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Standard Electrode Array

Mi1250 SYNCHRONY 2 Medium

Medium Electrode Array

Mi1250 SYNCHRONY 2 Compressed

Compressed Electrode Array

Typical dimensions in mm
* Recommended diameter of cochleostomy & RW opening
** Recommended insertion depth of electrode array

TUNUYHbIE Pa3mepbl B MM
* PekomMeHyemblii AnameTp KOx1eoCToMbl 1 oTBepcTrs KO
** PekomeHayemas ybuHa BBEAEHS 31eKTPOAHOM MATpULibl



Mi1250 SYNCHRONY 2 FLEXSOFT

FLEX®OT Electrode Array

Mi1250 SYNCHRONY 2 FLEX?®
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FLEX?® Electrode Array

Mi1250 SYNCHRONY 2 FLEX?¢
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FLEX?¢ Electrode Array

Typical dimensions in mm
* Recommended diameter of cochleostomy & RW opening
** Recommended insertion depth of electrode array

TUNUYHbIE Pa3mepbl B MM
* PekomMeHyemblii AnameTp KOXIeoCTOMbl U oTBepcTus KO
** PekomeHayemas ybuHa BBeAEHNS 21eKTPOAHOM MATpuLibl



Mi1250 SYNCHRONY 2 FLEX?*
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FLEX?4 Electrode Array

Mi1250 SYNCHRONY 2 FLEX?°
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FLEX? Electrode Array

Mi1250 SYNCHRONY 2 FORM?*“

FORM?*# Electrode Array

Typical dimensions in mm
* Recommended diameter of cochleostomy & RW opening
** Recommended insertion depth of electrode array

TUNUYHbIE Pa3mepbl B MM
* PekomMeHyemblii AnameTp KOx1eoCToMbl 1 oTBepcTrs KO 3
** PekomeHayemas ybuHa BBEAEHS 31eKTPOAHOM MATpULibl



Mi1250 SYNCHRONY 2 FORM"™

FORM™ Electrode Array

Typical dimensions in mm
* Recommended diameter of cochleostomy & RW opening
** Recommended insertion depth of electrode array

TUNUYHbIE Pa3mepbl B MM
* PekomMeHyemblii AnameTp KOXIeoCTOMbl U oTBepcTus KO
** PekomeHayemas ybuHa BBeAEHNS 21eKTPOAHOM MATpuLibl



Instructions for use

Mi1250 SYNCHRONY 2 cochlear implant

Device description

The Mi1250 SYNCHRONY 2 cochlear implant (hereafter referred to as SYNCHRONY 2) is the
implantable part of the MED-EL Cochlear Implant System and can only be used together
with compatible MED-EL external components. The device consists of a stimulator, a

coil with a removable magnet within its center, a reference electrode, an EAP reference
electrode and an active electrode permanently attached to the stimulator. The active
electrode can be of different types, thus resulting in different implant variants (implant
family SYNCHRONY 2). This device is intended to be implanted by adequately trained and
experienced surgeons only.

The implant offers a stimulation mode and a telemetry mode. Stimulation sequences of
biphasic and triphasic pulses can be delivered sequentially or simultaneously on two or
more channels. In telemetry mode the device allows a functional check about the technical
status of the implant including communication over the transcutaneous link as well as

the assessment of the electrode impedances and recording of the electrically evoked
compound action potential of the hearing nerve.

The implant has a mass of 7.7 g (typical weight).

For principal dimensions of the implant refer to the drawings on the previous pages.
The volume of the implant without electrode is 3.9cm?.

Following materials are in direct contact with human tissue: medical grade silicone,
platinum, iridium and parylene c.

Purpose of the device

Perception of environmental sound and potential for improvement of communicational
abilities.

Performance characteristics

»  Output characteristics of a stimulation signal on a TkOhm resistor:
Maximum current amplitude: Median value = 1250 pA, range = 500 pA
Maximum pulse width: Median value = 203.8ps, range = 8.2ps

+ The impedance measurement accuracy is typically better than 5 %.

+ The implant is MR Conditional for scanner field strengths of 0.2T, 1.0T, .5T and 3 T.
For more information please refer to the Medical Procedures Manual.

»  There are no default factory settings of the implant system.

»  Proper functioning of the implantable part of the Cl system can be checked by
performing telemetry (refer to the MED-EL application software user manual).



Specification and characteristics for each lead and electrode array

- The implant has 24 independent current sources stimulating 12 independent electrode
channels in monopolar mode.

+  The electrode is made of medical grade silicone, platinum (electrode contacts),
platinum/iridium (90/10) wires and PEEK.

«  All electrode variants have a straight design. The electrode does not deliver any
medicinal substances.

+  Geometric surface area of the stimulation reference electrode = 50 mm>.

+  Physical dimensions of the electrodes!:

Electrode type | Length Cross-sectional Geometric surface Distance
of the dimensions of the area per channel
electrode electrode array
lead * at proximal at distal end | of smallest of largest between between most
end of of array * stimulating stimulating contacts * proximal and
array * electrode electrode most distal
contact ** contact ** contact *
Standard m.2 1.3%x13 0.5x0.5 0.4 0.14 2.4 26.4
Medium m.2 0.8x0.8 0.5x0.5 0.14 0.14 1.9 20.9
Compressed m.2 0.7x0.7 |0.5%x0.5 [0.14 0.14 1.1 12.1
FLEXSOFT 110.9 1.3x13 0.5%x0.4 0.13 0.14 2.4 26.4
FLEX?® 108.2 0.8%x0.8 0.5%x0.4 0.13 0.14 2.1 23.1
FLEX?¢ 105.2 0.8x0.8 0.5x0.3 0.13 0.14 1.9 20.9
FLEX?4 104.2 0.8x0.8 0.5x0.3 0.13 0.14 1.9 20.9
FLEX?® 99.7 0.8x0.8 0.5x0.3 0.13 0.14 1.4 15.4
FORM?“ 102.7 0.8x0.8 0.5x0.5 0.14 0.14 1.7 18.7
FORM*® 97.7 0.8x0.8 0.5x0.5 0.14 0.14 1.3 14.3

* typical value, mm | ** typical value, mm?

The implant does not have any connector.

Intended use

The MED-EL Cochlear Implant System is intended to evoke auditory sensations via
electrical stimulation of the auditory pathways for severely to profoundly hearing-impaired
individuals who obtain little or no benefit from acoustic amplification in the best aided
condition.

Additionally, the MED-EL Cochlear Implant System used in combination with the implant
variant SYNCHRONY 2 FLEX?** is intended to evoke auditory sensations via electrical
stimulation or via combined electric-acoustic stimulation (EAS) of the auditory pathways
for partially deaf individuals, who obtain benefit from acoustic amplification in the lower
frequencies only.

1 Some implant electrode types mentioned may not be released for distribution in all markets. Please contact
your local MED-EL representative for information on current product availability in your country.



Additionally, the MED-EL Cochlear Implant System used in combination with the implant
variant SYNCHRONY 2 FLEX?? is intended to evoke auditory sensations via electrical
stimulation or via combined electric-acoustic stimulation (EAS) of the auditory pathways
for partially deaf individuals, who obtain benefit from acoustic amplification in the lower
frequencies only.

The MED-EL Cochlear Implant System is also intended to evoke auditory sensations via
electrical stimulation of the auditory pathways for individuals with single-sided deafness,
which is defined as severe to profound hearing impairment in one ear and normal hearing
or mild to moderate hearing impairment in the other ear.

Indications

« The cochlear implant evokes acoustic perception via electrical stimulation of the
auditory nerve. A functional auditory nerve is thus a prerequisite for successful
cochlear implantation.

+  MED-EL strongly recommends using optimally fitted hearing aids for @ minimum of
three months before deciding that a cochlear implant is the preferential option.
However, if an individual was deafened by an infectious disease, which can lead to
ossification and if there are signs of cochlear ossification there may be no need to try
a hearing aid. In these cases, implantation should not usually be delayed.

- To obtain the optimal benefit from the implant, the prospective implant users and their
families shall be highly motivated and have realistic expectations about the expected
benefit of the implant and shall understand the importance of returning to the implant
center for regular audio processor programming, assessment sessions and training.

- A preoperative assessment according to the local professional standards must be
conducted.

«  Cochlear implants SYNCHRONY 2 Standard are intended to be used in open cochleae
(no obliteration or ossification) for an electrode insertion depth of about 31mm.

» Cochlear implants SYNCHRONY 2 Medium are intended to be used in open cochleae
(no obliteration or ossification) with mild malformation for an electrode insertion
depth of about 24 mm as per request of the surgeon.

«  Cochlear implants SYNCHRONY 2 Compressed are intended to be used in cochleae with
moderate obliteration, ossification, or malformation for an electrode insertion depth of
about 15mm as per request of the surgeon.

«  Cochlear implants SYNCHRONY 2 FLEX*°'T are intended to be used in open cochleae (no
obliteration or ossification) for an electrode insertion depth of about 31mm.

«  Cochlear implants SYNCHRONY 2 FLEX?? are intended to be used in open cochleae (no
obliteration or ossification) for an electrode insertion depth of about 28 mm.

+  Cochlear implants SYNCHRONY 2 FLEX?® are intended to be used in open cochleae (no
obliteration or ossification) for an electrode insertion depth of about 26 mm.



Cochlear implants SYNCHRONY 2 FLEX?“ for non-EAS indication are intended to be used
in open cochleae (no obliteration or ossification) for an electrode insertion depth of
about 24 mm as per request of the surgeon.

