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Instructions for use

Vibroplasty Couplers

Introduction

These instructions for use provide information for the following Vibroplasty Couplers:
+ Incus-Symphonix-Coupler
+ Incus-LP-Coupler

Incus-SP-Coupler

RW-Soft-Coupler

Please read these instructions for use carefully and completely so that you are familiar
with the use of the Vibroplasty Couplers. Please do not hesitate to contact your MED-EL
representative with any additional questions you may have.

I:Ii:l Refer to the instructions for use of the Vibrating Ossicular Prosthesis (VORP) of
the Vibrant Soundbridge system.

NOTE:
All illustrations are representative only.
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Vibroplasty Couplers — Overview

All specified dimensions are shown in millimeters (mm).

Incus-Symphonix-Coupler

Incus-LP-Coupler
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Incus-SP-Coupler
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RW-Soft-Coupler - 2x
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Figure 1: Vibroplasty Couplers — Overview
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Description of the device

The Vibroplasty Couplers are middle ear prostheses intended to be used exclusively with
the VORP. They are considered part of the Vibrant Soundbridge system.

The types of Coupler for sensorineural hearing loss are:
+ Incus-Symphonix-Coupler - left and right versions

+ Incus-LP-Coupler - left and right versions

+ Incus-SP-Coupler - one version

The type of Coupler for conductive and mixed hearing loss is:
+  RW-Soft-Coupler - one version

NOTE:

Peel-off labels are included in the packaging of the Vibroplasty Couplers. These
labels are intended to be placed on the Vibrant Soundbridge Implant Registration
Card and in the patient's record.

Intended use

The Vibroplasty Couplers are intended to be used in combination with the Vibrant
Soundbridge to facilitate the coupling between the FMT and a vibratory structure of the
middle ear. The prosthesis type is chosen on the basis of the ossicular remnants once
all primary disease has been removed from the middle ear.

+  The Incus-Symphonix-Coupler and Incus-LP-Coupler are intended to be placed on
the long process of the incus.

+  The Incus-SP-Coupler is intended to be placed on the short process of the incus.

The RW-Soft-Coupler is intended to be placed on the round window (RW) membrane.

Indication
I:Ii] Refer to the instructions for use for the Vibrating Ossicular Prosthesis (VORP).

Contraindication
I:Ii] Refer to the instructions for use for the Vibrating Ossicular Prosthesis (VORP).

The devices shall not be used:
+ in the case of a fixed stapes footplate.

The Incus-LP-Coupler and Incus-SP-Coupler shall not be used:
+ in the case of a fragile incus.
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General information about use

The Vibroplasty Couplers are middle ear prostheses to be used exclusively with the VORP
to treat conductive hearing loss, mixed hearing loss and sensorineural hearing loss.

Attaching the FMT to the Coupler

For use, the FMT is first attached to the Coupler. The Coupler is delivered with a holding
frame and a retainer which holds the Coupler in place. Attach the FMT to the Coupler
while the Coupler is still secured by the holding frame and the retainer. This ensures a
safe and correct connection.

For the Incus-Symphonix-Coupler, the Incus-LP-Coupler and the Incus-SP-Coupler, place
the FMT on the cage and push it down using surgical tweezers, a needle or a similar
tool. Ensure that the conductor link is properly placed into the groove on the holding
frame. This can be achieved by pushing the conductor link down using a finger (see
Figure 2). Placing the conductor link into the groove ensures proper positioning of the
FMT onto the Coupler and the correct orientation of the conductor link. This minimizes
unnecessary bending of the conductor link during implantation.

Figure 2: Placing the FMT into the cage

After attaching the FMT to the Coupler, the retainer must be removed from the holding
frame and the Coupler by squeezing the two handles of the retainer together (see
Figure 3a) and by tilting the retainer into the direction of the holding frame (see Figure
3b).

NOTE:
Remove the retainer before you remove the Coupler with the FMT.
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Use surgical tweezers or similar to remove the Coupler with the FMT from the holding
frame. Lift the Coupler with the FMT upwards (see Figure 3c). Do not pull at the
conductor link.

