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B ZWECKBESTIMMUNG

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

BEE HA Cages wurden speziell an die lokale Anatomie angepasst, um das operative Ergebnis bestmdglich 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 Primérstabilitat. BEE HA Implantate bestehen aus PEEK-OPTIMA HA ENHANCED und Pins
aus einer Titanlegierung (TiAl6V4) nach ASTM F 136. BEE HA Cages durfen nicht in direktem Kontakt mit
Komponenten anderer Hersteller verwendet werden, ausgenommen hiervon sind Knochenersatzmaterialien bzw.
Fllstoffe.
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anwendbar, den Héandler 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.
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Alle Reklamationen miissen mit Angabe von Produktname, UDI und Beschreibung sowie Daten des Vorkommnisses
erfolgen. Der Meldende sollte seinen Namen und Kontaktdaten angeben und das Vorkommnis mdglichst detailliert
beschreiben. Die gesetzlichen Meldepflichten sind ebenfalls zu beachten!

m WEITERFUHRENDE INFORMATIONEN

Diese Gebrauchsanweisung ist fiir alle zervikalen BEE HA Implantate aus PEEK-OPTIMA® HA ENHANCED mit Pins
aus Titanlegierung guiltig.
m ZUGELASSENE INSTRUMENTE

AusschlieRlich die in der zervikalen Operationstechnik (REF X1003 (Deutsch), X1004 (Englisch) bzw. X1008 (US)),
beschriebenen Instrumente diirfen in direkter Verbindung mit dem Implantat verwendet werden.
m INDIKATIONEN

BEE HA ist zur Verwendung bei Vorliegen der folgenden Indikationen vorgesehen:

« Diskopathie

« Bandscheibenvorfall mit Radikulopathie und / oder Myelopathie,

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

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

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

« Aktive Systeminfektion oder Infektion an der Operationsstelle,

« Osteoporotische Fraktur/ Osteopenie an der Wirbelsaule, Hufte oder am Handgelenk (Ausnahme: Zusétzliche
operative StabilisierungsmalRnahmen),

e Innerhalb von 2 Wochen vor dem geplanten Operationsdatum erfolgte Einnahme von Medikamenten, die den
Knochen- und Mineralhaushalt beeinflussen,

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

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

e Wirbelsdulenmetastasen (Ausnahme: Zusatzliche operative StabilisierungsmaBnahmen),

* Allergie gegeniiber Polyetheretherketon (PEEK), Hydroxylapatit (HA) oder Titanlegierungen (TiAI6V4),

e Schwangerschaft,

e Axiale Nackenschmerzen als einziges Symptom,

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

e Patient ist nicht Willens den postoperativen Anweisungen zu folgen.

u KOMPLIKATIONEN UND MOGLICHE UNERWUNSCHTE EREIGNISSE

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

moglicherweise notwendigen weiteren operativen Eingriffe aufgeklart werden:

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

« Dislokation/Migration des Implantats,

e Wundheilungsstérungen,

¢ Infektion,

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

e Riickenmarksverletzungen mit teilweiser oder vollstandiger Querschnittslahmung,

e Ausfluss der Gehirn-Riickenmarks-Flissigkeit,

«  Wirbelsauleninfektion (Myelo-Meningitis),

» Verletzungen der Speise- und/oder Luftréhre,

« Fremdkorperreaktion auf Komponenten oder Bruchstiicke,

e Viszerale oder vaskulare Verletzungen (Halsschlagader, Halsvenen),

o Anderung der Wirbelsaulenkriimmung mit kyphotischer oder skoliotischer Deformitét, Verlust der Korrektur,

e Knochendichteverlust durch Stress-Shielding,

* Notwendigkeit weiterer operativer Eingriffe,

e Fehlgeschlagene Fusion mit Pseudarthrose,

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

o (beschleunigte) Anschlussdegeneration,

e Dauerhafte Behinderung,

e Tod.

m WARNHINWEISE

Fir weiterfiihrende Informationen kontaktieren Sie bitte:
NGMedical GmbH 25°C
Talsperrenblick 5
66620 Nonnwesiler

GERMANY
mail@ngmedical.de
www.ngmedical.de c E o°c
+49 (0) 6873 99997-0 0482
Gebrauchsanweisung beachten STERILE| R Strahlensterilisiert
Verwendbar bis “ Hersteller
Nicht wiederverwenden /ﬂl Temperaturbegrenzung

Nicht erneut sterilisieren Trocken aufbewahren

Artikelnummer Charge/Fertigungslos

Bei beschadigter Verpackung
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Medizinprodukt Unique Device Identification

Das Medizinprodukt It. CFR 820.3 (1) 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 Europaischen Union und anderen Regionen und Landern weltweit geschitzt.
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m INTENDED USE

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

BEE HA 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 HA implants are made of PEEK-OPTIMA HA ENHANCED and pins made out of titanium alloy
(Ti6AI4V) according to ASTM F136.

Itis not allowed to use BEE HA 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 HA implants made of PEEK-OPTIMA HA ENHANCED with pins
made of titanium.
m APPROVED INSTRUMENTS

Only the instruments described in the cervical surgical technique (REF X1003 (German), X1004 (English) or X1008
(US)), may be used in direct connection with the implant.
m INDICATIONS

BEE HA 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

Die Sicherheit und Wirksamkeit der BEE HA Implantate wurde nur fiir 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,
s Pseudarthrose,
e Allergische Reaktion oder Empfindlichkeit gegeniiber Polyetheretherketon (PEEK), Hydroxylapatit (HA) oder
Titanlegierung (TiAl6V4),
» Nervenschadigung und/oder Riickenmarksschadigung,
GefaBverletzung.
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. Insbesondere darf
BEE HA nicht mit Komponenten (Ausnahme: Knochenersatzmaterial oder Fiillstoffe) oder Instrumenten anderer
Hersteller eingesetzt werden. Grundsatzlich kénnen implantierte Materialien Immunreaktionen —oder
Fremdkorperreaktionen sowie chronische entziindliche Veranderungen verursachen.
Bei der Entnahme des Implantats aus der Verpackung muss sichergestellt werden, dass die NenngroRRe des Implantats
mit der angegebenen Grof3e der Verpackungsbeschriftung tibereinstimmt.
m VORSICHTSMABNAHMEN

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

* 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,

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 polyetheretherketone (PEEK), hydroxyapatite (HA) or titanium alloy (Ti6Al4V),

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.

[ ] COMPLICATIONS AND POSSIBLE UNDESIRED OCCURENCES

Der Operateur muss absolut vertraut sein mit BEE HA, den notwendigen Instrumenten und der allgemeinen
Operationstechnik. Der Operateur muss die speziell von NGMedical fir BEE HA zugelassenen Instrumente
verwenden. Der Operateur muss immer sicherstellen, dass die optimale ImplantatgroRe verwendet und das Implantat
anatomisch korrekt platziert wird. Testimplantate ermdglichen eine einfache und sichere GréfRenbestimmung.
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 X1003 (Deutsch), X1004 (Englisch) bzw. X1008 (US)).

Bitte dokumentieren Sie die verwendeten Implantate patientenbezogen mit der UDI, damit die gesetzlich geforderte
Rickverfolgbarkeit gewahrleistet ist. Die Implantate sind zum Einmalgebrauch bestimmt. Ein explantiertes Implantat
darf nicht wiederverwendet werden.

Die BEE HA Implantate wurden hinsichtlich ihrer Sicherheit und Kompatibilitat im MRT Umfeld nicht gepruift.

m VERPACKUNG

BEE HA Implantate werden grundsatzlich doppelt steril verpackt geliefert. Verwenden Sie Implantate nur bei
unversehrter Verpackung. Die Lagerungsbedingungen miissen 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 kénnen dort die Artikelnummer REF, LOT, Beschreibung,
Sterilisationsmethode, Menge, Verwendbarkeitsdatum, Herstelldatum und Hersteller nachlesen sowie den UDI-Code
scannen. Die Sterilisationsmethode fiir alle BEE HA Implantate ist Gamma-Strahlensterilisation.

m REKLAMATIONEN

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

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,

e Infection,

« Neural damages and/or spinal cord damages including loss of neurological functions (sensory and/or 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,

Accelerated degeneration of adjacent segments (Adjacent Segment Disease),

Permanent disability,

Death.
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m WARNINGS

The safety and efficacy of the BEE HA 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 polyetheretherketone (PEEK), hydroxyapatite (HA) or titanium alloy (Ti6AI4V),

« 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. Particularly, it is not allowed to use the BEE HA 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

The surgeon must be perfectly familiar with BEE HA, the necessary instruments as well as the general surgical
technique. The surgeon must exclusively use the instruments especially approved by NGMedical for BEE HA. 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) or X1008 (US)). Implanted devices are to be documented patient-related with
the UDI-Code, so that the legally required traceability is guaranteed. The implants are intended for single use. An
explanted implant must never be reused. BEE HA 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
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* Breakage/ failure of system components (loosening, collapse or breaking of components,

« Dislocation/ migration of the implant is higher without the use of supplemental fixation,

e 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,

e Spinal cord injuries, outflow of the cerebrospinal fluid,

e trachea and/or esophagus injury,

Foreign body reaction (allergically based) to components or fragments/debris,

e Visceral or vascular injuries,

* Modification of the spinal curvature. Loss of correction, height and/or repositioning,
e Loss of bone density by stress-shielding,

« Need of further surgeries,

e Failed Fusion,

* Subsidence of the implant into the endplates,
« Adjacent Segment Disease,

e Death.

m WARNINGS

BEE HA 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, manufacturing date, manufacturer and UDI-Code. All BEE HA implants are sterilized by
gamma radiation.

m COMPLAINTS

The safety and efficacy of the BEE HA implants has only been proven for the spinal diseases listed in the paragraph
Lsindications”. 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,

e Loss of Anchorage,

* Pseudarthrosis,

* Allergic reaction or sensitivity to polyetheretherketone (PEEK), hydroxyapatite (HA) or titanium alloy (Ti6Al4V),

* 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. Particularly, it is not allowed to use the BEE HA 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 HA 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, UDI 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.
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m CAUTION