Cochlear implants SYNCHRONY 2 FLEX?“ used for EAS are indicated for partially deaf
individuals with mild to moderate sensorineural hearing loss in the low frequencies,
sloping to a profound sensorineural hearing loss in the high frequencies.

Cochlear implants SYNCHRONY 2 FLEX?° for non-EAS indication are intended to be used
in open cochleae (no obliteration or ossification) for an electrode insertion depth of
about 20mm as per request of the surgeon.

Cochlear implants SYNCHRONY 2 FLEX?° used for EAS are indicated for partially deaf
individuals with mild to moderate sensorineural hearing loss in the low frequencies,
sloping to a profound sensorineural hearing loss in the high frequencies.

Cochlear implants SYNCHRONY 2 FORM2“ are intended to be used in open cochleae (no
obliteration or ossification) or in cochleae with malformation for an electrode insertion
depth of about 24 mm and/or when cerebrospinal fluid (CSF) leakage is expected.
Cochlear implants SYNCHRONY 2 FORM* are intended to be used in cochleae with
malformation, obliteration or ossification for an electrode insertion depth of about
19mm and/or when cerebrospinal fluid (CSF) leakage is expected.

Contraindications

An individual must not be implanted,

if the individual is known to be intolerant of the materials used in the implant
(including medical grade silicone, platinum, iridium and parylene c);

if there is an absence of cochlear development;

if the cause of deafness is non-functionality of the auditory nerve and/or the upper
auditory pathway;

if external or middle ear infections are present or if the tympanic membrane is
perforated in the ear to be implanted;

if there are medical contraindications to surgery of the middle and inner ear and
anesthesia as required;

if anatomic abnormalities are present that would prevent appropriate placement of
the stimulator housing in the bone of the skull or prevent placement of the chosen
electrode array into the cochlea, using the implant shall be carefully considered prior
to surgery;

if the psychological status of the individual is unstable or

if the individual has unrealistic expectations.

Implantation of cochlear implants SYNCHRONY 2 FLEX?“ used for EAS is contraindicated
for partially deaf individuals with strong progressive hearing loss who are unable to use
amplification devices and/or have cochlear malformations.



Implantation of cochlear implants SYNCHRONY 2 FLEX?° used for EAS is contraindicated
for partially deaf individuals with strong progressive hearing loss who are unable to use
amplification devices and/or have cochlear malformations.

Undesirable side effects - Risks related to the implant

Possible postoperative side effects include the following: loss of residual hearing,
dizziness, increased vertigo, delay of healing of the scar, impairment of the sense of taste,
potential for swallowing difficulties, numbness, increased tinnitus, stimulation of the facial
nerve, temporary pain and uncomfortable sounds during stimulation.

Sterility

The implant has been subjected to a validated ethylene oxide sterilization process and is
supplied in sterile packaging. Once the sterile packaging has been opened, the implant
cannot be resterilized. Do not use if sterile packaging is damaged. The implant is for single
use only. Do not remove from sterile packaging until required.

Storage, shipment and disposal

The sterilized implant may only be shipped? between -29°C and +60 °C and stored inside
the implant box at room temperature. Each device must be implanted before the use-by
date specified on the package. Packaging?® should be disposed of in accordance with local
legislation.

Information about use - General precautions and warnings

+  The device must not be altered and must only be used as intended.

+  Expected performance with the cochlear implant cannot be accurately predicted. The
prospective implant users and their families shall be highly motivated and have realistic
expectations about the expected benefit of the implant.

+ Long-term damage to neural tissue following continuous chronic electrical stimulation
has not been observed with cochlear implants.

«  Sterility of the implant must be ensured at all times.

«  The implant must never be dropped onto a hard surface or be held only by the
electrode; damage to the implant or electrodes during implantation will invalidate the
warranty.

+  Device failure may occur due to mechanical damage of the implanted parts, e.g.
resulting from a blow to the head, or due to electronic or other technical failure of the
implant. Replacement of the device is required in these cases.

2 For shipping, the Implant Box shall be packed into a protective padded cardboard box (or similar).
3 The cardboard and plastic implant packaging (PETG and Tyvek) are manufactured from recyclable materials.



«  For important information regarding everyday use of the MED-EL Cochlear Implant
System and the applicable audio processor please consult the audio processor user
manual.

+  Particular attention should be paid to pediatric patients with developmental challenges
(e.g. Cornelia-de-Lange syndrome), as they may present an increased risk of
suffocation and/or laryngeal injury from attempting to swallow the coil and/or other
external parts.

+ Middle ear infection or a temporary loss of lymphatic fluid in cochlea can lead to
temporarily elevated electrode impedances or impedance fluctuations. Such impedance
fluctuations can cause variation in loudness which may in some cases resolve on its
own over the course of a few weeks, other cases may require surgical intervention.

»  Most water sports should not cause any problem if the external parts of the implant
system are removed. If headgear or face mask are worn, care must be taken to
ensure that the strap is not too tight over the site of the implant. In case the MED-EL
implant user wants to dive, the user should consult an experienced physician about
the possibilities and personal restrictions when performing water sports, especially in
the case of SCUBA diving. The implant is robust against pressure changes which occur
during SCUBA diving to depths up to 50m.

Surgical precautions and warnings - Risks related to surgery

+  Cochlear implant surgery is comparable to middle ear surgery with additional access to
the inner ear. The normal risks of surgery and general anesthesia are applicable.
Primary surgical risks include the following: infection, inflammation, swelling, necrosis,
hematoma, leakage of CSF, damage to the facial nerve, pain, scarring of the wound,
skin irritation, swallowing difficulties and complications related to general anesthesia.
Additionally, meningitis“ can be a rare postoperative complication, but has the
potential to be serious. The risk of meningitis may be reduced, for example by
vaccination, antibiotic coverage and surgical technique.

« If available, facial nerve monitoring is recommended and if carried out, neural muscular
blockade should be avoided.

«  Prophylactic use of antibiotics is recommended for all implant recipients unless
medically contraindicated.

« Clear identification of the anatomical landmarks is required. When drilling, care
should be taken to avoid exposing the dura inadvertently. If the dura is exposed as a
landmark, exposure shall be kept to an absolute minimum. Inadequate large exposure
or injury to the dura may reduce the barrier to future infection and may increase the
potential risk for future meningitis. For example, neuro-radiological follow-up in cases
of fractures of the anterior skull base have shown that acute progressing meningitis
may occur, even years later. Similar mechanisms may also exist in respect of ear and
mastoid surgery.

4 A paper reporting on the pathomechanisms, clinical symptoms, conservative and surgical treatments in cases
of meningitis, published by Arnold et al (ORL 2002;64:382-389), may be useful additional reading.
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All sharp edges of bone must be removed and drilling should be completed before the
cochlea is opened to prevent any bone dust from entering.
In order to achieve good magnetic holding power and optimal coupling the distance

between the lateral side of the implant and the surface of the skin (with hair) shall not

exceed 6 mm.

The serial number of the implant must be visible on the implant before fixing it in
place.

The implant must be immobilized in a flat stimulator bed drilled in the temporal bone.
The electrode lead should be placed in a ramp-like bony channel without sharp edges
to protect it against postoperative movement and excessive mechanical impact. The
anterior stimulator edge should not be recessed to a depth more than 2mm.
Additional immobilization of the implant needs to be done (e.g. with sutures).

It should be done in such a way that there will be no postoperative movement.
Continuous movement may result in mechanical fatigue and subsequent premature
failure of electrical connections.

The electrode can be inserted in the cochlea either through the round window (RW)
or via a cochleostomy. When performing a cochleostomy, in order to minimize the
risk of postoperative infection, care should be taken that the round window and its
membrane remain intact during drilling.

Recommended diameter of the cochleostomy & RW opening:

Electrode type Electrode type

Standard 1.3mm FLEX2® 0.8mm
Medium 0.8mm FLEX?4 0.8mm
Compressed 0.8mm FLEX?® 0.8mm
FLEXSOFT 1.3mm FORM?“ 1.0mm
FLEX?® 0.8mm FORM*® 1.0mm

The small marker on the electrode lead indicates the contact orientation of the five
single-sided contacts at the leading apical electrode end. For the FLEX electrode
variants, the marker is colored.

Insertion of the electrode array into the cochlea will probably destroy any remaining
hearing that may have been present in that ear pre-surgically.

Only MED-EL approved surgical instruments must be used during the electrode array
insertion process.

The implant contains a strong magnet. Never use magnetic surgical tools.

The electrode array should be inserted into the cochlea up to the recommended depth

without squeezing the electrode array or the electrode lead and without touching the
electrode contacts. To minimize the risk of postoperative infection rinsed fascia or
similar tissue (muscle is not recommended) should be used. Create a seal around the
electrode array at the entrance into the cochlea to secure the electrode array and to
seal the cochlea opening.



«  After insertion, the electrode lead shall be fixed so that no postoperative movement
will occur. The excess electrode lead must be looped in the mastoid cavity well below
the surface of the bone, using the cortical overhang to hold it in place, so that the
electrode array will not move out of the cochlea or be subject to external pressure
that could cause movement and subsequent damage of electrical connections.

« Do not place the sutures directly over the electrode lead.

+ Inaccurate placement of the electrode array may impair acoustic perception with the
device and may necessitate additional surgery. Improper fixation or placement of the
electrode lead may also result in premature failure of the implant.

«  Good physical and thus stable electrical contact between stimulation reference
electrode and surrounding tissue is essential for electrical stimulation. Therefore, do
not place any fixation sutures directly over the reference electrode and do not recess
the stimulator too deeply to avoid any air gap over the reference electrode.