Figure 3a: Squeezing the two Figure 3b: Tilting the retainer Figure 3c: Removing Coupler and
handles together FMT from the holding frame

When using the RW-Soft-Coupler, first remove the retainer above the RW-Soft-Coupler:
To remove the retainer, squeeze the two handles of the retainer together (see Figure
4a) and tilt the retainer into the direction of the holding frame (see Figure 4b).

Figure 4a: Squeezing the two Figure 4b: Tilting the retainer Figure 4c: RW-Soft-Coupler
handles together secured by the holding frame

While the RW-Soft-Coupler is still secured by the holding frame, place the FMT onto the
Coupler's adhesive pad and press down slightly (see Figure 5). By using this method,
the FMT is easily connected to the RW-Soft-Coupler in the right position. Use a
microscope to verify the correct position of the FMT on the Coupler. After attaching the
Coupler, press the Coupler and the FMT together firmly to ensure a safe connection. If
the Coupler is not attached centrally, it is possible to move it again as the adhesive pad
does not harden.

NOTE:
Ensure that the RW-Soft-Coupler does not come into contact with bodily fluids
before the FMT is attached.
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Should the FMT come into contact with bodily fluids, it shall be cleaned with a lint-free
tissue before attaching the RW-Soft-Coupler.

Adhesive pad

Figure 5: Placing the FMT onto the RW-Soft-Coupler

Once a Vibroplasty Coupler is attached to the FMT, the FMT can be connected to various
middle ear structures as explained in the following sections.

Incus-Symphonix-Coupler

The Incus-Symphonix-Coupler (see Figure 6) is used to place the FMT onto the long
process of the incus via a posterior tympanotomy. Crimp the clip of the Coupler onto
the long process of the incus.

Suitable forceps (e.g. MED-EL Forming Forceps) should be used, to mold the Coupler
clip in position. Extreme care should be exercised when using the forceps.

Ensure that the FMT is as close as possible or actually touches the stapes. If necessary,
bend the connection rod to bring the FMT closer to the stapes. It is possible to bend
the connection rod before positioning the FMT with the Coupler in the middle ear.

A left and a right version of the Incus-Symphonix-Coupler are available.

= Connection rod

Figure 6: Incus-Symphonix-Coupler placed in a left ear
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Incus-LP-Coupler

The Incus-LP-Coupler (see Figure 7) is also used to place the FMT onto the long process
of the incus via a posterior tympanotomy. To place the Incus-LP-Coupler, clip the flexible
incus clipping structure of the Coupler onto the long process of the incus. Crimping is
not necessary.

Ensure that the FMT is as close as possible or actually touches the stapes. If necessary,
bend the connection rod to bring the FMT closer to the stapes. It is possible to bend
the connection rod before positioning the FMT with the Coupler in the middle ear.

A left and a right version of the Incus-LP-Coupler are available.

Connection rod

Figure 7: Incus-LP-Coupler placed in a left ear

Incus-SP-Coupler

The Incus-SP-Coupler (see Figure 8) is used to place the FMT onto the short process
of the incus via an attico-antrotomy. To place the Incus-SP-Coupler, clamp the flexible
structure of the Coupler onto the short process of the incus. The two shorter legs of
the Coupler shall be placed on the short process of the incus, the two longer legs shall
hold the incus body (see Figure 8). The Coupler has to be firmly fixed to the incus.

Figure 8: Incus-SP-Coupler
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RW-Soft-Coupler

The RW-Soft-Coupler (see Figure 9) is placed on the FMT by using an adhesive pad.
The RW-Soft-Coupler together with the FMT is then positioned on the round window
membrane. Cartilage is placed on the contralateral side of the FMT to maintain the
position. Ensure that the Coupler does not come off during surgery. When positioning
the Coupler and the FMT in the middle ear, be careful not to stick a needle (or similar)
between the Coupler and the FMT.

Figure 9: RW-Soft-Coupler

NOTE:
Please refer to the instructions for use for the VORP for information regarding
surgical techniques.

Warnings

The warnings of the VORP apply. Carefully read the instructions for use provided
for the VORP.

+  TheVibroplasty Couplers are shipped sterile and are for single patient use only. Do
not re-use or re-sterilize.