The surgeon must be perfectly familiar with BEE HA, the necessary instruments as well as the general surgical
technique. The surgeon must exclusively use the instruments especially approved by NGMedical for BEE HA. 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 X1008). 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 the UDI-Code, 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

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

BEE HA 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 HA system in the MR environment is
unknown. Scanning a patient who has this device may result in patient injury.

m PACKAGING

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

BEE HA 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 HA implants
are made of PEEK-OPTIMA HA ENHANCED and pins made out of titanium alloy (Ti6Al4V) according to ASTM F136.
It is not allowed to use BEE HA implants in contact with components of other manufacturers.

m SCOPE

BEE HA 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, manufacturing date, manufacturer and UDI-Code. All BEE HA implants are sterilized by
gamma radiation.

m COMPLAINTS

This Instructions for Use is valid for all cervical BEE HA implants made of PEEK-OPTIMA HA ENHANCED with pins
made of titanium alloy (Ti6AI4V) according to ASTM F136.
m APPROVED INSTRUMENTS

Only the instruments described in the BEE HA surgical technique (X1008 (US)), may be used in direct connection with
the implant.
m INDICATIONS

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 HA 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, UDI 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

BEE HA 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 HA 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

It is not allowed to implant BEE HA 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 polyetheretherketone (PEEK), hydroxyapatite (HA) or titanium alloy (Ti6Al4V),

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,

e Patient is unwilling to follow the postoperative instructions,

« Active infections or high risk of infection,

* Signs of local inflammation,

e Fever or leukocytosis,

* 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.

u COMPLICATIONS AND POSSIBLE UNDESIRED OCCURENCES

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:

For further information please contact

NGMedical GmbH

Talsperrenblick 5 2
66620 Nonnweiler
GERMANY
mail@ngmedical.de
www.ngmedical.de c € 0°C
+49 (0) 6873 99997-0 0482
Symbol Standard Ref no Title Meaning
Consult .
. N Indicates the need for the user to
E@ 543 InS[I’LIE[SI(;r‘IS 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
5.4.2 Do not re-use intended for one use, or for use on
a single patient during a single
procedure.
@ 1SO 15223- 526 Do not Indicates a medical device that is
1:2016 - resterilize not to be resterilized.
Symbols to be Indicates the manufacturer's
used with 5.16 n?;ézllor?lﬂi;ér catalogue number so that the
medical medical device can be identified.
device Do not use if Indicates a medical device that
@ labeling and 5.2.8 package is should not be used if the package
Eformatll_or:j to damaged has been damaged or opened.
e supp ed ~ Sterilized using Indicates a medical device that has
Partl: General 524 rradiati b terilized using irradiati
[ — | requirements Irraqaiation een 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.
Ll 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.
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Date of Indicates the date of manufacture

513 manufacture the medical device

Medical Device

SIEI(ES

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

g
g
-

® The NGMedical brands and registered trademarks are protected by national and international rights in Germany, the
European Union and other regions and countries worldwide.

m UTILISATION PREVUE

; / AMnnaHTaTbl BEE® HA
X0005

La procédure chirurgicale peut également étre lue dans les instructions chirurgicales (REF X1003 (allemand) X1004
(anglais) ou X1008 (US)).

Veuillez documenter les implants utilisés avec I'UDI de maniére adaptée au patient afin de garantir la tracabilité
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 HA n'ont pas été testées dans un environnement d'IRM.

m EMBALLAGE

2021-02-09

Les implants BEE HA 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 '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, la date de fabrication et le fabricant
ainsi que scanner le code UDI. La méthode de stérilisation de tous les implants BEE HA est la stérilisation par
rayonnement gamma.

m RECLAMATIONS

Les cages BEE HA ont été développées comme implants pour la spondylodése intercorporel, ventrale et cervicale
(C3-C7).
m DESCRIPTION DU PRODUIT

Les Cages BEE HA ont été spécialement adaptés a I'anatomie locale pour assurer le meilleur résultat chirurgical
possible. Le c6té caudal est plat, le coté cranien est concave et l'implant est conique de la partie ventrale a la partie
dorsale. En vue latérale, I'implant a une forme légérement lordotique. Des broches aux quatre coins de limplant
assurent une bonne stabilité primaire. Les implants BEE HA sont composés de PEEK-OPTIMA HA ENHANCED et de
broches en alliage de titane (TiAI6V4) selon ASTM F 136. Les cages BEE HA 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

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, I'UDI 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 maniere la
plus détaillée possible. Les obligations légales de déclaration doivent également étre respectées !

m INFORMATIONS COMPLEMENTAIRES

Le présent manuel d'instructions est valable pour tous les implants BEE HA en PEEK-OPTIMA®HA ENHANCED avec
broches en alliage de titane cervicaux.
m INSTRUMENTS AUTORISES

Seuls les instruments décrits dans la technique chirurgicale cervicale (REF X1003 (allemand), X1004 (anglais) ou
X1008 (US)) peuvent étre utilisés en contact direct avec l'implant.
m INDICATIONS

BEE HA est destiné a étre utilisé dans les indications suivantes :

« 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 HA 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 260ans ou chez les femmes 250ans (exception: mesures chirurgicales de stabilisation
supplémentaires),

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

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

e Dansles 2 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),

e Allergie au polyétheréthercétone (PEEC), a I'hydroxylapatite (HA) ou aux alliages de titane (TiAI6V4),

e Une grossesse,

* Douleurs axiales a la nuque comme seul symptome,

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

o 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 Implant,

e Troubles de la cicatrisation des plaies,

e Infection,

e 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,

o 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

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

e Nécessité d'une nouvelle intervention chirurgicale,

o Echec de la fusion avec la pseudarthrose,

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

e 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 Nonnweiler

ALLEMAGNE
mail@ngmedical.de
www.ngmedical.de c E 0°C
+49 (0) 6873 99997-0 0482
Respecter le manuel STERILE| R Stérilisé par radiations

diinstructions

Utilisable jusqu'a Fabricant

Ne pas réutiliser Limite de température

Ne pas stériliser & nouveau Stocker au sec

Référence article Lot de production/lot

Ne pas utiliser si 'emballage est

endommagé Date de fabrication

EERS

g® leRrdE

Dispositif & usage médical Identification unique d'appareil

Le dispositif & usage médical selon CFR 820.3 (1) peut étre prescrit Iégalement (USA)
exclusivement sur les instructions d'un médecin

® Les marques et marques déposées de NGMedical sont protégées par des droit nationaux et internationaux en
Allemagne, dans I'Union Européenne et dans d'autres régions et pays du monde.

m DESTINAZIONE A UNO SCOPO PRECISO

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

Le gabbie BEE HA sono state appositamente adattate al’anatomia 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, Iimpianto ha un forma leggermente lordotica. Chiodi su tutti e quattro gli angoli dell'impianto
garantiscono una buona stabilita primaria. Gli impianti BEE HA sono composti da PEEK-OPTIMA HA ENHANCED e
chiodi in lega di titanio (TiAIBV4) ai sensi di ASTM F 136. Le gabbie BEE HA non devono essere impiegate a contatto
diretto con componenti di altri produttori, ad eccezione di sostituti ossei o sostanze di riempimento.

m AMBITO DI VALIDITA

Le presenti istruzioni per 'uso sono valide per tutti gli impianti cervicali BEE HA in PEEK-OPTIMA® HA ENHANCED
con chiodi in lega di titanio.
m STRUMENTI CONSENTITI

Possono essere utilizzati direttamente assieme allimpianto esclusivamente gli strumenti descritti nella tecnica
chirurgica cervicale (REF X1003 (tedesco), X1004 (inglese) e X1008 (US)).
m INDICAZIONI

BEE HA é destinato all'uso in presenza delle seguenti indicazioni:

e discopatia

« ernia discale con radicolopatia e / o mielopatia,

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

La sécurité et l'efficacité des implants BEE HA 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 décés. Les autres risques potentiels qui peuvent nécessiter une autre intervention chirurgicale sont :

« Rupture/défaillance des composants du systéme,

e Perte de l'ancrage,

¢ Pseudarthrose,

e Réaction allergique ou sensibilité au polyétheréthercétone (PEEC), a I'hydroxylapatite (HA) ou aux alliages de
titane (TiAI6V4),

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

e Lésion vasculaire.

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. En particulier, BEE HA 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 l'mplant correspond a la taille

spécifiée sur I'étiquette de I'emballage.

m MESURES DE PRECAUTION

BEE HA non deve essere impiantato 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 = 60 anni o nelle donne di etd = 50 anni (eccezione: misure chirurgiche di stabilizzazione
supplementari),

« infezione sistemica attiva o infezione 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 2 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 polietere etere chetone (PEEK), idrossiapatite (HA) o leghe di titanio (TiAI6V4),

gravidanza,

e cervicalgia assiale come unico sintomo,

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

e il paziente é riluttante ad osservare le indicazioni post-chirurgiche.

m COMPLICANZE E POTENZIALI EFFETTI INDESIDERATI

Le chirurgien doit absolument connaitre BEE HA, les instruments nécessaires et la technique chirurgicale générale.
Le chirurgien doit utiliser les instruments spécialement approuvés par NGMedical pour BEE HA. Le chirurgien doit
toujours s'assurer que la taille optimale de I'implant est utilisée et que l'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 I'implant soit correctement aligné dans la direction craniale et caudale ainsi que ventrale et dorsale.