«  Other risks after surgery may be avoided by following the instructions in the applicable
MED-EL audio processor user manual and the MED-EL application software user
manual.

«  Cochlear implantation in partially deaf individuals with low frequency hearing carries
the risk of partial or total hearing loss which should be clearly explained to the
individual by the surgeon prior to implantation. However, studies have shown benefits
using electrical stimulation solely in this group of recipients even if residual hearing is
lost. Etiology, duration of partial deafness and hearing aid benefit should be taken into
consideration and hearing preservation surgical technique should be applied.

+ In case of @ magnet exchange surgery MED-EL recommends the use of the following
tools: The Magnet Removal Tool (Ms050206) or the Magnet Insertion Tool (Ms050205)
can be used in combination with the Non-Magnetic Spacer (Ms010107), the
Replacement Magnet (Ms010108) as well as the S-Vector Replacement Magnet
(Ms010109)°.

+  After removal of the Non-Magnetic Spacer, make sure that a fresh Replacement
Magnet or S-Vector Replacement Magnet is inserted to re-establish full functionality of
the implant.

+ The implant is compatible with both replacement implant magnet variants, either the
Replacement Magnet or the S-Vector Replacement Magnet. The S-Vector Replacement
Magnet results in a slightly increased magnetic retention force. Always consider the
possibility to adjust the attraction force characteristics by changing the magnet of the
external part of the MED-EL Cochlear Implant System.

+  Please refer to the applicable Instructions for Use of these devices for further surgical
precautions and warnings.

5 Some accessories mentioned may not be released for distribution in all markets. Please contact your local
MED-EL representative for information on current product availability in your country.
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Interference with other equipment, robustness of the device in special medical or
diagnostic environments

For safety recommendations and guidelines related to medical procedures, including MRI
scanning, please refer to the Medical Procedures Manual.

Explantation

The implant may become non-functional, either by accident or due to medical or technical
reasons. In this case it is strongly recommended to explant the device.

If for any reason the device is not used anymore, it is strongly recommended to explant
the device. If an explantation is not performed, functional checks of the implant on a
regular basis are strongly recommended.

If possible, the device should be removed without damaging or cutting it.

MED-EL recommends assessment of the device status based on functionality check
results (telemetry measurement) as well as on x-ray imaging of the device prior to its
explantation, showing electrode contact positions within the cochlea as they are in the
implanted condition.

Furthermore, a digital photo of the revealed device taken prior to removal from the body
would be desirable.

Further details regarding the device condition as found during explantation surgery are
requested within MED-EL's "Device Explant Report Form" (AW8352), which is contained in
MED-EL's "Explant Kit" (PNO4175).

Please make sure that the "Device Explant Report Form" is completed and provided along
with the functionality check results, x-ray images, photos and the explanted device itself.

Returning explanted devices

« After the device has been surgically removed, follow the cleaning and disinfection
procedures established at the explantation site, avoiding damage to the implant if
possible. Always follow locally established procedures for potentially bio-hazardous
material.

+  The device is to be returned to MED-EL in the Returned Implant Kit. Follow the
enclosed packaging instruction.

«  The device is returned to:

MED-EL Elektromedizinische Gerate GmbH
Worldwide Headquarters

Safety adviser for the transport of dangerous goods
Flrstenweg 773

6020 Innsbruck

Austria



Warranty
Please refer to the accompanying Warranty Statement for information on our warranty
provisions.

Symbols

E S CE marking, first applied in 2019
Caution

Do not reuse

MR Conditional

Manufacturer

Date of manufacture

Use-by date

Catalog number

JEvELERP®>

Serial number

Sterilized using ethylene oxide

Help and contact

Help and assistance are always available from your local office.
Please refer to the accompanying Contact Sheet for your local office.
Please visit us at www.medel.com

© 2019-2021 MED-EL Elektromedizinische Gerate GmbH. Document revision 4.0 (issued 12/2021).
All rights reserved.

14



VIHCTPYKUUSI MO NPUMEHEHMIO

KoxsieapHbih umniaHtat Mil250 SYNCHRONY 2

OnmncaHme ycTpoiicTea

KoxneapHbiin nmnaaHTtat Mi1l250 SYNCHRONY 2 (aanee — SYNCHRONY 2) — 370
VMNN3HTUPYeMas 4acTb CUCTEMbI KOXJ1eapHOW nmniaHTauum MED-EL 1 MOXKET NpUMeHSITbCS
TOJIbKO B COUETAHUN C COBMECTVMbIMI BHELUHUMY KOMNOHeHTamn MED-EL. YcTpoiicTBo
COCTOUT 13 CTUMY/IITOPA, NepesaTunka Co CbeMHbIM MarHUTOM B LileHTpe, pepepeHTHOro
3N1eKTpoAa, pedepeHTHOro 31ekTposa EAP 1 akTVBHOrO 31€KTPOAa, MOCTOSIHHO
NOACOSANHEHHOIO K CTUMYASTOPY. AKTUBHbIN 31€KTPOA MOXKET NPUHAANEXATb K Pa3INUHbIM
TUNaMm, YTO onpejenseT pazHoobpasvie BapNAHTOB VMMIAHTATOB (ANHMS MMMNAAHTATOB
SYNCHRONY 2). IMNA@HTaUMIO 3TOrO YCTPOMCTBA MOTYT BbINOJIHSTL TONBKO CrelmanbHoO
obyueHHble 1 0bnasaowmne AOCTaTOUHBIM OMbITOM XUPYPri.

IMNA3HTAT OCHALWEH PEXKMMOM CTUMYASLMN N pexXrmom TenemeTpun. Cepumn AByxpasHblx
nan TpexdasHbIX MMYAbCOB CTUMYASLY MOTYT ObiTb NOCIEA0BATENBHO AN OAHOBPEMEHHO
nepezaHbl Ha ABa wiv Hosee KaHanoB. B pexkume TenemeTpun yCTPONCTBO AaeT
BO3MO>HOCTb BbINOJHUTL GYHKLMOHAJIbHYIO MPOBEPKY TEXHNUYECKOrO COCTOSIHYS MMIIGHTATa,
BKJIIOUASH CBSI3b MO UPECKOXKHOMY COeAVHEHUIO, @ Tak)Ke NMPOBECTW OLEeHKY UMNeLaHCOB
31€KTPOJ0B 1 3aNUCh BbI3BAHHOIO 3/1€KTPUYECKUM BO3AENCTBNEM CIOXKHOIO NoTeHurana
JeNCTBIS CUIYXOBOrO HepBa.

Macca umniaHTaTa coctasaseT 7,7 (TunuuHas macca).

OCHOBHbIE@ pa3mepbl MMMIAHTATA YKa3aHbl HA PUCYHKAX Ha NpeablayLnx CTpaHnLax.
O6bbem nmniaHTaTta 6e3 anekTposa coctaaseT 3,9 cvi.

B npsiMOm KOHTaKTe C TKaHSIMI OPraHn3ma YesloBeKa HaxoAaTcs cieiyiowe maTtepuasbl:
MEeAULMHCKUIA CUAMKOH, NIATUHAE, npnania u napuiex C.

HasHaueHme ycTpoiicTBa
YCTPOCTBO NpeAHa3HaueHo A1 BOCMPUSTYS 3BYKOB OKPY>KaloWel cpepl 1 yiyylleHus
BO3MOYXHOCTEl 0bLeHus.

Paboune xapakTepuncTunku

+  CUrHan cTumysIsunm Ha pesuctope TKOm umeet aiesyiowme BbIXOAHbIE XapaKTepucTuKu:
MakcumasibHas amnanTyaa Toka: megmnada = 1250 mkA, gnanasoH = 500 mkA
MakcmasibHas AJINTeNbHOCTb UMMNYIbCa: MejmaHa = 203,8 MKC, AnmanasoH = 8,2 MKC

+  [lorpewHoOCTb N3MEepeHns NMNeaaHca, Kak NnpaBuio, meHee 5 %.



+  DTOT MMNAAHTAT yUloBHO H6e3onaceH Ans nposeserus MPT npy Hanpsi>keHHOCTU
marHuTHoro noas MPT 0,2 Tn; 1,0 Tn; 1,5 T n 3 Tn. JonosHuTe N bHble CBeAeHNS NPUBELEHbI
B PYKOBOACTBE MO MeANLNHCKUM npoLeaypam.

«  Cuctema umnaaHTaumy He o6a1aAaeT 3aBOACKUMU HACTPOK3MU, 33 A3HHBIMU NO
YMOJIUGHNIO.

+  [1paBUNbHOCTb GYHKLMOHNPOBAHUS UMMIAHTPYEMOI YacTW CUCTEMbI KOX/1IE€apHOM
VUMMA3HTALMU MOXKHO NPOBEPUTH C MOMOLLbIO TeeMeTpUm (CM. PyKOBOACTBO
no/b30BaTeNs NporpammHoro obecneyenust MED-EL).

CneundunKaym n XapakTepncTnKn oTAeNbHbIX BbIBOAOB 11 3IeKTPOAHOI MaTpuLbl

*  VimnnaHTaTt oCHaleH 24 He3aBMCMbIMU UCTOYHMKAMMN TOKE, CTUMyAnpyoWwmnmn 12
HEe33BNCMbIX SNEeKTPOAHbBIX KAH3/IOB B MOHOMOJISPHOM peXXume.

* DNeKTPOA M3roTOBAEH M3 MeANUNHCKOrO CUIVMKOHA, NAATUHbI (KOHTAKTbl 3N1eKTPoAa),
NPOBOJIOKMN W3 NAATUHO-MpuAneBoro cniaea (90/10) n noansdupadrpketora (M33K).