« TheVibroplasty Couplers are very small medical devices and should be handled with
appropriate care.

+ Do not use if the sterile packaging is damaged or the Use-by date (expiration date)
has been exceeded.

+ The Vibroplasty Couplers must not be altered and may only be used as intended.
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Precautions

I::[i:l The precautions of the VORP apply. Carefully read the instructions for use
provided for the VORP.

General precautions

+ Persons known to be intolerant of the materials used in the Vibroplasty Couplers
shall not receive any Vibroplasty Couplers. Please refer to the section Technical
data at the end of these instructions for use for materials used in the Vibroplasty
Couplers.

+ The implantation of the VORP together with any Coupler is a sophisticated surgical
intervention and should only be performed by experienced and trained surgeons.

Intraoperative precautions

+ Accidental bending of the Coupler during removal from its package must be avoided
in order to prevent functional damage.

«  Always attach the FMT to the Coupler in the holding frame as this guarantees the
correct positioning of the Coupler onto the FMT and of the conductor link.

+  The middle ear structures must be treated with utmost care.

Postoperative precautions

+  When the patient's audio processor is fitted and he/she perceives distortion or
noise it may be an indication of slippage of the prosthesis and/or FMT.

« Aloss of benefit over time may be the result of unwanted tissue growth that can
limit or prevent the conduction of vibrations to the cochlea.

Possible adverse effects

Complications of middle ear surgery also apply for the Vibroplasty Couplers.

Surgery of the middle ear involves manipulation of the fragile ossicular bones and
exposes the inner ear to the risk of surgical trauma. Serious complications may

arise either during or after surgery that may result in irreparable damage to otologic
structures causing irreversible partial or total loss of hearing. Subsequent surgical
procedures may be required to correct these conditions, if possible.

Complications that may occur include: sensorineural deafness due to trauma during
surgery; granuloma; post-surgery displacement of the implant due to the development
of scar tissue; vertigo; post-surgical translocation of the FMT due to trauma or inferior
surgical positioning; extrusion of the implant; and post-surgical infection, including
otitis media. It is also possible that the device could cause a significant loss in residual
hearing.

The responsible physician should ensure that the patient is fully apprised of the
possible adverse effects of the implant procedure.
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The above-noted additional events are known to be possible adverse events associated
with middle ear surgery. Additionally, implant patients are exposed to the normal risk of
surgery and general anaesthesia. Major ear surgery may result in numbness, swelling,
or discomfort around the ear, the possibility of facial paresis, disturbance of balance or
taste, or neck pain. If these occur, they are usually transient and resolve within a few
weeks of surgery.

Interference with other equipment

+ Magnetic Resonance Imaging (MRI): MRI examination with the VORP 503 is only
permissible in 1.5 Tesla (T) closed-bore MRI scanners. The following conditions have
to be considered:

- The MRI scanner has to be limited to “Normal Operating Mode"; "First Level
Controlled Operating Mode" has to be avoided.

- Local transmitting RF coils must not be used in the head and neck region. Local
receiver coils are not restricted in use.

- Before patients enter any MRI room, the audio processor must be removed
from the head. Audible interference can occur during the scan. Patients shall be
advised to indicate any possible discomfort that may arise and to request that
the MRI be discontinued if needed. After the MRI examination, the patient shall
put on the audio processor only after leaving the MRI room.

- During MRI examination straight head orientation is required.

- An artefact of approximately 14cm around the implant will be present on the
images.

- MRI examination with >1.5T will damage the implant and must be avoided.

- If an MRI examination is needed prior to the first activation of the Vibrant
Soundbridge, safety measures shall be taken into account to prevent wound
healing complications due to the possible movement of the implant in the
strong MR field.

- When lower extremities are to be examined, it is recommended, but not
required, that the patient's legs are positioned in the scanner first.

+  TheVORP 502 is MR Unsafe by all means.
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Miscellaneous

Storage and shipping
The Vibroplasty Couplers shall be stored in their sterile packaging in a cool and dry
place. During shipment the temperature shall remain between -20°C and +60°C.

Disposal

After use or once the sterile package is opened or damaged, the Vibroplasty Couplers
shall be disposed of in @ medical waste bin in accordance with federal, state and local
regulations. Packaging should be disposed of in accordance with local legislation.

