debera
garantizar siempre que usa el tamafio 6ptimo del implante y que lo coloca correctamente en la parte del cuerpo en
cuestion. Los implantes de prueba facilitan determinar con seguridad el tamafio. Evitar la distraccion excesiva. Aqui
se debe prestar atencién a que el implante esté bien colocado en los planos craneal, caudal, ventral y dorsal. El
procedimiento quirdrgico también se encuentra en el manual operatorio (REF X1003 [aleman], X1004 [inglés], X1007
[EE. UU.)).

Documente los implantes empleados en funcién del paciente con REF y LOT para garantizar el seguimiento legal
necesario. Los implantes son de un solo uso. No pueden utilizarse los implantes extraidos.

No se han comprobado la seguridad y compatibilidad de los implantes BEE al efectuarse la TRM. Tampoco se han
comprobado la reaccién al calor ni migraciones al efectuarse la TRM.

m EMBALAJE

Los implantes BEE se suministran con doble embalaje esterilizado. Utilice tinicamente los implantes cuyo embalaje
no presente dafos. Durante el almacenamiento debe garantizarse que el embalaje y los implantes no se dafien. No
use los implantes u otros componentes que presenten defectos. Cada embalaje incluye las etiquetas de
documentacion para que las utilice como necesite, asi como una tarjeta de implantacion. El embalaje y las etiquetas
incluyen toda la informacién necesaria, donde se encuentran el nimero de articulo REF, LOT, descripcién, modo de
esterilizacion, cantidad, fecha de caducidad y fabricante, y podra escanear el cédigo UDI. El método de esterilizacion
de todos los implantes BEE es la esterilizacién por rayos gamma.

m RECLAMACIONES

Las cajas BEE se han desarrollado para actuar de implante para la espondilodesis intervertebral, ventral y cervical
(C3-C7). i
m DESCRIPCION DEL PRODUCTO

Las cajas BEE se han adaptado especialmente a la anatomia local para garantizar el mejor resultado operativo
posible. La regién caudal es plana, la regién craneal esta curvada y el implante va del lado ventral al dorsal con forma
conica. En la vista lateral, el implante tiene una forma ligeramente lordética. Los pines situados en las cuatro esquinas
del implante facilitan una buena estabilidad primaria. Los implantes BEE son de aleacion de titanio (Ti6AI4V) segln
ASTM F 3001.

Las cajas BEE no se pueden usar directamente con componentes de otros fabricantes, a excepcion de los sustitutos
6seos o rellenos.

m CAMPO DE APLICACION

Cada especialista (por ejemplo: médico que utilice el producto) que tenga una reclamacion o que no esté satisfecho
con la calidad, descripcion, fiabilidad, seguridad, eficacia o rendimiento del producto, deberé informar a NGMedical o,
cuando sea el caso, al distribuidor. En caso de una incidencia grave o riesgo de incidencia grave que pudiere o haya
podido perjudicar gravemente la salud del paciente o de un usuario o de terceros u ocasionarles la muerte, informe
inmediatamente por escrito o verbalmente a NGMedical (o al distribuidor). En todas las reclamaciones, indique el
nombre del producto, REF, LOT y descripcion, asi como los datos de la incidencia. Indique su nombre y datos de
contacto, y describa la incidencia de la forma mas detallada posible. Deben tenerse en cuenta, de igual manera, las
obligaciones legales de notificacion.

m MAS INFORMACION

Estas instrucciones de uso son aplicables a todos los implantes cervicales BEE de aleacién de titanio.
® INSTRUMENTOS PERMITIDOS

Unicamente los instrumentos descritos en la técnica quirGrgica de BEE (REF X1003 [aleman], X1004 [inglés], X1007
[EE. UU.]) pueden emplearse en contacto directo con el implante.
m INDICACIONES

Usar BEE en caso de las indicaciones siguientes:

« Discopatia

« Hernia discal con radiculopatia o mielopatia

e Estenosis del canal espinal y del foramen con o sin radiculopatia o mielopatia cervical
m CONTRAINDICACIONES