+  Bce BapraHTbl 31€KTPOLOB UMEIOT NPAMYIO KOHCTPYKLMNIO. DNEKTPOAbl He BblANAIOT
KaKMx-1MbOo NeKapCTBEHHbIX BELeCTB.

+  [1owaap reomeTpuyeckoin NoBEPXHOCTU CTUMYASLVOHHOTO pedepeHTHOro 31eKTpoAa
cocrassisieT 50 mm2.

*  DN1eKTPO/bl UMEIOT Uleyiole pasmepblt:

Tun Annua MonepeuHbie pasmepbl | FfeomeTpuyeckas PacctosHne
neKkTpoaa BbIBOAA 3N1€KTPOAHON MATpHMLbl | NIOWaAb NOBEPXHOCTA
anekTpoaa * KaXkZloro KaHana
Ha Ha ans ans mexay Mexay cambim
NpOKCMasib- ANCTasibHOM HavmeHbwero Hanbosblero KOHTaKTamun NPOKCMManb-
HOM KOHLe KOHUe CTUMYANPYIO- CTUMYANPYIO- * HbIM 1 CambIM
maTtpuupbl * maTpuubl * Wero KOHTaKTa | Wero KOHTakTa ANCTaNbHBIM
3/1eKTPOAa ** | anekTpoaa ** KOHTaKTOM *
Standard m,2 1,3%x13 0,5x0,5 0,14 0,14 2,4 26,4
Medium m,2 08x08 05%x05 |04 0,14 1.9 20,9
Compressed | 111,2 0,7x0,7 05%x05 |04 0,14 11 12,1
FLEXSOF 10,9 13%x13 0,5x04 0,13 0,14 2,4 26,4
FLEX?® 108,2 08x%x08 |05%x04 |0,13 0,14 2,1 23,1
FLEX?® 105,2 08x08 |05%x03 0,13 0,14 1.9 20,9
FLEX?4 104,2 08x%x08 |05%x03 0,13 0,14 1.9 20,9
FLEX® 99,7 08x08 |05%x03 0,13 0,14 14 15,4
FORM?“ 102,7 08x08 05x05 |04 0,14 17 18,7
FORM*® 97,7 08x08 05%x05 |0,14 0,14 13 14,3

* TUNWYHOE 3HaueHne, Mm | ** TnnyHoe 3HaueHne, Mm?

IMnnaHTaT He numeet pa3bemos.

1 HekoTopble yNnoMsiHyTble TWMbl 31eKTPOAOB UMMAAHTATA MOTYT He NPOA3BAThCs B OTAE/bHbIX CTPaHax. s
noJydeHrs MHGOpMaUMn 0 ZOCTYNHOCTU NPOAYKTOB B BALIEN CTpaHe 06paTtutech K YyNoJHOMOUYEHHOMY
npezcrasutento komnanuuy MED-EL.
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Ha3HaueHne

Cnctema koxneapHoi umnaaHtaumy MED-EL npesHa3HauyeHa Ans UHAYLMPOB3HNSE CTyXOBOMO
BOCNPUSTUS NOCPEACTBOM SNEKTPUUECKON CTUMYJISILMIA CTYXOBbIX HEPBHbIX NyTeN y Joaei

C T>KEJI0M WK BbIPAXKEHHOMN TYroyXOCTbiO, Y KOTOPbIX H3OMOAAETCS HE3H3UUTEIbHBIN
NOJIOXKUTENbHbIN 3P dEKT OT aKyCTMUECKOro YCUAEHNS C HaWayUwmnm obpa3om noAo0bpaHHbIM
UIYXOBbIM @nnapaTom Win OTCyTCTBME Takoro b dekTa.

Kpome Toro, cuctema koxsieapHon nmnaaHtayum MED-EL, ncnoabdyemas B cCoueTaHum

C BapuaHTom mmnaaHTata SYNCHRONY 2 FLEX?4, npegHa3HauyeHa Ans UHAYLNPOBAHNS
C1IYXOBOrO BOCMPUATYS C MOMOLYbIO 1EKTPUYECKON CTUMYASLN NN KOMOUHNPOBAHHOM
3N1eKTPOaKYCTNYECKON CTUMYAISILUN (EAS) ClyXOBbIX HEPBHBIX NyTei y toelt ¢ YaCTUYHON
TIYXOTOW, Y KOTOPbIX HAbN0A3ETCH NONOXKNTENbHBIV 3GdEKT OT aKYCTUUYECKOro ycuaeHms
TOJIbKO B HU3KOYACTOTHOM JvianasoHe.

Kpome Toro, cuctema koxsieapHon nmnaaHtayum MED-EL, ncnoablyemas B COUeTaHum

C BapuaHTom mmnaaHTata SYNCHRONY 2 FLEX?°, npeaHa3HauyeHa Ans UHAYLNPOBAHNS
CIYXOBOIO BOCMPUSATYS C MOMOLLbIO N1EKTPUUECKON CTUMYASLN NAN KOMOUHNPOBAHHOM
IN1eKTPOaKYCTNYECKON CTUMYAISILUN (EAS) ClyXOBbIX HEPBHBIX MyTeil y toelt ¢ YaCTUYHON
TJlYXOTOW, Y KOTOPbIX HABNOAETCS NONOXKUTENBHBIN SPDEKT OT aKyCTUUECKOro YCUAeHus
TOJIbKO B HV3KOUACTOTHOM JManasoHe.

Cnctema koxieapHon nmnianTauum MED-EL Takyke C1y>KUT 415 BbI3bIBAHUS CTYXOBbIX
OLLYLEHVIA C NOMOLLbIO IEKTPUYECKON CTUMYASLNN CIYXOBbIX HEPBHBIX NYTEN Y 04N C
OZHOCTOPOHHEN MyXOTON, KOTOPasi OnpeAessieTcs Kak HapyLWeHve aiyxa oT TSXKeNon A0
BbIPA>KEHHOW CTENEeHN Ha OHOM YXe N HOPMAJbHbIA CIYX WM H3pyLIeHne CIyxa OT JIerkoi
A0 YMEPEHHO CTeneHn Ha Apyrom yxe.

NMoka3aHunsa

+ KoxsieapHblii UMNAGHTAT UHAYLMPYET BOCNPpUSTME 3ByKa NOCPEACTBOM NEKTPUYECKON
CTUMYASILMY CIYXOBOTO HEepBa. Taknm 06pa3om, NpesnochbIKon A5 yCnewHom
KOX/1€3PHON MMNIAHTALMN SBASETCS GYHKLNOHUPYIOWNIA CIYXOBON HEPB.

+ [lepea npuHATVEM pelleHns O NPeANOUYTUTEbHOCTU KOXJIEaPHOIO NMMJIAHTaTa KOMNaHms
MED-EL HacTOsSTE/IBHO PEKOMEHYET HOLWEHMe ONTUMaIbHO NoA06PaHHOrO CIYXOBOIroO
annapata B TeueHne MUHUMYyM Tpex mecsueB. OAHAKO e noTeps Aiyxa Obina Bbi3BaHA
NHOEKLMOHHBIM 33601eBaHVEM, KOTOPOE MOXKeT NoBJieUb 33 Coboi occndukaumio,

1 NPU3HAKN KOXJIeapHOW occndukalumm npucyTCTBYIOT, BEPOSITHO, B onpoboBaHmn
CIYXOBOrO annaparta HeT HeobXoAMMOCTU. B Takux ciydasx, Kak npaBuio, UMNIaHTaLNIo
OTKN3AbIBaTh He ciesyeT.

« 19 AOCTV>KEHUS ONTUMAbHOro 3pdekTa OT UCNOb30B3HNS UMMIAHTATa ero
NOTEeHLMaNbHbIE NONb30BATENN U UX CEMbBU JOJ>KHBI ObITb BLICOKO MOTVBUPOBAHDI, NMETbH
pPeannCTNYHble NpeACTaBAeHNst O NONOXKNTENbHOM dddekTe, KOTOPBI MOXHO 0XXWAATb
OT MMMI3HTATa, 1 MOHNMATb Ba>KHOCTb PEry/ISPHOro MOCeLeHUs LeHTpa No UMNIaHTaummn
A5 NPOrpamMnpoBaHus ayanmonpoueccopa, 0baiejoBaHnin U 0byyeHus.



JlonkHo 6bITb NpoBeAeHO npeAonepaumoHHoe 0bcieloBaHre B COOTBETCTBUN C
MECTHBIMU NPOPECCOHANBHBIMU CTAHAAPTAMU.

KoxneapHble umnaaHtatel SYNCHRONY 2 Standard npeaHa3HaueHbl A8 NpUMeHeHus
Ha OTKPbITOW yauTKe (6e3 obanTepaunmn nim occudrkaumm) C BBeAEHNEM 31eKTPOA3 Ha
rmy6uHy npubansnTenbHo 31mm.

KoxneapHble nmnnantatel SYNCHRONY 2 Medium npefHasHaueHbl A1 NPUMEHEHNs Ha
OTKPBITON yanTKe (6€e3 obanTtepaumn nim occudukayum), ¢ ManbGpopmaumelt Nerkoi
cTeneHmn TIXKeCTu, C BBeAeHnem 3eKTpoaa Ha mybrHy nprbansnTensHo 24 mm (no
peLeHnto Xmpypra).