Technical data

Materials

+ Incus-Symphonix-Coupler: Titanium Grade 1 (ASTM F67) and Titanium Grade 5 ELI
(ASTM F136)

+ Incus-LP-Coupler: Titanium Grade 5 ELI (ASTM F136), Titanium Grade 2 (ASTM F67)

+ Incus-SP-Coupler: Titanium Grade 5 ELI (ASTM F136)

+  RW-Soft-Coupler: Implant Grade Silicone Rubber and Gel

Dimensions
+ Refer to Figure 1

Warranty statement

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

Symbols

C E CE marking, first applied in 2014

0123

A Caution

D}] Consult instructions for use
® Do not re-use

M Manufacturer

Date of manufacture

Use-by date

2
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Catalogue number
Batch code
srenie Sterilised using ethylene oxide

Temperature limit

_
lRE R

Please help us to improve the quality of these instructions for use by making any
suggestions. For further information regarding the use of this MED-EL product, or to
report any problems, please contact:

MED-EL Elektromedizinische Gerate GmbH
Furstenweg 77a

6020 Innsbruck

Austria

office@medel.com

www.medel.com

or call +43 577 88

Please refer to the accompanying Contact Sheet for your local office.

© 2014-2019 MED-EL Elektromedizinische Gerate GmbH. Revision 6.0 (12/2019). All rights reserved.






Naudojimo instrukcija

Vibroplasty Couplers

Jvadas

Siose naudojimo instrukcijose pateikiama informacija apie toliau idvardytus Vibroplasty
Couplers:
+ Incus-Symphonix-Coupler
Incus-LP-Coupler
Incus-SP-Coupler
+  RW-Soft-Coupler

Atidziai perskaitykite visas Sias naudojimo instrukcijas, kad Zinotumeéte kaip naudoti
Vibroplasty Couplers. Kilus papildomy klausimuy, kreipkités j savo MED-EL atstova.

I:I:i:l Skaitykite ,Vibrant Soundbridge" sistemos ,Vibrating Ossicular Prosthesis"
(VORP) naudojimo instrukcija.

PRANESIMAS:
Visi paveiksléliai yra tik kaip pavyzdziai.
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Vibroplasty Couplers - apzvalga

Visy nurodyty matmeny vienetai yra milimetrai (mm).

Incus-Symphonix-Coupler

Incus-LP-Coupler
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Incus-SP-Coupler
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1 paveikslélis: Vibroplasty Couplers - apzvalga
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Prietaiso aprasymas

Vibroplasty Couplers - tai vidurinés ausies protezai, skirti naudoti tik su VORP. Jie laikomi
sistemos Vibrant Soundbridge dalimi.

Coupler, naudojamo esant sensoneuraliniam kurtumui, tipai:
+ Incus-Symphonix-Coupler - kairysis ir deSinysis modelis
» Incus-LP-Coupler - kairysis ir deSinysis modelis

+ Incus-SP-Coupler - vienas modelis

Coupler, naudojamo esant kondukciniam ir misriam kurtumui, tipai:
+  RW-Soft-Coupler - viena versija

PRANESIMAS:

Vibroplasty Couplers pakuotéje pateikiamos nulupamosios etiketés. Sias etiketes
reikia priklijuoti ant Vibrant Soundbridge Implanto Registracijos Kortelés ir paciento
medicininés istorijos.

Paskirtis

Vibroplasty Couplers skirti naudoti kartu su Vibrant Soundbridge, kad buty pagerinta
FMT ir vidurinés ausies vibracines strukturos jungtis . Protezo tipas parenkamas
atsizvelgiant j kaulo likucius, kai i$ vidurinés ausies visiSkai pasalinama pagrindiné liga.

+ Incus-Symphonix-Coupler ir Incus-LP-Coupler skirti déti ant priekalo priekines
ataugos.

+ Incus-SP-Coupler skirtas deti ant priekalo Soninés ataugos.

*  RW-Soft-Coupler skirtas deti ant apvaliojo langelio (AL) bugnelio.