No debe implantarse BEE en caso de paciente con las siguientes caracteristicas o estado de salud:

» Densidad mineral 6sea determinada por medio de absorciometria con rayos X de doble energia de la columna
vertebral con un valor T de <-2,5 en hombres 2 60 o en mujeres = 50 afios (excepcion: medidas de estabilizacion
quirdrgica adicionales)

o Infeccién activa del sistema o infecciones en la parte del cuerpo de la operacion

o Fractura osteopordtica u osteopenia en la columna, cadera o mufieca (excepcion: medidas de estabilizacion
quirtirgica adicionales)

e Durante las dos semanas antes de la fecha de la operacién programada, toma de medicamentos que influyan en
el equilibrio 6seo y mineral

e Estado de salud o condicién quirtirgica por los que se deniegue el uso potencial de una operacion en la columna
vertebral

* Patologias endocrinas o metabdlicas en la anamnesis que influyan en el equilibrio 6seo y mineral

« Metastasis en la columna vertebral (excepcion: medidas de estabilizacion quirdrgica adicionales)

o Alergia a las aleaciones de titanio

e En caso de embarazo

e En caso de dolores cervicales axiales como sintoma Gnico

» Deformacion anatémica avanzada en la parte del cuerpo de la operacion (por ejemplo: espondilitis anquilosante,
escoliosis)

« El paciente no desea seguir las indicaciones posoperatorias.

m COMPLICACIONES Y POSIBLES EFECTOS ADVERSOS

Antes de la operacion, se deberd advertir a los pacientes de los posibles efectos adversos y de las posibles

intervenciones operatorias necesarias para corregir dichos efectos:

« Rotura o caida de componentes del sistema (los componentes podrian aflojarse, caerse o romperse)

« Dislocacién/migracién del implante

¢ Molestias de la cicatrizacién

e Infecciones

e Lesiones nerviosas o medulares, incluida la pérdida de las funciones neurolégicas (déficits sensoriales o motrices
como hipoestesia, anestesia, disestesia, hiperestesia, parestesia, pardlisis o agarrotamiento muscular, pérdida de
reflejos, aumento o reduccién del tono muscular, espasticidad)

« Lesiones medulares o paraplejia parcial o total

e Salida del liquido cefalorraquideo

e Infeccion en la columna vertebral (mielomeningitis)

e Lesiones esofégicas y/o traqueales

e Reaccion a cuerpos extrafios a componentes o fragmentos

e Lesiones viscerales o vasculares (carétida, yugular)

« Modificacion de la curvatura espinal con deformidad cifética o escoliética, pérdida de la correccion

e Pérdida de la densidad 6sea por osteopenia

e Necesidad de méas operaciones

e Fusion errénea con pseudoartrosis

« Hundimiento del implante en las placas terminales de la columna vertebral (subsidencia) con pérdida de la altura
del espacio intervertebral

« Degeneracién del segmento adyacente (acelerada)

Si desea mas informacion, contacte con
NGMedical GmbH 25°C
Talsperrenblick 5
66620 Nonnweiler
ALEMANIA
mail@ngmedical.de
www.ngmedical.de c € 5oC
+49 (0) 6873 99997-0 0482

Observar las instrucciones de STERILE n

uso Esterilizacion por rayos

Usar antes del Fabricante

No reutilizar Limite de temperatura

~k

No volver a esterilizar Conservar en un lugar seco

Numero de articulo Lote/lote de produccion

No usar si el embalaje esta roto Fecha de fabricacion

Producto sanitario Unique Device Identification

8| B

El producto sanitario segin el CFR 820.3 (1) se podra prescribir exclusivamente con receta
médica segun la ley (EE. UU.).