KoxneapHble nmnnantatel SYNCHRONY 2 Compressed npegHa3HauyeHbl A1 NpUMEHeHns
Ha yUTKe C ymepeHHo obantepaumen, occudukaumen i mansGopmaumen, ¢
BBEJEHVIEM 371eKTPOAa Ha MybuHy npuban3nTesbHo 15Mm (No peleHuio xupypra).
KoxneapHble umnnaHtatel SYNCHRONY 2 FLEXSOFT npesiHa3HaueHbl A1 NPUMEHEHUS Ha
OTKpbITON yanTKe (6e3 obanTtepauyun nin occudrkaynm) C BBeAeHNem 31eKTpoaa Ha
ry6uHy npuéan3nTeNbHO 3TMM.

KoxneapHble nmnnantatel SYNCHRONY 2 FLEX?® npesHa3zHaueHbl A8 NPYUMEHEeHNs Ha
OTKPLITON yanTKe (6e3 obanTepaumn i occudurkayum) C BBeAeHNem 31eKTpoaa Ha
my6uHy npubansnTensHo 28 Mm.

KoxneapHble umnnaHtatel SYNCHRONY 2 FLEX?® npefjHa3zHaueHbl 411 NPUMEHEeHNs Ha
OTKpbITON yanTke (6e3 obanTepaunn nin occudrkayum) C BBeAeHNem 31eKTpoaa Ha
my6uHy npubaAn3NTENbHO 26 MM.

KoxneapHble nmnnantatel SYNCHRONY 2 FLEX?4, ncnosbdyemble no NOKasaHusm,

He CBsi3aHHbIM C EAS, npesiHasHaueHbl A5 NpYMEHeHUs Ha OTKPbITON yanTke (6e3
obanTepaumn nan occudurkayum), C BBeAeHMeM 31eKTpoaa Ha mybuHy npubanntTensHo
24 MM (no peleHunto xupypra).

KoxneapHble nmnaantatel SYNCHRONY 2 FLEX?4, ncnosibzyemble ais EAS, nokasaHbl
JIOZSIM C YACTUYHON MYXOTOMN C HEPOCEHCOPHOM TYroyXOCTbIO B HU3KOU3CTOTHOM
ANana3zoHe Nerkon UAn CpesiHeil CTeneHu TaXKecTu, NJIABHO NporpeccupyioLleil B
BbIPA>KEHHYIO HEPOCEHCOPHYIO TYroyXOCTb B BbICOKOUYACTOTHOM JMana3oHe.
KoxneapHble nmnnantatel SYNCHRONY 2 FLEX??, ncnosbayemble no NOKasaHusm,

He CBSi3aHHbIM C EAS, npesiHaszHaueHbl A5 NpYMEHeHUs Ha OTKPbITON yanTke (6e3
obanTepaumn nan occudurkayum), C BBeAeHMeM 31eKTpoaa Ha mybuHy npubannTensHo
20Mm (no pelueHuto xupypra).

KoxneapHble nmnaantatel SYNCHRONY 2 FLEX??, ncnosibzyembie a5 EAS, nokasaHbl
JHOASIM C YACTUYHON MYXOTON C HEPOCEHCOPHOM TYroyXOCTbIO B HU3KOUACTOTHOM
ANAna3oHe Nerkon UAv CpesiHeil CTeneHu TSXKecTu, NIaBHO NporpeccupyioLleil B
BbIPA>KEHHYIO HePOCEHCOPHYIO TYroyXOCTb B BbICOKOUACTOTHOM AMana3oHe.
KoxneapHble nmnnantatel SYNCHRONY 2 FORM?4 npeHasHaueHbl A8 NpYMeHeHns

Ha OTKpbITON yanTke (6e3 obautepaunn nim occudukaumm) v npyu MaabGopmalunsx
VIUTKN, C BBEAEHNEM N1EKTPOA3 Ha myObuHY Npuban3NTeNsHO 24 mm u/uam npu
OXMA3EMOM NOATEKAHUM CMMHHOMO3rOBOM >Knakocty (CMXK ).



KoxneapHble nmnaaHtatel SYNCHRONY 2 FORM® npefiHa3zHaueHbl A1 NPUMEHEHNS Ha
yauTke ¢ manbdopmauymnenn, obamtepaymen nanm occudukaymen, ¢ BBeAeHUEM 31eKTposa
Ha mybrHy Nprban3nTensHo 19 Mm u/uam Npy oXKMAIEMOM NOATEKAHNUN CMUHHOMO3rOBON

xugkoctu (CVXK).

NMpoTneonokasaHms

IMnnaHTaums 3anpeleHa B uiefyowmx Uyyasx:

. eJin y NoJib30BaTesid MMeeTcd n3BeCTHaa HenepeHOCMMOCTb MaTepnaioB, NCNOJb3yeMblX

npv NU3rotoBaeHU NMNIGHTATa (B TOM Yynaie meANUNHCKOro CUINKOHA, NAaTtuHbl, npnana

1 napunena C);

+  OTCYTCTBUE Pa3BUTON YIUTKU;

+  [JlyXOTa B CBA3M C HapyLweHnem GYHKLNY CyXOBOrO HEPBA W/ BEPXHEI YacTu
CIYXOBOrO NyTw;

*  Hasuume MHGEKUMn Hapy>KHOro nan cpesHero yxa anbo nepdopauns 6apabaHHow
NEePenoHKM B yXe, B KOTOPOM NJIGHVPYETCS MMMIGHTALNS;

*  MeAUUMHCKMe NPOTMBONOKA3aHMs /1S ONepauyu Ha CPesHeM 1 BHYTPEHHEM yXe 1
HeobxoAMMOI aHecTe3nu;

. aHaTompyeckmne aHoOMaInn, KOTopble MOryT nomellaTtb AOJIXKHOMY pasmeleHnto kopnyca

CTVMYASTOPA B KOCTU Yepena Uiy nomewaTb JOJXKHOMY pasmeLeHunto BblopaHHo
3/1eKTPOHOM MATpHLbl B YIUTKE; B TAKOM Clyuyae nepej onepauueii ciesyeT TWaTesbHo
OLEHWTb AOMNYCTUMOCTb MMMIAHTALNN;
* Y Nosb30BaTess HabNOAIETCH HeCcTabuabHoe NCUXMYeckoe CoOCTOsHNE U
©  HepeasMCTUYHbIE OXKUAAHNS NONb30BATENS.

MmnnaHtaums koxneapHoro umnaaHtata SYNCHRONY 2 FLEX?4, ncnoabzyemoro aas EAS,
NPOTUBOMNOKA3aHa JIOASAM C UaCTUYHOW MIyXoTol nNpu 6bICTPO Nporpeccupyioueli notepe
1yXa, KOTOPble He MOTYT NOJIb30BATLCS YCTPONCTBAMMU aKyCTUUECKOrO YCUAGHUS U/Uan
NMetoT ManbdopmMaLmny YAUTKU.

MmnaaHTayms koxneapHoro nmnaaHtata SYNCHRONY 2 FLEX?°, ncnonssyemoro ass EAS,
NPOTMBOMNOKA3aHa JII0ASM C YaCTUUYHOW IIYyXOTOI Npu BbICTPO Nporpeccmpyiollein notepe
Q1yXa, KOTOPbIE He MOTYT NOJIb30BATLCS YCTPONCTBAMM aKYyCTUUECKOrO YCUAGHUS /AN
MmeloT Mmaabdbopmauny YanTKN.

He>xenatenbHble NnobouHble 3¢¢eKTbI. Puckn, cBsi3aHHble C MMMJIAHTAaTOM

K BO3MO>KHbIM NOC1eonepaLmoHHbIM NOHOYHbBIM dbdekTam OTHOCIATC Clesytolme:

noTepst OCTaTOYHOIO UIYXa, FOJI0OBOKPY>KEHWE, YCUIEHNE FOJIOBOKPY>KEHNS, 3aMe/IeHHoe
dopmmpoBaHye pybua, HapylieHue BKYCa, BO3MOXKHbIE 3aTPYAHEHUS MOTaHsS, OHEMEHNE,
yCWIeHMe 3BOHA B yWaX, CTUMYAALUS NLEBOrO HEPBa, Npexoasiune 6oeBble OWyLEHNs 1
npuynHsowme AnckomgopT 3ByKU BO BPEMs CTUMY/ISILUN.



CTrepusbHOCTb

VIMnaaHTaT NPOXOAUT BaJMANPOBAHHYIO CTEPIN3ALMIO OKCUAOM STUIEHA W NOCTaBASETCS

B CTEPW/IbHOWN YNaKoBKe. 3anpeLlaeTcs NoABepraTh MMMIAHTAT MOBTOPHOW CTepUAN3aLmum
nocie BCKPbITUS CTEPUIbHON YNIAKOBKYM. 3anpelaeTcs UCNOIb30BaTh U3jesne B ciyuae
NOBPEXAEHVS CTePUIbHON YNAKOBKW. VIMNAGHTAT NpesHa3HaueH ToNbKO AN OLAHOPAa30BOro
MCMOJIb30BaHUS. 3aNpeLaeTcs N3BAeKaTb YCTPONCTBO 13 CTEPUILHOI YNAKOBKM JO MOMEHTA
NPUMEHEHNSI.

XpaHeHmne, TPAHCNOPTUPOBKA N yTUAMN3aLNA

CTepUIN30BaHHbI UMMIAHTAT A0JIKEH TPAHCNOPTNPOBATLCA? TOALKO NpU TemnepaType oT
-29°C fo +60°C 1 XpaHnTbCs B KOPOOKe MMMIGHTATa NpU KOMHATHOW Temnepartype. Kaxgoe
YCTPOMNCTBO AOXKHO HbITb UMMNAHTVPOBAHO A0 KOHEUHOW AaTbl MCNOJb30BaHNS, YKa3aHHOW
Ha ynakoBke. YNakoBKy? ciejyeT yTWIn3nMpoBaTh B COOTBETCTBUM C TPeOOBaHMAMIN MECTHOTO
3aKOHOAATe/NbCTBA.