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),

« dislocazione/migrazione dell'impianto,

e cicatrizzazione anomala,

e infezioni,

* danni a carico del sistema nervoso e/o del midollo splnale compresa la perdita di funzioni neurologiche (deficit
sensitivi 0 motori quali ipoestesia, anestesia, di ip , parestesia, paresi o paralisi muscolare,

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

e 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,

e degenerazione terminale (accelerata),

o disabilita permanente,

e morte.

m AVVERTENZE

; / AMnnaHTaTbl BEE® HA
X0005
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m AMBITO DE APLICAGAO

Estas instrugdes de utilizag&o aplicam-se a todos os implantes cervicais BEE HA em PEEK-OPTIMA®HA ENHANCED
com pinos em liga de titanio.
= INSTRUMENTOS APROVADOS

Apenas os instrumentos descritos na técnica cirtirgica cervical (REF X1003 (alemé&o), X1004 (inglés), X1008 (EUA))
podem ser utilizados em ligag&o direta com o implante.
m INDICAGOES

BEE HA destina-se a utilizagédo 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.
= CONTRAINDICAGOES

La sicurezza e I'efficacia degli impianti BEE HA & 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:
rottura/caduta di componenti sistemici,

e perdita di ancoraggio,

e pseudoartrosi,

« reazione allergica o ipersensibilita a polietere etere chetone (PEEK), idrossiapatite (HA) o leghe di titanio
(TiAlBV4),

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

e 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. Soprattutto, BEE HA non deve essere impiegato 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 l'impianto dall'imballaggio accertarsi che le dimensioni nominali dell'impianto coincidano con le dimensioni

indicate sull'etichetta della confezione.

m PRECAUZIONI

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

« Densidade mineral 6ssea determinada por meio da coluna DXA com valor T < -2,5 em homens 2 60 anos ou
mulheres 2 50 anos (exceg&o: medidas de estabilizagao cirurgica adicionais),

« Infecéo ativa do sistema ou infe¢é&o no local da cirurgia,

« Fratura osteoporética / esteopenia na coluna, quadril ou pulso (exce¢do: medidas de estabilizagéo cirGrgica
adicionais),

* Se os medicamentos que afetam o equilibrio 6sseo e mineral foram tomados dentro de 2 semanas antes da data
planeada da operagéo,

* Estado de salde ou condigéo cirlirgica existente que negaria os beneficios potenciais da cirurgia na coluna
vertebral,

. Hlstonal médico de doencas endécrinas ou metabdlicas que afetam o equilibrio 6sseo e mineral,

. a espinhais & de estabilizagéo cirdrgica adicionais),

« Alergia a poliéter-éter-cetona (PEEK), hidroxiapatita (HA) ou ligas de titanio (TiAI6V4),

* 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-operatorias.

L] COMPLICACﬁES E POSSIVEIS EVENTOS ADVERSOS

L'operatore deve conoscere molto bene BEE HA, gli strumenti necessari e la tecnica chirurgica generale. L'operatore
deve impiegare gli strumenti appositamente consentiti da NGMedical per BEE HA. 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 l'impianto venga orientato correttamente in posizione craniale e caudale, nonché ventrale e dorsale. La procedura
chirurgica puo anche essere controllata nella guida chirurgica (REF X1003 (tedesco) X1004 (inglese) e X1008 (US)).
Si prega di documentare gli impianti utilizzati sul paziente con 'UDI, per garantire la tracciabilita prevista dalla legge.
Gli impianti sono monouso. Non riutilizzare un impianto espiantato.

Gli impianti BEE HA non sono stati sottoposti a verifica della loro sicurezza e compatibilita in ambiente MRI.

m CONFEZIONE

Gli impianti BEE HA 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, dell'impianto.
Non utilizzare impianti o altri componenti difettosi. Ciascun imballaggio contiene etichette di documentazione da
impiegare liberamente ed una tessera per il portatore dellimpianto. 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, data di produzione e produttore, nonché scansire il codice UDI. Il metodo di sterilizzazione
di tutti gli impianti BEE HA ¢ 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, dell'affidabilita, 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, UDI e descrizione nonché dati dellincidente. Il reclamante deve
comunicare il proprio nome e recapiti e descrivere pill dettagliatamente possibile I'incidente. Osservare anche gli
obblighi di segnalazione giuridici!

m ULTERIORI INFORMAZIONI

Antes da operacéo, os pacientes devem ser informados sobre os possiveis eventos adversos e outras intervengées
cirGrgicas que podem ser necessarias para corrigir esses mesmos eventos:

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

* Deslocacao/migracéo do implante,

« Distlrbios de cicatrizacao de feridas,

e Infecéo,
e Les&o nervosa e/ou lesdo da medula espinal, incluindo perda de funcoes neurologlcas (défices sensoriais e/ou
motores, tais como hipestesia, anestesia, di ia, hip , P , paresia, paresia ou paralisia

muscular, deficiéncia de reflexo, aumento ou diminuicao do ténus muscular, espasticidade),

Lesdes da medula espinal com paraplegia parcial ou total,

Descarga do liquido espinal do cérebro,

Infecdo espinal (meningite mielomatosa),

Lesdes no esoéfago e/ou traqueia,

Reacéo 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 dssea através da protecdo contra o stress,

* Necessidade de novas intervengdes cirlrgicas,

e Falha da fuséo com pseudoartrose,

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

« degeneracdo subsequente (acelerada),

« Deficiéncia permanente,

e 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 0°C
+49 (0) 6873 99997-0 0482
Osservare le istruzioni per 'uso STERILE| R Radiosterilizzato

Data di scadenza Produttore

Non riutilizzare Limitazione di temperatura

~IE

Non risterilizzare Conservare in un luogo asciutto

Codice articolo Lotto/Lotto di produzione

Non utilizzare con imballaggio

danneggiato Data di produzione

Prodotto medico

8|5, B

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

® | 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.

m UTILIZAGAO PREVISTA

A seguranca e eficacia dos implantes BEE HA s6 foram demonstradas para os distdrbios da coluna vertebral listados
na secgéo de indicagGes. 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,

« Reac&o alérgica ou sensibilidade a poliéter-éter-cetona (PEEK), hidroxiapatita (HA) ou ligas de titanio (TiAI6V4),
« Danos nos nervos e/ou danos na medula espinal,

e Lesé&o vascular.

A implantag&o de metais e ligas no corpo humano exp@e esses ambientes quimicos agressivos de sais, 4cidos e
bases, que podem levar & corroso. Em particular, a BEE HA néo deve ser utilizada com componentes ou métodos
de outros fabricantes (excecdo: materiais de substituicio ¢ssea ou de enchimento). Em principio, 0os materiais
implantados podem causar reagdes imunitarias ou reagdes a corpos estranhos, bem como alteracdes inflamatérias
crénicas.

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 HA, os instrumentos necessarios e a técnica cirirgica
geral. O cirurgido deve utilizar os instrumentos especialmente aprovados pela NGMedical para a BEE HA. O cirurgido
deve sempre garantir que € utilizado o tamanho ideal do implante e que o implante esta posicionado corretamente de
forma anatémica. Os implantes de teste permitem um dimensionamento simples e seguro. Evite a distracdo excessiva.
E importante garantir que o implante esteja alinhado corretamente no lado cranial e no lado caudal, assim como
ventral e dorsal. O procedimento cirdrgico também pode ser encontrado nas instrugdes cirdrgicas (REF X1003
(alemao), X1004 (inglés), X1008 (EUA)).

Documente os implantes utilizados relacionados com o paciente com UDI, para garantir a rastreabilidade legalmente
exigida. Os implantes destinam-se a uma utilizag&o tnica. Um implante explantado n&o pode ser reutilizado.

Os implantes BEE HA nao foram testados quanto & seguranca e compatibilidade em ambiente de ressonancia
magnética.

m EMBALAGEM

Os implantes BEE HA s&o sempre entregues em embalagens estéreis duplas. Utilize implantes apenas se a
embalagem estiver intacta. As condi¢des de armazenamento devem garantir a integridade da embalagem e, portanto,
dos implantes. Implantes com defeito ou outros componentes néo devem ser utilizados. Cada embalagem contém
etiquetas de documentagéo para utilizagao gratuita e um cartio de implantagdo. A embalagem e as etiquetas contém
todas as informagdes necessarias. Ai encontra-se o nimero do artigo REF, LOTE, descricdo, método de esterilizagéo,
quantidade, data limite de utilizagdo, data de produgéo e fabricante e digitalizar o cédigo UDI. O método de
esterilizagéo para todos os implantes BEE HA € a esterilizagao por radiagéo gama.

m RECLAMAGOES

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

m DESCRIGAO DO PRODUTO

As gaiolas BEE HA foram especialmente adaptadas & anatomia local para garantir o melhor resultado cirtirgico
possivel. O 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 HA consistem em PEEK-OPTIMA HA ENHANCED e em pinos feitos de uma
liga a titanio (TiAl6V4), em conformidade com ASTM F 136. As gaiolas BEE HA ndo devem ser utilizadas em contacto
direto com componentes de outros fabricantes, com excegédo de materiais de substituicdo dssea ou de enchimento.

Qualquer especialista (por exemplo, médico que utiliza o produto) que tenha uma reclamacao ou ndo 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
utilizador ou de um terceiro, a NGMedical (ou o revendedor) deve ser informada imediatamente por escrito ou
oralmente.

Todas as reclamacdes devem ser feitas com o nome do produto, UDI e descri¢do, além de detalhes do incidente. A
parte relatora deve fornecer o seu nome e detalhes de contacto e descrever o incidente com o méximo de detalhes
possivel. Devem também ser cumpridos os requisitos legais de comunicagao!
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m INFORMAGOES ADICIONAIS

Para informagdes adicionais, por favor contactar:
NGMedical GmbH 25°C
Talsperrenblick 5
66620 Nonnwesiler

ALEMANHA
mail@ngmedical.de
www.ngmedical.de c € 0°C
+49 (0) 6873 99997-0 0482
Seguir as instrugdes ISTERILE| R Esterilizado por radiagéo

Prazo de validade Fabricante

N&o reutilizar Limitagdo de temperatura

Armazenar seco

NUmero de artigo Lote/Lote de produgéo

Na&o utilizar se a embalagem

estiver danificada Data de fabrico

Né&o esterilizar novamente T

. - - Identificacdo exclusiva do
Dispositivo médico - dispositivo

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

2@ E®rdE

8

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

m USO PREVISTO

2021-02-09

X0005
* Pseudoartrosis

* Reaccion alérgica o sensibilidad a la polieteretercetona (PEEK), hidroxiapatita (HA) o aleaciones de titanio
(TiAIBV4)

* Lesiones nerviosas o medulares

* 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. En particular, la BEE HA no se podra implantar con piezas (excepcion:

sustitutos 6seos o rellenos) o instrumentos de otros fabricantes. 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 HA, los instrumentos necesarios y las técnicas quirdrgicas
generales. El cirujano utilizara los instrumentos especiales permitidos por NGMedical para BEE HA. El cirujano debera
garantizar siempre que usa el tamafio éptimo 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 distraccién 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], X1008
[EE. UU.)).