HEEEl )=

® Las marcas NGMedical y marcas comerciales registradas estan protegidas de forma internacional por los derechos
nacionales e internacionales de Alemania, de la Unién Europea y otras regiones y paises.
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RU

m LENEBOE HABHAYEHME

S > b | UmnnaHTatbl BEE®

X0002

Wmvnnautatel BEE He npoBepsinuce  Ha GesonacHocTe npu  npoeeaeHun  MPT-uccnepoeaHuin - Ha MPT-
COBMECTUMOCTb. He npoBepsinock Takke, NPOM3OMAET NN Pa3orpes UMK CMELLeHne uMnnaHTaTta npyu nposeaeHnn
MPT-uccneposanvsi.

m YMAKOBKA

2021-02-09

Kenmku BEE — 970 MMnnaHTaThl, paspaboTaHHble A WHTPaKOPMOPanbHOro, BEHTPArbHOMO, LEePBUKanbHOrO
cnoHaunogesa (C3-C7).
m ONMUCAHUE U3AENNSA

Kengxu BEE wmeloT cneumanbHylo aHaTomuyeckylo opmy, koTopasi obecrieurBaeT Hawunyuwmin pesynbtart
onepauyu. KaynanbHas CTOpoHa Nnrnockas, a kpaHnanbHasi — W30rHyTa. B HanpaeneHum cnepean Hasag uMnnaHTaT
cnerka cyxaeTcsi. B 6OKOBOM Mpoekuun UMNNaHTaT uMeeT crnerka nopaotudeckyto gopmy. LLnnbl, pasmelyeHHble
BO BCEX YeTLIPEX yrMax MMMnaHTata, rapaHTUpyloT XOpOLYK MNEpBUYHYI0 CTabunbHOCTe. MMnnawtatel BEE
n3roTaenuBaloTCs U3 TTaHoBoro cnnaea (TiBAI4V) cornacHo ctaHgapTy ASTM F 3001.

Keiigxu BEE HM BkoemM cnydae Henb3si HanpsMyld COEAWHATb C KOMMOHEHTaMW [pyrix npou3BoauTeneil.
VicKnioyeHne CoCTaBNsioT OCTeo3aMelLlalolL1e MaTepuanb! i 3anonHUTen .

m OBJIACTb AENCTBUA

Wmnnantatel BEE, kak npaBuno, nocTaBnsioTcs B ABOHOI CTEpUIbHON ynakoske. He ncnonb3yiite umnnaxTar, ecnm
ynakoBKa NOBPEXeHa. YCrOBUsi XPaHEHWs! A0MKHbI rapaHTUPOBaTL LIEMOCTHOCTL YNaKoBKY, & 3HAUUT, 1 COXPaHHOCTL
vMnnanTata. Hemb3s UCNONb30BaTh MOBPEXAEHHbIE UMMAHTATLI UM KOMMOHEHTLI. B Kaxaoil ynakoBKe UMeloTcst
9TUKETKM NS [JOKYMEHTUPOBAHMSI, KOTOPbIE Bbl MOXETE MCMOMNb30BaTh MO CBOEMY YCMOTPEHUIO, @ Takke nacropt
vmnnanTata. Ha ynakoBke 1 3TUKETKax COAEPKMTCA BCS HEOBXOAUMast MHGopMaLuns. Ha HUX MOXHO HaiTi HoMep
apTuKyna no KaTanory, HoMep NapTuK, ONUCaHue, CBEeHNs O METOAE CTEPUNN3ALIMN, KONUYECTBE, CPOKE FOHOCTH
¥ NPOM3BOANTENE 1 OTCKAHUPOBATL YHUKAmNbHBIA MOSHTU(MKATOP MEAULMHCKOrO uanenvsi. B kayecTee meTona
CTepunu3aLmm Ans Bcex MMnnanTatos BEE ncnonbayetcs CTepunmaaums raMma-nuanyyeHmem.

m PEKJTAMAUMMK

HacTosias MHCTPYKLMS N0 NPUMEHEHMIO 1eCTBUTENbHA NS BCEX LiepBukanbHbIX MMnnaxTatos BEE 3 TutaHosoro
cnnaea.