NHudopmauns o npyumeHeHunn. O6wme mepbl NPejOCTOPOXKHOCTI 1N
npeaynpexaeHns

+  3anpewgaetcs MoAMbULMPOBaTL U3aene. NprUMeHsTb TOJbKO MO HA3HaUYEHNIO.

*  HeBO3MO>XHO TOYHO MPOrHO3MPOBATH XapakTep OXMAIEMOro GYHKLUVOHMPOBAHNS
KOX/1€apHOro UMMIaHTaTa. MoTeHumabHble NoJIb30BaTeAV UMMIGHTATOB 1 UieHbl UX
cemeit JONKHbI ObITb BBICOKO MOTVBMPOBAHbI U METb PEANNCTUYHbBIE NPEACTABAEHNS O
NONOXUTENBHOM SDHEKTE, KOTOPbIN MOXHO OXKMAATb OT UMMA3HTATA.

+  [py NpUMEHeHNN KOXJIEAPHbIX UMIJIAHTATOB JOJrOBPEMEHHOMO MOBPEXAEHNS HEPBHON
TKaHW, U1e10BaBLLErO 33 JJ/INTEbHOW HEeNpepbIBHOWN 31eKTPUUYEeCKOn CTMyAsUueit, He
Habo4aN0Ch.

+ CTepwibHOCTb UMMNIAHTATa He AOJ>KHA HApYLWaTbCs.

+  CTporo 3anpewaeTtcs poHsTb Wi 6poCaTh MMMIGHTAT HA TBEPAYIO NMOBEPXHOCTb
VN yAEP>XKUBATb VMIIGHTAT TOJIbKO 33 3J1eKTPO/: NOBPeXAeHe UMMIZHTaTa Win
3/1IEKTPOLIOB B XOA€ UMIJIAHTALMU NPUBEAET K aHHYIMPOBAHUIO rapaHTUu.

+  HeucnpaBHOCTb YCTPONCTBA MOXKET BO3HUKHYTb BUIEACTBUE NOBPEXAEHUS
VMMIGHTUPYEMbIX YaCTeil, Hanpumep, B pe3y/bTaTte yAapa no rojose, 0Tkasa
3/1IeKTPOHHBIX KOMMOHEHTOB WJIN APYroil TEXHNUYECKON HeNCnpaBHOCTU UMMIAHTaTa. B
Takyx C1yuasx HeObXoAMMa 3aMeHa YCTPOIICTBA.

+  BaxkHas nHdopmauus o NoBCeAHEBHOM NCMOIb30BAHNN CUCTEMbI KOXJ1€APHOW
nmnaaHTaumm MED-EL 1 cooTBeTCTBYIOLWEro ayAnonpoueccopa npuseseHa B
PYKOBOZCTBE M0JIb30BATESIS 3yANONPOLeccopa.

2 /115 TPAHCMOPTUPOBKM KOPOBKA C MMMIAHTATOM AOMKHA ObiTb YNaKOBaHA B 33LYUTHYIO KAPTOHHYIO KOPOOKY C
AMOPTV3UPYIOWVIM MAaTepUaNom (Mam BO YTO-To nosobHoe).

3 KapTOHHas 1 N1aCTVKOBasH yNakoBka UMnAaHTaTa (M3TI v TalBek) N3roToBAEHbI U3 MAaTepPUAJIOB, NOANEXKALNX
NOBTOPHOI nepepaboTke.
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+  Ocoboe BHVMaHue obpaTute Ha neamnaTpuyecknx NauNeHToB C NaTONOMAMN Pa3BUTUS
(Hanpumep, ¢ cHapomom KopHennu se JlaHre), nockoJibky OHV MOTYT NpeAcTaBAsTb
NOBbIWEHHDBIV PUCK YAYLWEHNS U/VAN NOBPEXAEHNS FOPTaHW NPU NOMbITKE NPOMIOTUTDL
nepesaTuvk U/an Apyrvie BHelWHne AeTaiu.

+ BocnaneHue cpesHero yxa win BpemeHHas noteps AMMPatnyeckoin XUAKOCTU B YIUTKE
CPeAHEro yxa MOXET NPVBECTV K BPEMEHHOMY MOBbILIEHNIO CONPOTUBIEHNS 31€KTPOLOB
nam KonebaHusm conpoTusaeHus. Takve konebaHns ConpoTyBAEHUS MOTYT Bbl3BaTh
VN3MEHEeHWs FPOMKOCTI, KOTOPbIe B OAHMX CJ1yUYasX MOTyT Yepe3 HeCckKOJIbKO Heselb
Ncye3HyTb camu no cebe, @ B APYrux iydyasx moxeT NOoTpeboBaTbCs XMpypruyeckoe
BMELLATe/bCTBO.

+ 3aHaTVS 6ONBLWMHCTBOM BOAHbIX BUAOB CMOPT3 HE NPeACTaBASIOT KaKUX-11bo npobaem
NPpU YUIOBUIN CHATUS HAPY>KHbIX KOMMOHEHTOB CUCTeMbl MMIaHTauun. MNpu HajgeBaHnn
Waema Wi Macky CieiuTe 3a Tem, UTobbl pemellok He Bbl 3aTaHYT UINWKOM TYro Ha
yyacTke nmniaHTarta. B agiyuae, ecim nosibzosaresib umnaaHtata MED-EL naanupyet
HbIPSATb, MY HEOHXOANMO NONYUNTL KOHCYNBTALMIO OMBITHOTO BPaua O BO3MOXKHOCTSX
N OrpaHNUEHVSX NPV 33HSTUSX BOAHBIMW BUAAMW CNOPTA, B OCOBEHHOCTN 3TO KacaeTcs
MOrpY>KeHWIA C aKBANAHTOM. VIMNIGHTAT BblAEPXKMBAET Nepenazbl AaBaeHuUs, KOTopble
BO3HMKAIOT BO BPEMS MOTPY>KEHUS C aKBAJIAHIOM Ha m1ybuHy A0 50 m.

Xupyprunueckmne npegynpexkxaeHns n npeocrepeXkeHuns. Pncku, cesasaHHble ¢
onepauwuen

+  Onepaumio No YCTaHOBKE KOXIEAPHOrO MMIMIAHTATa MOXHO CPABHWTL C onepauviein Ha
CpesHem yxe C JONOJHUTEbHBIM JAOCTYNOM K BHYTPEHHeMY yXy. s Hee XapakTepHbl
006bluHbIE PUCKM, BO3HMKAOWME NPY NPOBEAEHNA ONepauny 1 UCNoJb30BaHnu obueit
aHecTe3nn. K nepBryHbIM XMPYPruuyeckum puckam OTHOCATCS cieayowe: nHoekuus,
BOCNaJsieHne, oTeK, HeKpPO3, reMaToma, NoATeKaHNe CIMHHOMO3MOBOMN >XMAKOCTH,
noBpexeHue MLeBoro Hepea, 60b, pybueBaHue paHbl, pa3apakeHune Koxu,
3aTpyAHEHUS NPY MIOTAHUN N OCIOXKHEHWS, CBsA3aHHble C oblwei aHecTesuei. Kpome
TOro, peAKUM, HO MOTEHLUAIbHO TAXKEbIM MOCIE0NePALMOHHBIM OCTIOXKHEHeM
ABNSETCS MEHUHIUTA, PUCK PA3BUTWSE MEHUHIATA MOXHO CHW3UTb, HANPUMEp, C MOMOLLbIO
BaKUMHAUMW, aHTUOMOTMKOTEPANUN 1 NCMNOJIb30BAHMUS NPABUJILHBIX XUPYPrnyeckmnx
METOZOB.

+ 10 BO3MOXXHOCTY PEKOMEH/AYeTCs NPOBOAUTL MOHUTOPUHT COCTOSIHUS NLEBOMO HEpBa,
OZIHAKO MNpY €ro BbINOJAHEHUN ClefyeT 13beratb HEpBHO-MbIEYHON 610Kaabl.

+  Bcem nosib3oBaTeNsm KoxaeapHbIX UMMIGHTATOB, 33 UCKJIOYEHNEM TeX, KOMY 3TO
NPOTMBOMNOKA3aHO, PEKOMEHZAYeTCs NpodUIaKTUYeCKoe BBEAEHNE aHTUONOTUKOB.