Indikacija
Skaitykite vibruojancio klausomujy kauliuky protezo (angl. Vibrating Ossicular
Prosthesis — VORP) naudojimo instrukcija.

Kontraindikacija
Skaitykite vibruojancio klausomujy kauliuky protezo (angl. Vibrating Ossicular
Prosthesis — VORP) naudojimo instrukcija.

Prietaisy negalima naudoti:
+ esant fiksuotam kilpos pagrindui.

Incus-LP-Coupler ir Incus-SP-Coupler negalima naudoti:
+ esant trapiam priekalui.
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Bendra naudojimo informacija

Vibroplasty Couplers - tai vidurinés ausies protezai, skirti naudoti tik su VORP gydant
kondukcinj, misryjj ir sensoneuralinj kurtuma.

FMT pritvirtinimas prie Coupler

Norint naudoti, pirmiausia FMT reikia pritvirtinti prie Coupler. Coupler pristatomas su
laikomuoju réemeliu ir fiksatoriumi, kuris laiko Coupler jam skirtoje vietoje. FMT tvirtinkite
prie Coupler kol laikomasis rémelis ir fiksatorius laiko Coupler. Taip uztikrinama saugi ir
teisinga jungtis.

Jei naudojamas Incus-Symphonix-Coupler, Incus-LP-Coupler ir Incus-SP-Coupler, FMT
padekite ant narvelio ir stumkite Zemyn naudodamiesi chirurginiais pincetais, adata

ar panasia priemone. Uztikrinkite, kad laidininko jungtis buty tinkamai jstatyta |
laikomojo réemelio griovelj. Tai padarysite laidininko jungtj pirStu stumdami Zemyn (Zr.

2 paveikslélj). Laidininko jungtj jstacius j griovelj uztikrinama tinkama FMT padétis ant
Coupler ir teisinga laidininko jungties orientacija. Sitaip sumaZinama laidininko jungties
nereikalingo sulenkimo tikimybe, atliekant implantacija.

2 pav. FMT jstatymas | narvelj

FMT pritvirtinus prie Coupler, fiksatoriy iS laikomojo rémelio ir Coupler butina iSimti
spaudziant vieng prie kitos dvi fiksatoriaus rankenéles (zr. 3a paveiksleélj) ir fiksatoriy
lenkiant link laikomojo rémelio (Zr. 3b paveikslélj).

PRANESIMAS:
Fiksatoriy iSimkite prie$ pasalindami Coupler su FMT.



Lietuviy kalba

Naudodamiesi chirurginiais pincetais arba panasiomis priemonémis, i$ laikomojo rémelio
iSimkite Coupler su FMT. Coupler su FMT kelkite aukstyn (zr. 3c paveikslélj). Netempkite
ties laidininko jungtimi.

3a paveikslélis: dviejy rankenéliy 3b paveikslélis: fiksatoriaus 3c paveikslélis: Coupler ir FMT
suspaudimas lenkimas iSémimas i$ laikomojo rémelio

Jei naudojamas RW-Soft-Coupler, pirmiausiai iSimkite fiksatoriy virs RW-Soft-Coupler:
Norint iSimti fiksatoriy, spauskite vieng prie kitos dvi fiksatoriaus rankenéles (zr. 4a
paveikslelj) ir fiksatoriy lenkite link laikomojo rémelio (Zr. 4b paveikslélj).

4a paveikslélis: dviejy rankenéliy 4b paveikslélis: fiksatoriaus 4c paveikslélis: RW-Soft-Coupler
suspaudimas lenkimas laiko laikomasis rémelis

Kol RW-Soft-Coupler laiko laikomasis rémelis, FMT padékite ant Coupler lipniosios
pagalvélés ir nesmarkiai paspauskite (zr. 5 paveiksleélj). Taikant $j buda, FMT lengva
tinkama padetimi prijungti prie RW-Soft-Coupler. Mikroskopu patikrinkite, ar FMT padétis
ant Coupler yra tinkama. Pritvirting Coupler, tvirtai suspauskite kartu Coupler ir FMT, kad
uztikrintumete, jog jie tvirtai susijungé. Jei Coupler pritvirtintas ne centre, galima keisti
jo vieta, nes lipnioji pagalvelé nesukietéja.