u JONYWEHHbIE UHCTPYMEHTbI

C MMNNaHTaTOM MOXHO WCMOMb30BaTb TOMBKO MHCTPYMEHTHI, OMMCaHHbIE B TEXHOMOTAM MPOBEAEHMS onepaLinit
¢ BEE [REF X1003 (Hemeuikuit), X1004 (aHrnmitckuii), X1007 (CLLA)].
m MOKA3AHMA

Wmnnantat BEE npumeHseTcs Npy Hanuunm creayiowmx nokasaHni:

e auckonaTuu;

®  IPbDKM MEXMO3BOHOHHOTO AUCKA C PaAMKyrionaTieil n (1nu) MuenonaTueit;

e CTeHO3a MEXMO3BOHKOBOTO kaHara 1 CiuHanbHOro CTEHO3a C LiepBUKanbHON paavkynonaTtuei/MmenonaTuen unm
6es Hee.

m MPOTUBOMNOKA3AHUA

TMwoboit cneunanucT (Hanpumep, Bpay, MCMOMb3yOWWIA U3AEnne), y KOTOPOro ecTb MPETEeH3UM UMK KOTOPbI
HE[IOBOMEH KA4eCTBOM, HAHECEHHBIMU HAANUCSMK, Ha[EXHOCTbIO, 6e30MacHOCTbI0, AMEKTUBHOCTLIO W (MNK)
3KCMIyaTaLVOHHLIMI XapaKTepUCTUKaMK U3aenus, JormkeH nponHdopmmposaTk 06 atom komnanuio NGMedical unm,
€CfN 3TO BO3MOXHO, Anrepa. B criyyae cepbe3HOro NpouCIUECTBUS UM PUCKA CEPbE3HOTO MPOUCLLECTBUS, KOTOPOE
MOXeT NPUBECTV NN NPUBENO K HAHECEHMIO TAXKKOTO BPe/la 3A0POBbI0 NGO Kk CMEPTV NaUNeHTa, Nonb3oBaTens unu
TPETbUX NNL, HEOBXOANMO HEMEANEHHO B MMCLMEHHOW WAM YCTHOW hopme NpoMHE(OPMMPOBATL KOMMaHMIO
NGMedical (vnv gunepa). Peknamaumm o6si3aTenbHO AOMKHBI CONPOBOXAATLES Y 0BaHuUs

HOMepa Mo KaTanory, Homepa napTuu, ONUCaHMEM NPOUCLLIECTBIUS 1 PaKTUHECKUMU OGCTOATENLCTBAMU. 3asBUTENb
[IOMKEH yKasaTb CBOE WUMS U KOHTaKTHbIE AaHHbIE 1 Kak MOXHO NoApoGHee onucatk npouciuecTene. Heobxoaumo
Takke COBNIOAAaTL NPeAnMcaHHoe 3akoHOM 0653aTenbCTBO CoobLLaTL O NPOUCLLECTBUSX!

u JOMNOJTHUTEJ/IbHASI UHOOPMALMSA

BEE He cneayeT MMNNaHTMPOBaTh CRIEAYIOLLMM KaTEropusiM NaLMEHTOB UM NPU HANM4MK CReayloLnX ANarHo3oB.

o [MarHocTpoBaHHasi C MOMOLLbI0 [IBYX3HEPreTUYECKON PEHTIEeHOBCKOW abCopGLMOMETPM  MUHEpanbHast
MMOTHOCTb KOCTHOW TKaHM C T-nokasaTenem <—2,5 y MyXuuH B Bo3pacTe OT 60 NeT UNn y KEHLWH B Bo3pacTe
oT 50 neT (MCKNioYeHne — AONOMHUTENbHAs XMpypruyeckasl CTabunmaaums).

o AKTMBHas CACTEMHAs MHEKUNS MM NHGEKLMM B MeCTe, KOTOPOe NpeanonaraeTcsi onepuposar.