+  Heobxoauma uetkasi UAEHTUGMKALMS aHATOMUYECKX OPUEHTUPOB. NpoCBep/IMBaTL
0TBEpCTUsS 1edyeT OCTOPOXKHO, UTOObI CIYUaNHO He O6HAXKUTL TBEPAYIO MO3rOBYIO
o06010uKy. EC1 TBEpAyio MO3roByto 06010uky HEO6X0ANMO 0BHAXKUTL B KauecTe

4 B KauecTBe AONOJHNUTE/bHON MHPOPMALMU MOXKET BbiTb NONE3EH NUCBMEHHbI OTUET NO NAaTOMEXaHU3MAM,
KJIMHWYECKUM CUMNTOM3M 1 METOA3M XVPYPruyeckoro eyeHns MeHMHrTa, onybankoBaHHeiid Arnold et al (ORL
2002;64:382-389).
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OPVEHTUPA, 3TO CiedyeT AeNaTb B MVHUMANbHON CTeneHn. HenomepHo Winpokoe
PACKPbITVE WU TPAaBMVPOBAHVE TBEPAOI MO3roBol 06010UKI MOXKET 0C1abnTb
6apbep 41 NPOHUKHOBEHUS UHGEKUMN 1 B ByayLlem YBeMunTb BePOSTHOCTb Pa3BUTIS
MEHVHIMTa. Hanpumep, nocieaylowee Hellpopanoaornyeckoe HabalaeHne 33
No/Nb30BATENSAMU C NEPEJIOMAMUN NepeHero oTAe1a OCHOBaHMS yepena nokasasno,

YTO Aaxke CnycTsl FoAbl Y HUX MOXKET Pa3BUTLCS OCTPbIA NPOrPeCcCUpYIOLLIA MEHUHIAT.
BO3MO>KHO CyLLECTBOBAHME CXOAHbIX MEX3HV3MOB NPOBEAEHUs ONepaLuii Ha yxe 1
COCLEBUAHOM OTPOCTKE.

lpocBepAviBaHVe OTBEPCTUI 1 IMKBUAAUMIO BCEX OCTPbIX KpaeB KOCTel ciedyeT
3aBepLUNTb A0 BCKPLITUS YANTKM, 4TOObI NPeA0TBPaTHTL NONAAAHNE B HEE@ KOCTHOW NbLAN.
Jns noslyueHus JOCTAaTOUHOrO 3H3UEHVst SHEPTrUK MArHUTHOTO MOJISt Y ONTUMAJIbHOTO
KauecTBa CBS3V MeXXAy 13TepaibHON CTOPOHON MMMASHTATa U NOBEPXHOCTHIO KOXKM
(BMecTe ¢ BOJI0CaMKM ) pacCTosHME He AOJ>KHO NPEeBbIWaTh 6 MM.

Mepes dukcauven nmniaHTata HeobxoAnMo yoeauTbCs, UTO Ha HEM BUAEH CEPUIHbIN
Homep.

MmnnaHTaT cieayeTt 3adrkcMpoBaTh B MIOCKOM JIOXKE JJisi CTUMYASTOPA, BbICBEPJIE@HHOM
B BYICOYHOW KOCTU. BbIBOA 31€KTPOAA A0J>KEH ObiTb YCTAHOBIEH B HAKJIOHHOM KOCTHOM
KaHase, He VMeloLLem OCTPbIX KPaeB, AJisl 3aWuThl ero OT NoCIeonepaUnoHHOro
CMeLeHNs 1 YUpe3MEepPHOro MEXaHUYeCckoro Bo3AencTeus. MepeaHuii kpai CTUmyasTopa
He cneayeT yrmybnsTb 6osee uem Ha 2 Mm.

MmMnaaHTaT aiesyet AoN0OJHUTENbHO 33PUKCMPOBATb, HAaNpUMep, C NOMOLLbIO LIBOB.
BbinosiHeHWe 3Toi npoueaypbl HeobXoAUMO ANs TOro, utobbl nocie onepayuy He 6bi10
cmeLeHnit. NMpogoaKUTeNbHbIe CMELLeHUs MOTYT NPUBECTN K MEeXaHNYeCKON YCTaaoCTu 1
noulesylouemy npexkaeBpemMeHHOMY BbIXOAyY 13 CTPOS 21eKTPUUYECKX COeAVHEHNIA.
INeKTPOJ, MOXXHO BCTAaBUTb B YAUTKY uepes Kpyroe okHo (KO) nam koxneoctomy.

Py CO343HMN KOXIEOCTOMbI ANS MAHUMM3AUNI PUCKa Pa3BUTUS NOCIeOoNepaunoHHON
NHbeKUMY ceayeT NposiBUTb 0COOYI0 OCTOPOXKHOCTb, UTOOLI BO BPeMsi NPOCBEP/IMBAHUS
He 3aTPOHYTb KPYI10€ OKHO 11 €ro MemMOpaHy.

PeKON\eHA\/eN\bIVI ANaMeTp KOXJIeOCTOMbl 1 OTBEpPCTUA KO:

Tun anekTpoaa Tun anekTpoaa

Standard 1,3mm FLEX2® 0,8mm
Medium 0,8mm FLEX?4 0,8mm
Compressed 0,8mm FLEX? 0,8mm
FLEXSOFT 1,3mm FORM? 1,0mm
FLEX?® 0,8mm FORM*® 1,0mm

ManeHbKWin Mapkep Ha BbIBOAE 3/1€KTPOAA YKa3blBAET OPUEHTALMIO NATY OAHOCTOPOHHUX
KOHTaKTOB Ha nepejHem KOHUe anukanbHOro 31eKTpoJa. B clyyae BapnaHTOB d1eKTPoAa
FLEX 3TOT mapkep LBETHOM.

YCTaHOBKaA B YINTKE 1EKTPOAHON MaTpULbl MOXKET JINLIUTD MOJIb30BATE/S OCTAaTOUHbIX
UIYXOBbIX OLLYLLEHUI, KOTOPbIe, BO3MOXHO, NPUCYTCTBOBAJIM B 33TPOHYTOM yXe A0
onepayuu.



J1s yCTaHOBKU 31€KTPOAHOM MATPULbl LOMNYCKAETCs NCMOIb30BATb TOIbKO
XVUPYPruyeckne NHCTPYMEHTI, YTBEP>XKAEHHbIe KomnaHuen MED-EL.

ImniaHTaT OCHaLeH CWIbHbIM MarHUTOM. Hi B KOem ciyyae Heslb3s 1CNOoJ1b30BaThb
MarHUTHblEe XMPYpruyeckme NHCTPYMEHTbI.

JNEeKTPOAHYIO MaTpuLy CiesyeT BBECTU B YIMTKY Ha mybuHy He 6onee
pPEKOMEH/I0BAHHON, He CAaBAMBAs MATpULy UM BbIBOZbI 1EKTPOAA U He Kacasich
KOHTAKTOB 71€KTPOA3. NS MUHUMM33LMN PUCKa PA3BUTUS NOCIE0NepaLoHHOIA
NHbEeKUMY CiesyeT 1CnoJib30BaTh OTMbITYIO GACUMIO UK CXOAHYIO TKaHb (MblleyHas
TKaHb HEe peKkoMeHayeTcs). Ha Bxode B YIUTKY A1 GUKCILUMIN SNeKTPOAHON MATPHLbl

1 repmeTu3auuy OTBepPCTUS YINTKU ClesyeT CO34aTb M30AVPYIOWNIA CIOW BOKPYT
NeKTPOAHON MATPULbI.

Mocne ycTaHOBKU CiesyeT 3adUKCMPOBATDL BbIBOZ, 1€KTPOAa Takum 06pa3om, UTtobsi
npeAoTBPaTUTbL NOUIEONepayoHHble nepemelyeHmns. OCTaTok BbIBOAA 31€KTPOA3
ulesyeT TWATEeNbHO CBEPHYTH B NETIIO B Uelike COCLEeBUAHOMO OTPOCTKA MOJ
NOBEPXHOCTbLIO KOCTU, NPUKPbIB e ANs GUKcaunm KOPTUKaAbHbIM C10em, Y4Tobbl
3/1eKTPOAHas MaTpMLa He CMeCTUAaCh N3 YIUTKU U HEe UCMbITbIBAJIA BHELWHEro AaBJeHus,
CNOCOBHOro NPUBECTY K CMELLEHUIO 1 NoUIeAyIoWemy NOBPEXAEHNIO SNeKTPUYecKnx
KOHTaKTOB.

LLIBbI He CiesyeT pa3mvelarb HenocpeACTBEHHO Ha/, BbIBOAOM 31€KTPOoa.
HenpaBuibHOe pa3zmelleHne 31eKTPOAHOM MATPULbl MOXKET YXYALINTb CIYXOBOE
BOCNpYATIE, CO3/3BaEMOe YCTPONCTBOM, 1 NOTPeHOBATh AONOJHUTENBHOIO
BMeLaTenbCTBa. HenpasuibHas Grkcaums n pasmelyeHre BbIBoAa 31eKTpoAa TakxKe
MO>KET NPUBECTUN K NPeXXJeBPEMEHHOMY BbIXOAY UMMIAHTATa U3 CTPOS.

HeobxoayMbiM yCI0BMEM SNEKTPUYECKON CTUMYASILUN SBASETCS HaANeXaLLnin
du3nyecknii n C1eL0BaTeNbHO NEKTPUUECKNIA KOHTAKT CTUMYASLNOHHOMO pedepeHTHOro
371EKTPO/AA C OKPY>KAOLWMMU TKAHIMU. B BS3U C 3TM 06CTOSTENbCTBOM HE CieyeT
Hak/13AbIBaTb Kakue-anbo Gpukcupyiolime Webl HENOCPeACTBEHHO NOBEPX pepepeHTHOro
INeKTPOoAa, a Takxke aeayeT n3beratb U3OLITOUHOrO yrybaeHns CTUMyASITOpPa BO
m3bexkaHne GoOpM1POBAHNS BO3AYLWHOrO 3330pa Ha pedepeHTHbIM 1EeKTPOLOM.

Bo n3bexkaHune apyrmux nocieonepaumnoHHbIX pUckoB He0OXo0AMMO C1eloBaTh
VHCTPYKLUSM, N3OXXEHHbIM B COOTBETCTBYIOLWEM PYKOBOACTBE NOJb30BaTENS
ayanonpoueccopa MED-EL 1 pyKkoBOACTBe NOJIb30BaTe/s NPOrpaMMHOro obecneueHus
MED-EL.