Documente los implantes empleados en funcién del paciente con la UDI 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 HA al efectuarse la TRM.

m EMBALAJE

Los implantes BEE HA se suministran con doble embalaje esterilizado. Utilice inicamente los implantes cuyo embalaje
no presente dafios. 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, ya que se encuentra el nimero de articulo REF, LOT, descripcion, modo de
esterilizacion, cantidad, fecha de caducidad, fecha de fabricacién y fabricante, y se puede también escanear el codigo
UDI. El método de esterilizacién de todos los implantes BEE HA es la esterilizacién por rayos gamma.

m RECLAMACIONES

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

Las cajas BEE HA se han adaptado especialmente a la anatomia local para garantizar el mejor resultado operativo
posible. La regién caudal es plana, la region 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 HA estan compuestos por PEEK-OPTIMA
HA ENHANCED y pines de la aleacion de titanio TiAI6V4 conforme a ASTM F 136. Las cajas BEE HA no se pueden
usar directamente con componentes de otros fabricantes, a excepcion de los sustitutos éseos 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, o bien, ocasionarles la muerte,
informe inmediatamente por escrito o verbalmente a NGMedical (o al distribuidor).

En todas las reclamaciones, indique el nombre del producto, UDI 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 HA cervicales compuestos de PEEK-
OPTIMA® HA ENHANCED con pines de aleacion de titanio.
® INSTRUMENTOS PERMITIDOS

Unicamente los instrumentos descritos en la técnica quirdrgica para cervicales (REF X1003 [aleman], X1004 [inglés],
X1008 [EE. UU.]) pueden emplearse en contacto directo con el implante.
m INDICACIONES

Usar BEE HA en caso de las indicaciones siguientes:

e Discopatia

e Hernia discal con radiculopatia o mielopatia

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

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

e 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 260 o en mujeres 250 afios (excepcion: medidas de estabilizacion
quirtrgica adicionales)

e Infeccién activa del sistema o infeccion en la parte del cuerpo de la operacién

e Fractura osteoporética u osteopenia en la columna, cadera o mufieca (excepcion: medidas de estabilizacién
quirargica adicionales)

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

« Estado de salud o condicion quirdrgica 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

e Metastasis en la columna vertebral (excepcion: medidas de estabilizacién quirdrgica adicionales)

e Alergia a la polieteretercetona (PEEK), hidroxiapatita (HA) o aleaciones de titanio (TiAI6V4)

e Encaso de embarazo

e En caso de dolores cervicales axiales como sintoma dinico

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

e El paciente no desea seguir las indicaciones posoperatorias

m COMPLICACIONES Y POSIBLES EFECTOS ADVERSOS

Si desea mas informacion, contacte con
NGMedical GmbH 25 °C
Talsperrenblick 5
66620 Nonnweiler
ALEMANIA
mail@ngmedical.de

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

Observar las L|jr;2trucmones de STERILE| R

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

SEREE

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

HEE) el =)=

® 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.

wiEHR

Antes de la operacion, se debera 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)

« Dislocacion/migracion del implante

¢ Molestias de la cicatrizacion

¢ Infecciones

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

e Lesiones medulares o paraplejia parcial o total

e Salida del liquido cefalorraquideo

e Infeccién en la columna vertebral (mielomeningitis)

* Lesiones esofagicas o traqueales

e Reaccion a cuerpos extrafios a componentes o fragmentos

e Lesiones viscerales o vasculares (carétida, yugular)

* Modificacién de la curvatura espinal con deformidad cifética o escoliética, pérdida de la correccién

e Pérdida de la densidad 6sea por osteopenia

« Necesidad de més 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

« Degeneracion del segmento adyacente (acelerada)

« Discapacidad permanente

e Muerte

m ADVERTENCIAS

BEE HA Cages FF#8 - fEM - Ftfefs (C3-C7) RIEAM.,
[ iy

BEE HA Cages 4 A\RSH AT ILE TS, OB ERIA SRt FARMCR . RIS T I, TR 2 900%, A
PRI, RSO 1 35 00 2 AT . ANIUTETR S BNPRERRUAT N e RN U/ A B BT # LA R e AR e
BEE HA i A#Jili PEEK-OPTIMA HA ENHANCED FIfi4ii ASTM F 136 ihEk e (TiAlBVA4) HilRINHILLL. BEE HA
Cages N ELH A A G R A = (0 b

u EAER

A FH I T4 i PEEK-OPTIMA®HA ENHANCED il i) BEE HA SJUHE R A LA KBk A S5 4T 947 2.
w e R BT AR

T H S AR AR P A R 48h (REF X1003 (FE[ED , X1004 (JE[E) 5 X1008 (£[FE) ) LGHRIAMEHEREM

S RE

BEE HA ifi i T~ F 411 B :

o HEMRIEER

o HEIRTAE TR HRE R 2 AR A s

o AR AR 2 AR I Y FLAAE R S
| B35V

La seguridad y eficacia de los implantes BEE HA 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

AR A HER AN SN BEE HA:

o 1260 k250 S T (H<-2.5 (M DXA SER BT RS (Blsh: s FARR D |
o ESNMERGUERPETFARMALIEY:,

o FRRE, R EREBUE O E T BRRATE I R (94N, BRI AREGE R

o TEFUEMTAREIN 2 AR, BEMRA T 200 s T e 259,

o R ERIRL ERAEL T AR A PR X AR F R ST LR B S TR0

o AR st R P 2 AR B LR - e X R A R

o CHERRSR (FISh: BUMMFARRSERD

o XTEREERIE (PEEK) . JREEBEAH (HA) sbk&E (TIAIBVA) i,

o PR,

Rev. 02/ Seite 5 von 8



GEBRAUCHSANWEISUNG / INSTRUCTIONS FOR USE / MANUEL D'INSTRUCTIONS / ISTRUZIONI PER L'USO /
INSTRUCOES DE UTILIZACAO / INSTRUCCIONES DE USO / {8 ]t B -5 / 3923t o To¥cer / Bl it i 2 /

MHCTPYKUWNA I'IO NMPUMEHEHUIO
BEE® HA Implantate / BEE® HA Implants / Implants BEE® HA / Impianti BEE® HA / Implante BEE®HA / Implantes BEE®

HA / BEE® HA 8 A\ 1& / BEE® HA YeIRIYYT / BEE® HA £ > 7" 5 > I / UmnnaHTaTtbl BEE® HA

o MEREPRE SR A

o TOREBALHIREEL MY (HLinsRELMEEAE S . A2
o EHARHEEARGER.

W ERTREH IR RR R

X0005 LOT|  2021-02-09

W 3TE FT JUIT

TR S 5 Jo 28 PT A tH IR R RUSORE, LB T SRS BSOS AT LS 75 S R L AL TR
RO CALPERAED, R BR)

HAWFALALRE

15 AR,

ARG RS e, BRI R (
RN, UPRREERREE, B R, LATK Ik
R £ 35 53 R A T

i 65 BN

AR GBS

M (53D T f%

Xt ER R A S RN

WBESR IR 7 CGHiEhfk, o

HFHEE i AT AT REOU "B, R E Rk

RIS RSL FECE E R

HEHIULFA,

B A R,

BN DRI R SRR CRo0) o, T N TR B3t e FE R A
Chni) B i e,

2B TRIR,

BEr:.

Lk 3pi ]

AN/EIZ F AT, ARG
TR B

BEE HA 3T ohl TTef1 SRIX-Te0a1T & 38R TR & W 3iefehielcl [ohal 31T AT, A1feh Hallersd HTa AR TR FieATeret
ToHIT ST k| T RISl S1T3T 32T §, /oY &l 19T 3731 g31T & 3R GFoetlee 39T A o W cfeh QfaTehiR €1 9199 & &
Sl XGH SFCelleC hT R TN SITCeh AT ST H Tel AT g.ﬂ\ Q@5 adle| S8 SFCelleC H AR AT W H-H 5 ST HH Hel A HS
e Felt Tl & | BEE HA FeaRIquT 3 ASTM F 136 % 31@R PEEK-OPTIMA HA ENHANCED 3iR ersefares sy e
(TiAIBV4) & =1 T AT §1 BEE HA 3T ST 3919 §32T &Y SI9T8 ol9Tley AT Aol & 319dTe Aigd 3= RT3 & geaht

» FRPER T s TR

E HTREI He3TeA TS AAH (341 €T] & a1 [T & AT PEEK-OPTIMA® HA ENHANCED & a1 Heft Fallgehel BEE HA

FeIRMOT & foT AT €
u YA 3qor

Fad Harsdhel loihdl el (REF X1003 (German), X1004 (English) T X1008 (US) & aToTd 3+ 3YehOIT &l SeaRTaor
& T T HIH 3 SEATS T2 ST Fhel 81
u wEA

BEE HA S ool & el # 35T far et =g

o fEEen

o Fleries Bwr Ay & ey 3iRysrar ARG,

o Ty Fa 3R A¥eTs S weATaT o YfEAreRgetedY 3Ry 3rerar ARG ofr v &1
m 3iafder

BEE HA FLAMII 22 AR RO B & RIE RS 43 o 48 W I MO 19 8 THEW] . ST #RIE—FE, [t ARG
2 FHOET: . FAOTTAET Bl — b F AR T B S 4

o RO,

o WERMEERS,

o fEET,

o OHIREEEKE (PEEK) , BIEBERA (HA) BUEkA 4 (TIAIBVA) (15l iU st iU,

o MBI (B FFHERG,

o A

SRAGERANGIG, REEL B WXL WL A, WG B AGZE h. $002, A3
¥ BEE HA SIUMRBIERIAALIE (5. B AUHRIRETTE D O —RAEM . EU L, RONFPRET 51 o ok
S I RE A B AG 46 %EEH:

LG PE RN, U SR RN IR AR T S E R i R AR R

u T b

BEE HA &I fieifol e ATaT AT Fareey Fedfaal & Scarifd sTel ol STl d1igs:

. Egﬁdiﬂlﬂldalﬂnl Holcd o1 RFYetel SITFHT GaRT Cld:’@lﬂhﬁlu arar dlulsl<72.5‘3bqimIﬂu_soulﬂlﬁdlﬂi"hldu
> 50 ¥ 3mg 3‘N312’ faRerd reafsar e dad A &

o 3imfed HEE &R TH ¢ fshar Hael FeHAOT AT AT &, s

o iR Sherav/ fig Y g3, Fow A FHers F ffecArfRT (3 sfafed afswere feurdimor surr)

o AU AT R E (SR, RULRIT, Tlerglele) it ST Tl T el TR 3 2 HeaTg & $iiaR 832 3R @it aargaa &
FEAET A
AT TR eufa o v At RS St g i g33 W ToRY & T ot 1 3rher A &N,
B AT SuTer Het A Rrfercadhra sfoere #F 8t o FRoT 8331 31K @fes & e wenfad grar e,
TS HEETH (379TG:: AR reafshar FeeRar Heeht ATt & ),
TTeERERET (PEEK), ETSSIRIINEIST (HA) 3T Trseiara® B (TiAIBV4) & Tars glar
e,

ﬁﬁ?l‘ﬁ?mmﬁiﬁﬁm% F TUTA R &Y (3eTeR0TY Teerel foi9T TUifesasied, Themafaa),
M%mﬁm#mmﬁq&mmwmmxmmaﬂm

. mﬁnwméﬁwﬁﬂmﬁ,
m FReaTe siv sl wfge Rufar

HIRHER A8 A 2K BEE HA, ERIEA— T AREAR . SMRHEA L ZUE R NGMedical % it T° BEE HA
(B HMRHES A ZURAIE A PR M RN A I DRA RN PR A A IEB IR L. ISR P A4 1 T4
A TS S RN RO MRS o S8 S O B0 VERRAETI0 . JREH . IR U U7 1 E R BN . TR
Bt ] CATERRAE U P % (REF X1003 ) X1004 (JEE) , X1008 (EED ) .

WBCHTE AR Gl UDD JEICBIFTRE I M2, DAL RAEE R AT ER M e B ik . AN — R . R
FRES i E AN

MK BEE HA R MRE RIS IR AR IR BT (1) % AR A o

g

BN £ - BEE HA
AKX ENRANELECDE - BREFDETEOEAL - EMM’JTM UMD ABRIEBETHF LR - XM
BEREEAGRTEY - FOERAERROEAGSEMETYE - S K9S HERERRITERMEAID,

AENTE LIRETBEVLEES - 8FETRRES REF, &£F#H=R
LOT. FmiRAA - XEAZE - K8 - A - £ HPANEIEEENRSE - WHNETAH

UDI (BEf7aftiiE—4miR ) 4Ri8 - MIBSANE AR EMTHA BEE HA A KM XES
u BiF

* e

WA A G (LI 2 S B AES) BHATHOR, Bk Wi . Bl WIEEE. et AR
(80 PEREASH, 1R NGMedical BLAMH (HSERD o WRKRAE T Wit SEECESEUEE . A=A
B3 B A 52 8 7 R LA O SO, R AR R AR B Dy, 32 2 A AR TR 3Rk Sk T e
NGMedical (SRZ41F) .

BEATATATBVRR, #B SR MR 7= M5 REF, UDL. SFUMIRISEHOR A HISE . Besh, RIF AR TR
B TRE AR R T, IR R T . B AU SR A R
wi¥AER

T g, 9T T T Sfcleet Tl b oIt QT STaAshRY &F Sifefl Ao AT 81 ST 7 Sv¢ Hel et oh o1 d
TR G QAT RT RIRReaT 7 T & Teheh &:
THECH & A1 T Ceal/ TR BIaAT (ST TS, JHeTaT g1 ST AT ATl T & SATe),
FUTT OIS/ $FoclleT HT 37eleT B1eT,
HHAT,
7 # &3y 3 3rerar Avevs 7 arfey orwet enfdver § e weely st & 3 (Fagar 3R/ srerar e TAEEATE SRy
FrREATHT, TeA R, Bawa i, sraedfaar, R, aRat #F gamera ar gaara, Reeera et ot &

%%@mmqﬁmam%

AT & T o,

A¥Cs F THAVT (AR-AfATSR),

TR 3R/ fTsarsy 7 e

ST a3 FROT ¢ Fefl ATCHT RUFRI SiT 21T 2T FH0T 5 FROT B &,

it Feieht a7 Ay Haeh S (Fifes Y, A aww),

FHETS F IHR A Teed i o Fwifed ar wifafees fepfa & Tod gf @ 8, T Feufa 3 3mer et sreggerar

EGRRIG] .

T Nfesar & FRoT gefEat & veca 7 e,

3T & ereafehaT e e JraRaear S Rufd,

Gl & Ty 3rhel T,
Wﬂ@mm%mmm:mmmﬁmgmmmmwmﬁm

. (gg'%é) fHeTe SR,
o TR R,

o Tl

[ Eoicoil

Wi TR S, HOEIK RIRA:
NGMedical GmbH 25°C
Talsperrenblick 5
66620 Nonnweiler

#
mail@ngmedical.de
www.ngmedical.de c € 0°C
+49 (0) 6873 99997-0 0482
[T SR A% STERILE| R | K
g R M T
@ AT j’ A
@ o K - TR
b SR
@ R, D &I L
BT gL B B R
B EIRL L (CFR) 820.3 525 () A 00M7E, SURTE/E A REf LT H P S 77

® NGMedical fif FAI: A 47248 6 LIRS LA B A R A 1 At X AR S e A 5 B

u 3 3w

BEE HA ScaIRTIUT &1 FRET 3R HRIRCAT Sheel YT o711 # FATGEY I 15 316 T §321 1 SR & felC THIOTA T
IS ¢ | 50 EeH T 3UeT ) GHY, Tl ercafoanait o WA &, 7cg 1 e anfia 8| sfaferd dered o fSraet

A R RRE T

Teahiat 91 &l

TN,

TR (PEEK), BTSSTaRITICTST (HA) IT eTgforarst f¥ar T (TiAI6V4) & warstt hr sfafsram ar waeareiverar gier
Tt # a7fey A 3rerar Avavs # et

Hagar T1g|

T3t &1 a AT T sFeellee ATea X & AT gIATR Teh JTehTHh THTAf1eh dTaraRoT (IR g § foreet oraor, vfis
3R &R IR B & TR SToT o9rey i 3MRiehT @il §1 TIW T & BEE HA &Y 31w TRATam3if & geal (3r9are;: g2t r

STTE T9TTs STt qlpuulﬂulwmmsqulmWWHﬁﬁ?ﬂmﬂﬁm Iﬂnulqﬂ, FCATeC T ITg ATHAT &

A H AT I IHR & TR 81
m vgforardh Few

FoieT T BEE HA, 3Taead 3Tl 3 Ao HoTehel dehalieh § 01 c¥g & IRTed glefl AfeT | Foief l BEE HA & forw
NGMedica ZaRT faeIy &9 & et [T 1T STARUT T SEATS FeAT AR | Fovel GaART GH T FieATeerer o STt anfedr
o TEY 3FCaTeT HTHR T 3TN T 517 6T & 3R Tg 3Feetlee R ITAT & RS & TET TATH W AT ST @7 & R
SFCellecH H J{el 3R g{llﬂd ST ATCd hlad A Hed Heldl g | ATARSd HTedTYeoIdl bl CTell STTAT dTgd | Tg €Tl {@ b
SFCAee TE TR A b R 3 €, 3 7 O A 3R R 7 A F) At deheie HT STwRT aforrer A&l 71 Fer

T YRR 0 (TR AR R TGS KADBE OGN, 1 axeiaistt ot gt aht cifeh shTofelt &1 & JTareaeh gfaferey
I GiARE frar s | A gFeeliee Ueh TR 39T & ford FBsmear R a1 €1 ameR favawtert 32T gocertee R & gaTer

“@Eﬁqﬁnﬁﬁ%ml*qﬁﬁsmmmmm%mmﬂﬁmmm
[ Racns

BEE HA &3l 1 3caiel, dgdl, Halgshe TSI (C3-C7) & folT JeARIUT o &9 H [qeh (A [ohal 31T AT

BEE HA JcIRI9UT &l §HRIT 3d¢l Te3el ST A ST SITAT & | §FCelleC Shl Shdel dHT SEAHTT EDS gdiq Fehforar = §$ o gll
3‘\"“%3{0’ o7 1 Reufat AR Teh AT STIeAT Mo H ToRTH SH<bI ST 3k FollC Hel R H e | W SFCelleC AT 3

HTINT T EAHTT gl [hdT ST dlled | Hcdeh LCoECIE: q¥dldal efded glid 6 ToTHhT 3TN HTY SFCelleCRIeT UTH HM{M’M
B 1 Yt 3R Sarer 7 Fef 3T SRRy #iSE 1 39 3MSeH e’ REF, LOT, favor, fawsssror r fafer, amm, suer
& A, fHToT i A AR AT i ST F e § 31 UDI 1S @1 EheT 1 T &1 e BEE HA Tearior & foe

BRI Rt s R oo &1
rs o AR (TGO T TRITA, ST S8 ScUTe; T 3TN Fll §) ol I FAHTA § I [ GHT IOTaT, el forer,

FerereeMIareir, FRatT, Fefrdlcareehar 3R/37aT ST 1 ol g HHEAT &, 7d 37 gaRT NGMedical 1 a1 i Sei 8ft @

Rev. 02/ Seite 6 von 8



GEBRAUCHSANWEISUNG / INSTRUCTIONS FOR USE / MANUEL D'INSTRUCTIONS / ISTRUZIONI PER L'USO /
INSTRUCOES DE UTILIZACAO / INSTRUCCIONES DE USO / {8 ]t B -5 / 3923t o To¥cer / Bl it i 2 /
WHCTPYKUWA MO NPUMEHEHWIO

BEE® HA Implantate / BEE® HA Implants / Implants BEE® HA / Impianti BEE® HA / Implante BEE®HA / Implantes BEE®
HA / BEE® HA B A4k / BEE® HA YedRI9oT / BEE® HA {1 > 7" 5 > b / UMnnanTaThl BEE® HA

B, faae @1 suehT Rierare & STei anfedr| afg fret ofr g & aiefi ST i ey serch 8, forass Trora et & waree
Y R THHT AT FHY Bl & AT STATRAT AT 3 FHHT Il TaT Bl THHTT 61l &, 79 NGMedical (317aT facRe) A 58
sy #F fofee ar #fe gaer qia & S arfed |

Fafr Fer=At 7 3eurg 1 A1, UDI 3R FaavoT & |II-61er geT &1 SeT 87 nfie gl anfew it ofy cafra et Y Sieiey
& TR, 3% G@RT AT A1 3R T T SATTRRY & S AR, A1 & Tt 7 fyawor foidet 3170 faear & & &, &
WW@WW#WWW@%WWWW!