o OCTeonoposHbi  Nepenom/ocTeoneHNs  NO3BOHOYHMKA, Gefipa MMM cycTaBa  KUCTM  (MCKMloYeHne —
[IONONHUTENbHARA XMPYpPrYeckas cTabunuaauns).

o lpvem neKkapcTBEHHbIX NPEnapaToB, BAMAIOWNX Ha METabonMaM KOCTHOW TKaHW 1 MMHEpanbHBI OBMeH
BELUECTB, B TEYEHNE [BYX HEEMb 710 3annaHMpPOBaHHON AaTkl NPOBEAEHMS OnepaLmi.

o CocTosiHM1e 30pOBbS NN TPEBYIOLLAs XMPYPrUYECKOro BMELIaTENbCTBa CUTYaLIns, KOTOPLIE MOTYT CBECTU Ha HET
NOTEHLManNLHYIO NOMb3y OT ONepPaLiA Ha MO3BOHOYHIKE.

e Hanuuue B aHaMHe3e SHAOKPUHHbIX 3aG0NeBaHuii UNK HapyLLeHNi 0GMeHa BELLLECTB, BAUAIOLMX Ha MeTabonnam
KOCTHOI TKaHU 11 MUHEParbHbI OGMEH BeLLLeCTB.

e MeTacTasbl B NO3BOHOUYHMKE (MCKMIOYEHUE — AOMOMHUTENbHAsA XMPypruyeckas cTabunmaaums).

o Anneprus Ha TUTAHOBbIE CTINaBbI.

e bBepemeHHOCTb.

o AKcnanbHele 6Onu B Liee Kak eAMHCTBEHHBIA CUMMTOM.

o [MarHocTUpoBaHHasi NO3AHS CTaaUs aHaTOMUUECKON AechopMaLmMi (Takol, Kak aHKUMO3MPYIOLLMIA CIOHAUANT,
CKOMMO3) B MECTE, KOTOPOE MpeAnonaraeTcs onepupoBaTh.

e HexenaHue nauueHTa cobrioaaTs ykasaHnsi No NOBEAEHMIO NOCNe onepaLuy.

m OCJIOXXHEHUA U BO3MOXXHbIE HEXKEJIATEJ/IbHBIE NOCNEACTBUSA

Mepen onepauvedt NaUMeHT [OMKEH MOMYYUTh PA3bACHEHUS OTHOCHTENBHO BO3MOXHBIX HeXenaTerlbHbiX

NOCNEACTBIA 1 ONEepaTUBHbIX BMELIATENbCTB, KOTOPLIE MOTYT NOTPeGOBATLCA ANS YCTPAHEHNS ATUX NOCNEACTBUN.

o TMonowmka/BeinNageHne KOMNOHEHTOB CUCTEMbI (PacluaTkiBaHUe, Pa3pyLLIEHNe MW NONOMKa KOMMOHEHTOB).

e CwmelyeHne/M1rpaums uMnnaxTara.

o HapylieHne 3ax1BneHns paH.

o WHdekums.

o ToBpexaeHns HEPBOB W (MNK) CMMHHOTO MO3ra BNMOTb /10 NOTEPN HEBPOMNOrMYECKNX (YHKLMA [HapylweHus
UyBCTBUTENBHOCTM 1 (MNM) MOTOPMKM, TakMe Kak runecTeansi, aHecTeaus, [AW3ECTe3ns, MnepecTesus,
napecTeausi, napes Uiy napanud, Hapylexne pednexcos, Mol M vnn cl 7 A TOHyC,
CNacTU4HOCTb].

o TMoBPEXAEHNs CIMHHOTO MO3ra C YaCTUYHLIM UMM NOMHBIM MONEPEYHBIM NapanuyoM.

o BbiTekaHue CIMHHOMO3TOBO XUAKOCTY.

o VHdeKuns No3BOHOUHMKA (MUENOMEHNHIUT).

o [loBpexaeH1e NuLIeBoAa UK Tpaxeu.

o Peakuus Ha MHOPOAHbIE Tena, Takne Kak KOMMOHEHTBI UM 0GNIOMKM.

o ToBpexaeHns BHYTPEHHUX OpraHoB W COCY0B (COHHOI apTepuy, LHbIX BEH).