Mpy KOXN1eapHOW MMMAGHTALMW Y YUACTUYHO TYrOyXMX NOJb30BaTENeN C HA3KOUACTOTHLIM
UIYXOM CyLLeCTBYET PUCK YACTUUYHON WK NOJIHOM NOTepu aiyxa. Xupypr obs3aH
nponHbOPMIPOBATL NOJb30BaTENs 06 STOM prcke nepeJ umniaaHTauvein. O4Hako
pe3y/bTaThl MCUIeA0B3HNIN CBUAETEIbCTBYIOT O NPEUMYLECTBAX 1EeKTPUYEeCcKon
CTUMY/ISILN MEHHO A1t STOW TPynMbl NOJIb30BaTENeN Aaxke B Clyyae notepu
OCTaTOUHOro Ulyxa. HeobxoAnMo pacCMOTPETb STONOMMIO U NMPOAOIXKNTENBHOCTD
UYACTUYHON FYXOTbI, @ TAKXKe NONOXKNTENbHBIN 3GGEKT OT CIYXOBOro annaparta u
NPUMEHATb XVPYPruyeckme TeXHUKN, HanpaBJeHHble Ha COXpPaHeHne ayxa.
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+ B ayuae nposeseHuns onepauny no 3ameHe marHuta komnaHus MED-EL pekomeHayet
MCNoNb30BaTh Clesytowye NHCTpymeHTbl: Magnet Removal Tool (Ms050206) nan Magnet
Insertion Tool (Ms050205) moryT ncnoib3oBaThcs B coueTaHun ¢ usgeavem Non-
Magnetic Spacer (Ms010107), 3anacHbim marHnTom Replacement Magnet (Ms010108), a
Tak>Ke 3anacHbiM mMarHutTom S-Vector Replacement Magnet (Ms010109 ).

+  [Mowe n3BneyeHns HemarHuTHol npokaazakun Non-Magnetic Spacer aieayeT yo6eauTbcs,
UTO BCTaBJ/IEH HOBbIN 3anacHol marHnT Replacement Magnet nan S-Vector Replacement
Magnet ans BOCCTAHOBAEHMS NOJIHON pabOTOCNOCOOHOCTY UMMIGHTATA.

+  imnnaHTaTt coBmecTum ¢ 06ovMy BapUaHTamuM 3aNacHbIX MarHUTOB UMMIAHTATa — Kak
¢ Replacement Magnet, Tak n ¢ S-Vector Replacement Magnet. Maruut S-Vector
Replacement Magnet obecneurBaeT HECKO/IbKO YBEANUYEHHYIO MAarHUTHYIO CUly
yAep>kaHus. Bceraa aiesyeT yunTbiBaTb BO3MOXHOCTb PEry/IMPOBKN CWJIbl NPUTS>KEHNS
nyTem 3aMeHbl MarH1Ta Hapy>KHOM YacTu CUCTEMbI KOXJleapHOW umnaaHTaunm MED-EL.

« [ns noayyenus noapobHor MHdopmauum o mepax npesoCcTOPOXKHOCTU 1
npeaynpexaeHunsx cM. COOTBETCTBYIOWNE NHCTPYKUMN NO NPYMEHEHUIO 3TUX YCTPONCTB.

B3ammoaeiictBmne c Apyrum obopysoBaHumem 1 H3AEXKHOCTb YCTPOIICTBA B 0CO6bIX
YCJIOBUNSIX NPOBEAEHNS MeANLNHCKNX VAN ANArHOCTNYEeCKNX npoueayp

PekomeHaaumum no 6e30NacHOCTA N HOPMbI, CBS3aHHbIE C MeANLMHCKUMUA NpoLesypamu, B
TOoM uncne MPT, npuBeseHbl B PyKOBOACTBE MO MeANLUHCKAM NpoLeypam.

N3BaeyeHne nmnaaHTaTa

HeuncnpaBHOCTb MNAAHTATa MOXKET HACTyNUTb BAIEACTBME HECYACTHOro ciyyas anbo no
MeANLNHCKAM WIN TEXHUUECKUM NPUYUHAM. B TaKom Clyyae HaCcTOSITENIbHO PEKOMEHyeTCs
13BJI€Ub YCTPOICTBO.

ECM N0 Kakum-M60 NpruMHam yCTPOCTBO He MCMOJb3yeTcsl, HACTOATEIbHO PEKOMEHYeTCs
ero n3ssieub. EUIM MMNAQHTAT He U3BNEK3eTCsl, HACTOATENIbHO PeKOMEHAYeTCs peryisipHO
NPoBOANTb GYHKLMOHA/bHbIE MPOBEPKMN MMMNIAHTATa.

o BO3MOXKHOCTY YCTPONCTBO CledyeT u3Bjeub 6e3 NoBpexXAeHNs Win pa3pesaHus.

Komnanus MED-EL pekomeHZyeT NpoBOAUTb OLEHKY COCTOSIHUS YCTPOWCTBA HA OCHOBAHUN
pe3ybTaToB QYHKUMOHAIBbHOM NPOBEPKU (M3MEpeHVs TeemMeTpum), @ TakXKe pe3ybTaToB
peHTreHorpadun n3senvs nepe, n3BaeyeHnem UMMI3HTa, NoKasblBatowel NoN0XKEHNS
KOHTaKTOB VIMMIQHTUPOBAHHOMO 371€KTPOAA B YIUTKE.

Kpome Toro, »xenatesibHo caenatb yudposyio GpoTorpaduio 06Hapy>KEHHOro YCTPONCTBA
nepej ero u3BjeyeHnem.

5 HekoTopble U3 yNOMSIHYTbIX NMPUHIANEXKHOCTEN MOFYT He NPOAABATLCS B OTAEJ/bHbIX CTPaHaX. [as nosyueHus
HdOpMaLMK O AOCTYMHOCTU NPOAYKTOB B BALLEN CTPaHe 06paTutech K yNoJHOMOYEHHOMY NPeACTaBnTeNto
komnaHun MED-EL.
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JononHuTtenbHas HPOpMaLMs O COCTOSIHUN YCTPOMCTBA H3 MOMEHT €ro n3BJieyeHuns
3anpawvBaetcs npu nomowy ¢opmbel MED-EL — dopma oTueTa 06 r3BAEUEHUN YCTPONCTBA
(Device Explant Report Form) (AW8352), coaep>kaweincs B komniekte MED-EL ans
n3BneyeHus uMnaanTaTa (Explant Kit) (PN04175).

dopma oTyeTa 06 n3BaeyeHU ycTpoiictea (Device Explant Report Form) agonkHa
NpeACTaBAATbC B 3aNOJHEHHOM BUAE BMECTe C pe3y/ibTaTamn GYHKLUMOHANBHON NPOBEPKY,
PEHTFeHOBCKMMI CHUMKaMK, GOTOrpadusmMii 1 CAMUM V3BJAEUEHHbBIM YCTPONCTBOM.

Bo3BpaT n3BaeuyeHHbIX yCTpOI7ICTB

+  [locne Xvpypruyeckoro U3BaedeHus yCTpoincTea ero HeobxoAUMO OUNCTUTb
1 Ae3nHOMUMPOBATb COMACHO Npouesypam, NMPUHATHIM B yUPEXXAeHUN, rae
OCyLEeCTBASETCA U3BJeUeHne, CTapasch He JoNyCTUTb NOBPEXKAEHNS MMIAHTATa.
CnejyeT BCera HeyKOCHUTeNbHO cobaloaTh MeCTHble npoueypbl No 06palleHmnio ¢
matepuanamu, NpeACTaBASIOWMMIN NOTEHLMANbHYIO 61ON0rMYecKyIo ONaCHOCTb.
+  YCTpOWCTBO HEOBX0AMMO BepHYTb B KomnaHmio MED-EL B Habope s BO3BpaTa
umnaanTaTa (Returned Implant Kit). CrieayiiTe npraaraembiM MHCTPYKUMUSM NO YNakKoBKe.
«  Azpec ans BO3BpaTa YCTPONCTBA:
MED-EL Elektromedizinische Gerate GmbH
Worldwide Headquarters
Safety adviser for the transport of dangerous goods
Furstenweg 77a
6020 Innsbruck
Austria

IEDELTE]

NHbopmaymnio 0 rapaHTUMHBIX YUIOBUSX CM. B NPUIAraemblX rapaHTuiiHbIX 0653aTenbCTBax.
Mapkunpogeka

ES 3nak CE, Bnepsbie npumeHeH B 2019T.
BHymaHwne

He ncnonb3oBaTb NOBTOPHO

YcnoBHo 6e3onacHo Ans nposeserus MPT
M3rotoButesb

Jlata u3rotoBaeHus

Vicnonb3osaTtb 40

KLEP®>
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Homep no karanory
@ CepwiiHblii HOmep

CTepun3aums OKCMAOM 3TUneHa

MoaAep)kKa N KOHTAKTHast MHGopMau s

Bbl BCErza Mo>keTe nojayunTb NOMOLb 1 NOAAEPXKKY B MECTHOM NPeACTaBUTEbCTBE.
YTobbl HANTN MecTHOoe NpeACTaBUTeIbCTBO, CM. NPUAAraemMblii INCT C agpecamu
NpeACTaBUTENbCTB.

MocetnTe Haw Beb-canT www.medel.com

© 2019-2021 MED-EL Elektromedizinische Gerate GmbH. Peaakums aokymeHTa 4.0 (4aTa Bbinycka: 12/2021r.).
Bce npaga 3awmieHs.
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