X0005 LOT|  2021-02-09
o g
g

3T ST & (o1 T G O
TS SfeAdT 25°C

mail@ngmedical.de "
www.ngmedical.de c E 0°c
+49 (0) 6873 99997-0 0482

afarer fdelt @ g STERILE| R

JqaTEATa fafr

™|

T ORI e /ﬂ/ AT HHAT
-~
[LoT]

T TGS A B @ VU R HBRA T
afe; ot arforared g, s Fr &I o &y ard
ST T H
R e faRrse 3cure ggetet

HEIE)E= )=

fafrcaaar 3cate CFR 820.3 () % 31709 & 3R 370 dhael 1l 39 & (USA) forel STt & e
uy & P oy meear ¥

@®NGMedical 75 3R Fofigra SzaT STeiet, ZRIdrr d 3R g o & 31 &t iR it & iy 31k sfeiedir srferent
@Ry TfEd &1

u BER®R

BEE HA 1 > 7' 5 > I O %4tk & IR EIEC MO FHES G sh o & . Av 27 28 lifilv 5 ¢
EAZFHRTLHN I 2L 510, HrOEHEFL LS. 62 3MRFRALECLY 52, ZOMOEEY 2
7:

o VAT LavA—ir b OMBEIKIEA

o TrHA—DRIE

o B

o RYT—FrI—Fy by (PEEK) . EFaFy 7884 b (HA) &2 F &> &% (TIAIBVA) (x93
TLLFEF—R 72l P

o FEHAMG B & U & 1213 EHEHALG

o MR

ERMELUVEEDA Y7 7Y e MECHAAD EHC, Hi¥kH 5 4 5 2 h 6 ORBEILAINIRBIC AL .
T2 REMEADH Y 4. . BEEHA #flix—A—Da v R—2 > b BB T 2l CE s tABR
BB &2 7 4 7 =B <) RANE LT BRES nicRhE . R & 72 BIRIE & 6 OB 4 S8 1L
EHlsRITBEIAND £

AY7 7 bEMELSIOMTERE. 1 > 7 7> b OERKY A XHBHEICEEO Y 4 2 & —FL Tw 3l Lzl
BLTLES L,

u ERHE

BUIEL BEE HA 8 & UM E 4 BM . —RIGFMHEM &L SR T 5 2 e NBET Y. HIIEE . BEEHA
NGMedical i & > TRl AR S h -8 & T 2 BE 0 H Y & 3. WIEEH . £ > 7 7> bOY A X o3k
WTHBI L A7 77 FOFRHIFMCIEL CRESN 2 & HMFICL T LS L. TAM YT 7Y PTHEY
THER 24 A A0 RS AR 4 0 & § . EdmFEg mgEL < <72 e RMmE s
BIELOIMETH S L THR 2 S L. SMRHIATR G . JERFEDIS (REF X1003 (F A Vi) . X1004 (3
F) . &1 X1008 CKED ) THRL I EHTEET.

LI BE B TTRMARIES 1B & S BEBFCHASALA YT I & UDI TEHEALL TS B,
AY7 5 bE RGO CREIShTOET. A Y7 I MERIHLIBE. BREAT L3 TE
€h.

BEEHA { ¥ 7' 7 > hi MRIBREI T O %A & M thiz DL Tillia A TL ¢ A,

L)

BEE HA
ATV FEZEORE Y T—JICANTHMAShET, 10 T5 0 ORI REGRETHIBEDHT
FRACESD, REFHEIRAICHELEVILECNITEYS VTS Y FARRITHIF SN D ENERTHRITA
FRYERA, TERENHDIA VT MO VR—F Y M EFEATHILETEE YA, BEEICBRAICHERT
BUXBIRNLEBEUS TS5 MIAENAEFLTVET, BB LESALICBEZLTOFENIRBHEATOE
T INNVICIFSREREF, LOTES. RGHHA. REAE. RE. AHYR. RER. REZFOEFMN, A¥v oA
BEFUDIO— FARB SN TULET, BEEHAM VTS50 2 R#E L TREAERI T VT —BEHRBREZTT .

u

BEE HA 7— 1%, #{ARI. MM, BWEREMAECS-CTHRASI VTSV FELTHEShE LS,
L]

BEE HA 7 —> i, FHROMR & /R4 0 iy 2 & 5. RFTOFBHIZMRMCEGS A To &3 . RO M
ST, BEOMNEEERAD Y. 175 bERle s BAMALU THERC L s T E T A YT T b
D Rl & FRELTOET. 1275 PONBOITRTOEYICE D, Bhl—REEESNFEHL £ 7.
BEEHA { > 7 5> b &, PEEK-OPTIMA HA ENHANCED & . ASTM F 136 (2 HEJLL 2 7 X > &4 (TiAIBV4) 0D
EYTHMESATL T, BEEHA 7—Y i, flia—#—0avk—a> b e HEaAbE T N & ¢
A(BREME & 123 7 1 5 —12BR<).

w3 AHEE

wiE R LT 0 H 2 0 -RO I T ORI, . weth, SMs & o7& e Niin d 2 HF
ki (% SR % 2 EMZD 2. NGMedical £ TH 2 LIEZMT 35537 1 —F— BBl ES L
CEHEDZORMEAEE LG EEHORBORR 4 AHED ORISR ESBINNH S, ik, EoTL
o EREHRD B2 OEERERODY 2 7435 284, NGMedica (& fz1d 7 1 — 7 —) (X 212 Ml A N EH &
b s L ES L,

DL TR B < W4, UDL ERONE. HROFEHELT B8RS LS. BRISELLELTS
DBHHTEHEEE BIEA O E ., FRICOOTHRLR ORI T 8 v, &, ENREEMS
WY T BBESDY £,
MR OVE b

Ins OfABPAEE. FR 58O E Y Tk & Lz PEEK-OPTIMA®HA D 4 X T DOl BEEHA 1 > 7' 7
Y PECHHTT.
[ EGE 27

TR SHHAMRHEN (REF X1003 (R A »3E) . X1004 (J&Rl) . & /21 X1008 CKED ) widiianTw 2 # A0
BEAYT 7y b EHEHEGEL THHTE LT,
S

BEE HA 4 LA F OGMAEH T ¥ .

o HERIBUE

o EEHUEGEFREMERIR AN L = 7 B & O & o1 R

o SHERMMERRIEHE AT HIRE £ O & i tEb & GALEIRATE B & U IATE .
L=

BEEHA . LITFOBE 4w LIRSS » 255 EHTs £ ¢ A,
o HHEF FHNC & OFHAIL EERO t 2 2 7 43 60 LA L0 B £ 721k 50K LA L0 Lt T-2.5 LR OB E (RN
O FHTENLE 2175 855 2 B <)

o EITR O ERYYE X Fo 13 AT

o TPHEE BB, FEOEHEEEET /B R ZAECEM O TR E A 2175 B A ERL)

o FRTEHMO 2BHPCERBS £ 032 5 VRS ET 2358 2 AL 2854

o HHETHROMHIERZ BT B EH L 6N B IR N BIE & I FRICED 2R D 2 5E

o HREBLIUVIATL T 2 N & o AR B O BEAE

o CHHEZBGEINO FHTLEWLE 2175 55 2 Bk <)

o AYUT—FNIT—FN4 by (PEEK) . £ Fa+y 7 A%4 b (HA) &7l 7 X > &k (TIABVA) it 3
TLovF—,

o UWElRH

o HUMEIR & U T O BlPESEEE

o TFHEATOEAT IR LV REMEEHER . B LES)

o EBHEHMEOIRC eEHEnOEE

u ABHER L CEBFS

HTRNC BH G HZ ) 2EMIRS L UFHEROMED L C BB &4 3 %2 60 Z2BMTFHICBIL THH
LTLESL:

o YAFLAVA—ZY FOWHRMEE (2 K —F > FOEEA, AT AT, G |

o A7 OB

o BHORRIRIE ()

o JRYYE

o MR L 2 T O MR OIG B & U & 2 HHEO IR (B EUE
THAIRREL, RO KA FPREIRO RN & 2k iEb . L B ok
FRAT I & Fo1d T84 RIRRIE % £ 5 1

T O i

R AR (AL )

Kl B & Ul B0 D G

gy R—F v b & @B O BB RS

VUL & 72 0 155 O B 15 (SRR . S5 R

AR A & 72 FEMSEC & 225 % th 5 S0 26, MHIED R
J5 3 B R

T OO 06T

B & DR G O JIK
HEtRME O S & 9o 1
PGB O (R 0)E L
ARAGERY 2 P

SUH L R TS
B & U & 1213 EHREE)

TORREIRAD A ¥ 7 5> F ORAIRAGLTF)

AT D& & L Cle Mk TS o,

NGMedical GmbH 25°C
Talsperrenblick 5

66620 Nonnweiler ( ./

YT A7)
KAy
mail@ngmedical.de 0°C
www.ngmedical.de c €
+49 (0) 6873 99997-0 0482
(] | sssmsecsmcrsn STERILE| R MO
E o FR IR “ A= —
® FHERZEL /ﬂ/ PR S
@ ST T Hoo R L < <A D
R R
W HEESDLHEHL 20 P
@ TR &I #itH
e g 754 AT B
CFR 820.3 (NO#5E 1 & 0 AGEHE G OKED ZHN RO EROHIRICHED CAF D K &
DERAED s TOET

® NGMedical @77 > F& & U BERFEE FA v BHES . HAED 2 Oflisdibils & 054
S hTLET.