¢ MameHeHune n3rnba NO3BOHOUHMKA C KUEPOTUHECKOI MMM CKONMOTUYECKO AecdhopmaLmeil, yTpaTa AOCTUTHYTLIX
MONOXUTENbHBIX Pe3yrnbTaToB.

o CHUXeHNe NMOTHOCTU KOCTU B pesynbTaTe aaanTUBHON NepecTPOKi.

o Heo6x0aMMOCTL 10NOMNHUTENBHbIX ONEPATUBHBIX BMELLATENbCTB.

o HeyzauHblit Kopniopoges C NCeBaoapTpPO3OM.

o TlorpyxeHne MMNMaHTaTa B KOHLEBbIE NMACTMHKM MO3BOHKOB (0CaJKa) C yTPaTOW BbICOTHI MEXMO3BOHKOBOTO
npocTpaHcTea.

e (YckopeHHast) aereHepauus CoeUHEHNsI.

e MHBanugHocTb.

e JleTanbHbin cxoAd.

m MPEAYNPEXAEHUE

HapexHocts 1 adhchekTuBHOCTE  MMnnaHTatoB BEE 6bina AokasaHa Tonmbko [Ans nedyenus 3aGoneeanui
NO3BOHOYHMKA, MEPEeYNCreHHbIX B pasene «MokasaHus». MpyU MCNONL30BaHNM 3TON CUCTEMBI, Kak 1 npu MioGoi
onepauyuu, CyulecTsyeT MoTeHLMarbHas ONacHOCTb NeTanbHOro Wcxoda. [pyrve noTeHuuareHble OnacHoCTH,
KOTOpbIE MOTYT NOTPEBGOBATE JONONHUTENBHBIX XMPYPTAYECKNX BMELLATENbCTR:

e nonomKa/ebinafeHne KOMMNOHEHTOB CUCTEMBI;

e HapylweHue cukcauum;

*  1CeB/0apTPO3;

e annepruyeckas peakuus N NoBbILIEHHAs YYBCTBUTENBHOCTE K TUTAHOBOMY CMNaBy;

e noBpexaeHue HEPBOB U (MNN) CAMHHOMO MO3ra;

*  rOBPEXAEHWS COCYAOoB.

KOMMOHEHTbI U3 MeTanna unu CniasoB Npy UMMMaHTaLMU B YESTOBEYECKMIA OpraH3M NOABEPralTCsl BO3AENCTBUIO
arpeccMBHBIX XMMUYECKMX BELLECTB, TaKiX Kak COMM, KUCMOTbI 1 Lenoyn. ITo MOXET BbI3BaTk UX koppoauio. Ecrin
MeTanbl PasHoro TNa NoMeLLloTCs B HENOCPEACTBEHHON BNM30CTY IPYr OT Apyra, 3TO MOXET YCKOPUTL MPOLEce
13-33 KOHTAKTHOI KOPPO3UK. MO MEXaHMHYECKIM 1 (PYHKLIMOHATbHBIM MPUHMHAM, @ TakKe C Y4ETOM CBOVCTB METansnos
He PEKOMEHAYETCS  MCMOMb30BaTh  KOMGUHALMW  UMMNIAHTUPYEMbIX  KOMMOHEHTOB  PasHblX MPOW3BOAMUTENEN.
B yactHoCTH, Npn uMnnaHTaumu BEE Henb3s Mcnonb3oBaTh KOMMOHEHThI UM MHCTPYMEHTHI pYrX NPoU3BoAUTenei
(MCKnoYeHNe — ocTeo3amelLaloLLMe MaTepuarbl UK 3anonHuTenm). IMnnaHTupyeMble Matepuars! MOTyT Bbi3BaTb
VMMYHHbIE PeakLy Ui peakLiun Ha MHOPOAHbIE TeNa, a Takke XPOHUYECKME BOCTIANNTESbHbIE N3MEHEHMS.