2B L TR OER

m LENTEBOE HASHAYEHUE

Kenmxn BEE HA — 910 umnnaHTaThl, paspaboTaHHble Afs WHTPaKopropanbHOro, BEHTPanbHOro, LIEPBUKanbHOro
cnoHpunopaesa (C3-C7).
m ONMUCAHUE U3JENUs

Kenmkn BEE HA umeloT cneumanbHylo aHatomMuyeckylo hopMy, kotopasi ob6ecrneuqvBaeT Hawumyyluuin peaynstart
onepaumu. KayaankHas CTOpoHa niockas, a KpaHuankHasi — U30rHyTa. B HanpaBneHum cnepeay Hasag uMnnaHTat
crerka cyxaetcsl. B GOKOBOM MpOeKLMM UMNNaHTaT UMeeT crerka nopaoTMyeckylo (opmy. LLnnel, pasmelleHHsle
BO BCEX YETHIPEX YrNax MMMNaHTaTa, rapaHTUpyloT XOpOLUYK NEpPBUYHYK CTaGUNbHOCTb. WmnnaHTatel BEE HA
uarotaenmeatoTcs 3 rmapokcuanatnta PEEK-OPTIMA HA ENHANCED, a wmnbl BbINONHEHb! U3 TUTAHOBOTO Crnasa
(TiAIBV4) no ctaHaapTy AMepukaHckoro obLiecTsa no ucnbitaHuio matepuanos ASTM F 136. Keiigxu BEE HA Hu
B KOEM CIy4ae Herb3si HaNpsIMYIo COEAMHSTL C KOMMOHEHTaMM ApyriX NPOM3BOAMUTENEA. CKNioYeHne cocTaBnsiioT
ocTeo3ameLLalolne MaTepuank 1 3anofHUTeNn.

m OBJIACTb AEACTBUA

HacTosias MHCTPYKUMS MO MPUMEHEHNIO AeicTBUTENbHA /NS BCeX LiepBuKaribHbIX umnnantatos BEE HA
13 rmapokcnanatuta PEEK-OPTIMA® HA ENHANCED c wunammv u3 TUTaHoOBOro cnnasa.
m JONYLWEHHBIE UHCTPYMEHTbI

C MMNNaHTaTOM MOXHO MCMOMb30BaTh TOMbKO WHCTPYMEHTbI, OMUCAHHbIE B TEXHOMOMAW MPOBEAEHUS onepaLyi
Ha LEeiHOM OT/lene No3BOHOYHMKa (HOMepa apTukyna no katanory: X1003 [Hemeukui], X1004 [aHrnuiAckvid] nnm
X1008 [CLUA]).
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m MOKA3AHUSA

Wmnnantat BEE HA npumeHsieTcst Npu Hannumm creayioLmx nokasaHuii:

e avnckonaTus;

e rpbika MEXMNO3BOHOYHOTO AUCKA C PAAVKYFIONaTUen umnn Muenonatuen;

e CTEHO3 MEXMO3BOHKOBOTO KaHana u CiuHanbHbI CTEHO3 C LiePBUKanbHON paavkyrionatiein/mnenonatien uim
6es Hee.

m MPOTUBOMNOKA3AHNA

X0005

AOMKEH yKasaTb CBOE UMS N KOHTAKTHble JaHHbIE U KaK MOXHO no;lpo6Hee onucaTtb npouclecTeune. Heoﬁxoqmmo
Takke cobniofgaTe NpeanucaHHoe 3akoHOM 06513aTenbCTBO coobLaTh 0 npounctuecTeusix!
u JOMOJIHUTE/IbHAS1 UHOOPMALIUSA

2021-02-09

BEE HA He cneagyet uMNNaHTMposaTb Criedylownm Kateropuam nauuveHToB WUNu npu  Hanuyuu cneayrolimx

AnarHo3os:

e [MarHOCTUpPOBaHHasi C MOMOLLBIO [ABYXOHEPreTUHECKON PEHTFEeHOBCKOM abCopbuMoMeTpun MuHepanbHas
MAIOTHOCTb KOCTHOW TKaHW C T-nokasaTtenem 5*2,5 Y MyX4vH B BO3pacte oT 60 net unn Y XEeHLUMH B BO3pacTe
ot 50 net (I/ICKJ'IIO“IE}HI/IE}Z AononHuTenbHaa xupypruyeckas c'raﬁmnvnaauvn;l);

®  aKTMBHasi CUCTEMHas MHEKLMS UnNn MHDEKLMS B TOM MecTe, KOTOPOe NpeAnonaraeTcsi onepupoBaTh;

e OCTEOMOPO3HbII Nepenom/ocTeoneHnsi NO3BOHOYHWUKA, Geapa unu cycTasa KUCTU (UCKNIOYEHUE: AONONHUTENbHAs
Xupyprideckas crabunusaums);

e MpueM neKapCTBEHHbIX MpenapaToB, BAMSIOWMX Ha METABONM3M KOCTHOW TKaHWU U MUHepanbHbIi OBMeH
BELLECTB, B Te4EHWE 2 Hefenb A0 3annaHnpoBaHHON AaTkl NPOBEAEHUS onepaLnu;

. COCTOSiHWE 30POBbA NN Tpeﬁywmaa XVpYypru4eckoro sBMellaTenbcTea CUTyauus, KOTopble MOryT CBECTU Ha HeT
NoTeHUnanbHyto Nonb3y OT onepauun Ha NO3BOHOYHUKE;

. Hanuyve B aHaMHe3e 3HAOKPUHHbIX 3aboneBaHui unu HapyLLIeHMI;I obmeHa BeLLeCTB, BUAIOWMX HA meTabonuam
KOCTHO TKaHW 1 MUHeparnbHbI OGMEH BeLLEeCTB;

. MeTacTasbl B NO3BOHOYHUKE (MCKJ'IIO‘-{eHMeZ AonornHUTenbHas xupypruyeckas CTE6MJ‘II/I38LH/I$|);

e anneprusi Ha nonuadupadupketoH (PEEK), rmapokcnanatut (HA) unu TutaHosele cnnaesl (TiAIBV4);

e GepeMeHHOCTb;

. akcuanbHble 6onu B LWee Kak EIJMHCTBEHHbIﬂ CUMNTOM;

e [OMarHoCTMpoBaHHas MO3AHAS CTaavs aHaToMU4Yeckoi Jecopmauun (Takoi Kak aHKUMO3MPYIOLWWIA CNOHAWNMNT,
CKOJ'IMOC!) B MecCTe, KOTopoe npeanonaraeTcs onepupoBaTh,;

. HexenaHue nauuMeHTa COGJ‘IIO/ZLaTb yKasaHus no noseAeHunio nocrne onepaunv.

u OCJIOXKHEHUA N BO3MOXXHBIE HEXXEJIATEJIbHbIE NOCNEACTBUA

Mepen onepauvedt NaUWeHT [OMKEH MONYYUTb Pa3bACHEHUS OTHOCUTENBHO BO3MOXHBIX HeXenaTemnbHbiX

NOCNEACTBIA 1 ONepaTMBHbIX BMELIATENbCTB, KOTOPLIE MOTYT NOTPeGOBATLCA ANS YCTPAHEHNs ATUX NOCNEACTBUN:

*  OnomKa/BbINageH1e KOMMOHEHTOB CUCTEMBI (PacLUaTbiBaHNE, Pa3pYLLIEHNE UM NOMOMKA KOMMOHEHTOB);

e CMelleH1e/MUrpaLMs UMNnaHTaTa;

©  HapylUeHNe 3aXMBMEHNS PaH;

*  UHdEeKUMS;

© MOBPEXOEHUS HEPBOB M/MMN CMWHHOTO MO3ra BMMOTh [0 MOTEPU HEBPONOrMYECKNX yHKUMA (HapyleHus
YyBCTBUTENBHOCTM W/ MOTOPUKM, Taku1e Kak MMNEeCTe3nsi, aHeCTeansi, AN3eCTeauns, rmnepecTeans, napecTesns,
napes Unv napanuy, Hapy ped B, MO 7 unn c ] 7 TOHYC, CNAcTMYHOCTb);

©  OBPEXAESHWUS CMIMHHOTO MO3ra C YaCTU4HBIM UMM MOSHLIM NONEePeYHbIM Napaniuiom;

e BbiTekaHWe CIMHHOMO3IOBO XUAKOCTH;

®  MHGEKLWS NO3BOHOYHMKA (MUEMNOMEHWUHIUT);

*  rOBpEX/AEHME NULLEBOAA UMK TPaxXeu;

*  peaKuusi Ha NHOPOAHbIE Tena, Tak1e Kak KOMMOHEHTbI UM 0GNOMKN;

©  MOBPEXAEHWSI BHYTPEHHUX OPraHOB 1 COCYA0B (COHHOI apTepuy, LEMHbIX BEH);

*  n3MeHeHue u3rba No3BOHOYHMKA C KNPOTUHECKOM MMM CKOMMOTMYECKOH Aedopmaumnedt, yTpaTa AOCTUTHYTbIX
MONOXUTENbHbIX PE3ynbTaToB;

®  CHWXEHMe NNOTHOCTM KOCTW B pesyrnbTaTe aAanT1BHON NepecTpoikM;

*  HEOGXOAMMOCTb [JOMONHUTENbHBIX ONEPaTUBHbIX BMELIATENbLCTE;

*  HeyJauHblil KOPNopoaes C NCeBa0apTPO3OM;

e MOrpyeHMe MMNNaHTaTa B KOHLEBbIE MIACTUHKM NO3BOHKOB (OCaAka) CYTpaToi BbICOTHI MEXMO3BOHKOBOTO
npoCTpaHcTBa;

o (ycKOpeHHas!) AereHepaLs Coea HEHNS!;

®  WHBaNMAHOCTb;

e neTarbHbIf UCXOA.

m MPEAYNPEXAOEHUE

HapexHocTb 1 achdpekTuBHOCTb uMnnantatoB BEE HA 6Gbina fAokaszaHa Tonbko Anst Nnedenusi 3abonesaHui

NO3BOHOYHMKA, MEPEYNCHIEHHBIX B pasfene «MokasaHusi». Mpu UCMONL3OBaAHUM ITOM CUCTEMBI, Kak W Npu NGO

onepauum, CyllecTByeT NOTeHUManbHasi OMacHOCTb feTanbHOro ucxopa. [lpyre noTeHuManbHble OnacHoCTH,

KOTOpbIE MOTYT NOTPEBGOBATE JONONHUTENBHBIX XMPYPTAYECKVX BMELLATENbCTR:

e nonomka/ebinafieHne KOMMOHEHTOB CUCTEMBI;

*  HapyleHue cukcauum;

*  1CeB/0apTPO3;

e anneprayeckas  peakuMs  MNM  MOBbILIEHHAs  YyBCTBMTENbHOCTb K nonuadupadumpkeToHy  (PEEK),
ruapokevanatuty (HA) unu Tutavosbeim cnnasam (TiAIBV4);

*  noBpeX/JeHUe HEPBOB U/UNN CIMHHOTO MO3ra;

*  rOBPEeXAEHWNe COCYaI0B.

KOMMOHeHTBI U3 MeTanna unu CnnasoB Mpy UMMMaHTaLMM B YENTOBEYECKMiA OpraH3M NOABEpPralTCs BO3ASHCTBUIO

arpeccMBHbIX XMMUYECKUX BELIECTB, TaknX Kak COMW, KUCMOTbI W LLENodu. DTO MOXKeT Bbi3BaTb WX KOPPO3MIO.

B yactHocTW, npu umnnanTaumm BEE HA Henb3si ucnonb3oBaTb KOMMOHEHTbl UMM WHCTPYMEHTbI  APYrux

npon3BoaVTEnelt (MCKIIoYeHNe: OCTeo3aMelLaloLe MaTepuarsl Uk 3anomnHuTeni). IMnnaHTupyemele Matepuans

MOryT BbI3BaTb UMMYHHbIE PEaKLMW UMK PeakuMM Ha MHOPOAHbIE Tena, a Takke XPOHUYECKUe BOCTanuTenbHble

M3MeHeHMs.

Mpu pacnakoBke UMNnaHTaTa HEOGXOANMO YAOCTOBEPUTLCS, UTO €r0 HOMUHAMBHBIV PasMep COoBNaaaeT ¢ pa3vepoM,

yKa3aHHbIM Ha YNaKoBke.

m MEPbI MPEAOCTOPOXXHOCTU

Onepupyiolwmin Bpay A0MKeH BbiTb XOPOLIO 3HakoM ¢ umnnaHTatom BEE HA, HeobXxoaumbiMi WHCTPYyMEHTamu
1 obleit TexHomorven nposefeHust onepauun. OnepupyiowmMii Bpay AOMKEH WCNOMb30BaTh MHCTPYMEHTLI,
cneunanbHo AonyuleHHble komnannenn NGMedical ansa wmnnantauum BEE HA. Onepupyowmit Bpay AOmkeH
oGecneunTb WUCMONb30BaHME MMAMaHTaTa ONTUMAnLHOTO pa3Mepa W aHaTOMUYECKU MpaBUNbHOE pa3smelleHune
vMnnaHTata. TecToBble WMNNaHTaThl MO3BOMAIOT MPOCTO M TOYHO oOnpeaenuTs pa3mep. CneayeT waGeraTh
4YPE3MEPHOTO pacTskeHnst. Mpu 3TOM HeoBXOAMMO TOYHO BLIPOBHATL KayfarnbHyl W KDaHUarbHYK MOBEPXHOCTH
MMNNaHTaTa, aTakke BbIPOBHSTL €ro cnepean U c3aau. Mpouecc onepauvy NOAPOGHO OMUCAH B TEXHOMOTUM
npoBsefeHns onepaumii (Homepa apTukyna no katanory: X1003 [HemeLikuit], X1004 [aHrnuiickuit] unm X1008 [CLUA]).
BachukenpyiiTe [OKYMEHTaNbHO, KakMe WMMMMaHTaTbl UCMONMb30BANUCh Ans KOHKPETHOTO MNaLMEeHTa, W yKakute
YHUKanbHbIA naeHTucdukatop nsaenus (UDI), 4Tobbl X MOXHO BbiNO OTCNeAnTb B COOTBETCTBUM C TpeBoBaHUAMM
3aKkoHoAaTenbCTBa. MMNnaHTaThl paccunTaHbl Ha OAHOPa3oBOE WCMOMb3oBaHWe. W3BneyeHHbId U3 opraHusma
nauneHTa UMNNAHTaT Helb3s UCMOML30BaTk MOBTOPHO.

Wmnnavtatel BEE HA  He npoBepsinuck  Ha 6e3onacHocTb npu  npoBeaeHun  MPT-uccneposamuii v Ha MP-
COBMECTMMOCT.

m YMAKOBKA

WmnnantaTel BEE HA, kak npaBuno, nocTaBnsioTcs B ABOMHON CTEPUIbHON ynakoBke. He ucnonbayiite umnnaxTar,
€Cnu ynakoBka NoBpex/aeHa. YCNoBUS XpaHeHUsi [OMKHbI rapaHTMpOBaTh LEMNOCTHOCTL YNakoBKW, @ 3HAUWUT, U
COXPaHHOCTb MMMMaHTaTa. Hemnb3s MCMOMb30BaTh MOBPEXAEHHbIE MMAMAHTATbl AW KOMMOHEHTHI. B kaxaon
YNaKOBKE UMEIOTCS STUKETKM A5 [IOKYMEHTUPOBAHMSI, KOTOPbIE Bbl MOXETE MCMONL30BaTh MO CBOEMY YCMOTPEHMIO,
aTakke NacnopT UMNMaHTara. Ha ynakoeke v aTMKeTKax COAEPXUTCS BCA Heobxoanmas MHdopMaLms. Ha HUX MOXHO
HalTM HOMEp apTuKyna o Karanory, HoMep NnapTiu, ONUCaHWUE, CBEAEHUS O METOAE CTEpUNM3aLMK, KonnyecTee,
CpOKe TOIHOCTW, [aTe M3rOTOBMEHUS U NPOU3BOAWTENE UM OTCKAHWMPOBATh  YHUKANbHbI  WAEHTUDUKATOP
MeauUMHCKOro u3genusi. B kauecTBe MeToaa cTepunusauum anst Bcex umnnantatos BEE HA wvcnonbayertcs
CTepunn3aunst raMma-uanyyeHmnem.

m PEKNTAMAUMMK

TNio6oit cneuvanucT (Hanpumep, Bpady, WUCMOMb3YILWWA WU3AEnne), Y KOTOPOro eCTb MPETEH3UM UMW KOTOPbIi
HEZI0BOMEH Ka4eCTBOM, HAHECEHHBbIMM HAAMUCAMM, HAAEKHOCTLIO, Ge30MacHOCTHI0, 3(HEKTUBHOCTLIO UMK
AKCMIyaTaUWOHHLIMU XapakTepucTUkamMu U3AEnus, JOmKeH NpouHdopmMmpoeaTk 06 atom komnaxuio NGMedical unu,
€Cnu 3TO BO3MOXHO, AUnepa. B cnyyae cepbe3HOro NpouUCILECTBUS UMM PUCKA CEPE3HOTO MPOMCLIECTBUS, KOTOPOE
MOXeT NPUBECTI NN NPUBENO K HAHECEHMIO TSHKKOTO BPeAa 3A0POBbI0 G0 K CMEPTV NaUMeHTa, Nonb3oBaTens um
TPETbUX NNL, HEOGXOAUMO HEMEANEHHO B MMCbMEHHON UMK YCTHOW chopMe NPOMH(OPMUPOBATL KOMAAHMIO
NGMedical (1 gunepa).

Peknamauum 06si3aTenbHO  [OMKHbI  CONPOBOXAATLCS  YKa3aHMeM HaWMEHOBaHWS W3AENUSs, YHUKaNbHOTO
naeHTudnkatopa usgenus (UDI), onucaHuem npouciuecTsusi u daktuyeckumn obeTosTenscTeamn. 3asBuTtens

[ina nony4eHus AONOMNHUTENbLHO MHdopmaumn obpalaiitecs B komnaHuio NGMedical GmbH.
NGMedical GmbH 25°C
Talsperrenblick 5
66620 Nonnwesiler

FEPMAHUA
mail@ngmedical.de
www.ngmedical.de c € 0°C
+49 (0) 6873 99-99-70 0482
CobntopanTe UHCTPYKLMIO CTepunn3oBaHo paguaLumnoHHsIM
No NPUMEHEHU0 STEHILE H mMeToaom
Cpok rogHocTn d MpownasoguTens
[Insi oQHOKPATHOTO NPUMEHEHNSI /i/ [nanasoH Temnepatyp
He cTepunu3oBath NOBTOPHO T Bepeub oT Bnarm

Homep aptukyna
He ncnonb3osars B cryyae
NOBPEXAEHMS! YNaKOBKA
YHUKanbHbIA naeHTUdmKaTop
n3genwus (UDI)
Mo 3akoHy (CLUA) meanumHckoe usaenve, cootsetcTayolee TpebosaHnam CFR (ceoa

hbeaepanbHbix HopMaTuBHbIX aktoB, CLLUA) 820.3 (1), paspeluaeTcs nponucbIBaThb TOMLKO
N0 Ha3HaYeHWIo BpaYa.

Homep naptum

[Mata n3rotoBnexus

Bl®|flexrds

MeauumHckoe uanenve

® ToBapHble 3Hakm NGMedical u 3aperncTpupoBaHHble TOProBble Mapku  3allylieHbl B COOTBETCTBUM
C HaLMOHaMbHbIM 1 MEXOyHapOAHbIM npasom B Mepmanuu, EBponeiickom Colo3e 1 ApyriX PervoHax u CTpaHax Mupa.
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