IMpu pacnakoBke MMNNaHTaTa HEOGXOAMMO Y0CTOBEPUTLCS, YTO €r0 HOMUHANLHBIV Pa3Mep COBNaaaeT C pa3mMepoMm,
yKa3aHHbIM Ha yNakoBKe.

m MEPbI MPEAOCTOPOXXHOCTU

OnepypyioLwmii Bpay JomkeH GbiTb XOPOLLIO 3HakoM ¢ uMnnaHTatom BEE, HeobxoaumbiMi MHCTpyMeHTamMn 1 obLei
TexHomnorveid nposeaeHus onepauun. Onepupyiowni Bpay AOMMKEH WCMOMb30BaTh WHCTPYMEHTLI, CrieupuansHo
ponyuieHHble komnavvein NGMedical ana wmnnavtauuu BEE. Onepupyowuint Bpay AomkeH obecneunTts
VCMONb30BaHWe WMMMaHTaTa ONTUMArbHOrO pasvepa M aHaTOMUYECKM NPaBUNbHOE Pa3MelleHue WMMMaHTara.
TecToBble MMNNaHTaThl NO3BOMSKOT MPOCTO U TOMYHO oOnpeaenuTb pasmep. CriegyeT usGeraTb 4Ype3mMepHoOro
pacTsbkeHusi. Mpu 9TOM HEOBXOAMMO TOYHO BLIPOBHSTH KayAanbHYK U KpaHWanbHylo NOBEPXHOCTU UMNNaHTaTa, a
TakKe BbIPOBHSATL €ro cnepeav 1 caaau. MNpolecc onepauyyy NoAPOGHO ONMUcaH B TEXHONOTUM NPOBEAEHUS onepaLni
[REF X1003 (Hemeukunin), X1004 (aHrnuiickuin), X1007 (CLUA)].

3admKeupyiiTe OKyMEHTaNBHO, Kakie UMMaHTaTkl UCNOMNb30BaNKCh AMs KOHKPETHOTO NaLMeHTa, 1 yKakuTe HoMepa
no Katanory 1 HoMepa napTuu, 4ToBbl MX MOXHO 6bINO  OTCMeauTh B COOTBETCTBUM  C TpeGOoBaHUAMM
3aKoHoaaTensCcTBa. VMnnaHTaTel paccunTaHbl Ha OAHOPA30BOE WCMOMb3OBaHWE. M3BNEYeHHbLIN U3 OpraHuima
nauueHTa UMNNAHTaT Helb3s UCMOML30BaTk MOBTOPHO.

[ina nony4eHus AONOMNHUTENbLHO MHdopmauun obpaliaiitecs B komnaHuio NGMedical GmbH.
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MpounssoanTens

[Ins o[IHOKPATHOrO NPUMEHEHMs! [ana3oH Temnepatyp

Cpok rogHocTn M

He cTepunusosath noBTOpHO Bepeub oT Bnarn

Homep apTukyna

He ucnonb3osarts B cryqae &

Homep naptumn

[Hata nsrotosnexus

YHuKanbHbIA noeHTMdukaTop
nagenus (UDI)
Mo 3akoHy (CLUA) meanumHckoe usnenve, cootsetcTaytolee Tpebosarnsam CFR (ceoa

heaepanbHbix HopMaTuBHbIX aktoB, CLLUA) 820.3 (1), paspeluaeTcs nponmcbIBaThb TOMLKO
N0 Ha3Ha4YeHMIo Bpaya

NOBPEXAEHUS YNaKoBKN

MeauumHckoe uanenve

g® le®RrdE

® ToeapHble 3Hakm NGMedical u 3apervcTpupoBaHHbIE TOProBble Mapku  3allyLieHbl B COOTBETCTBUM
C HaLMOHaNbHbLIM U MeXyHapOAHLIM NpaBoM B MepmaHny, EBponeiickom Colose 1 IpYrix pervoHax u CTpaHax Mupa.
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