PRANESIMAS:

Pasirupinkite, kad RW-Soft-Coupler neturéty salycio su kino skysdiais, kol
nepritvirtinamas FMT.

20
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Jei FMT turi salytj su kino skysciais, jj reikia nuvalyti audiniu be plkeliy, pries tvirtinant
RW-Soft-Coupler.

Lipnioji pagalvelé

5 pav. FMT déjimas ant RW-Soft-Coupler

Kai Vibroplasty Coupler pritvirtinamas prie FMT, FMT galima prijungti prie jvairiy vidurinés
ausies struktury, kaip paaiskinta tolesniuose skyriuose.

Incus-Symphonix-Coupler

Incus-Symphonix-Coupler (zr. 6 paveikslélj) naudojamas FMT deti ant priekalo priekinés
ataugos atliekant uzpakaline timpanotomijg. Coupler spaustuka uzspauskite ant
priekalo priekinés ataugos.

Naudokite tinkamas chirurgines Znyples (pvz., MED-EL formavimo Znyples), kad
suformuotumete Coupler spaustukga tinkamoje padétyje. Naudojant znyples reikia buti
ypatingai atsargiems.

Pasirupinkite, kad FMT buty kiek jmanoma arciau arba faktiskai liesty kilpa. Jei butina,
jungiamgjj strypa sulenkite, kad FMT buty arciau kilpos. Jungiamgjj strypa jmanoma
sulenkti, pries dedant FMT su Coupler j vidurine aus;.

Incus-Symphonix-Coupler yra dviejy modeliy - kairysis ir desinysis.

Jungiamasis strypas

6 paveikslélis: Incus-Symphonix-Coupler kairéje ausyje

21
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Incus-LP-Coupler

Incus-LP-Coupler (Zr. 7 paveikslélj) taip pat naudojamas FMT deti ant priekalo priekinés
ataugos atliekant uzpakaline timpanotomijg. Norédami uzdéti Incus-LP-Coupler, Coupler
lanksciag priekalo tvirtinimo strukttrg pritvirtinkite ant priekalo priekinés ataugos.
UzZspausti nebutina.

Pasirupinkite, kad FMT buty kiek jmanoma arciau arba faktiskai liesty kilpa. Jei butina,
jungiamajj strypa sulenkite, kad FMT bty arciau kilpos. Jungiamajj strypa jimanoma
sulenkti, pries dedant FMT su Coupler j vidurine aus;.

Incus-LP-Coupler yra dviejy modeliy - kairysis ir desinysis.

N Jungiamasis strypas

7 paveikslélis: Incus-LP-Coupler kairéje ausyje

Incus-SP-Coupler

Incus-SP-Coupler (Zr. 8 paveikslélj) naudojamas FMT déti ant priekalo Soninés ataugos
atliekant atikoantrotomija. Norédami uzdeéti Incus-SP-Coupler, Coupler lankscig struktura
pritvirtinkite ant priekalo Soninés ataugos. Dvi Coupler trumposios kojelés dedamos

ant priekalo Soninés ataugos; dvi ilgosios kojeles turi laikyti priekalo korpusa (zr. 8
paveikslelj). Coupler turi bati tvirtai pritvirtintas prie priekalo.

8 paveikslélis: Incus-SP-Coupler

22
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RW-Soft-Coupler

RW-Soft-Coupler (Zr. 9 paveikslélj) ant FMT dedamas naudojant lipnigja pagalvéle. Po
to, RW-Soft-Coupler kartu su FMT dedamas ant apvaliojo langelio bugnelio. Kremzlé
dedama ant FMT kontralateralinés pusés, kad islaikyty Sig padetj. Uztikrinkite, kad

per chirurgine operacijg Coupler nenukristy. Dedant Coupler ir FMT j jiems skirta vietg
vidurinéje ausyje, saugokites, kad adatos (ar kito objekto) nejkistumeéte tarp Coupler ir
FMT.

9 paveikslélis: RW-Soft-Coupler

PRANESIMAS:
Informacijos apie chirurginés operacijos technika rasite VORP naudojimo
instrukcijose.

Jspéjimai

Galioja VORP jspéjimai. Atidziai perskaitykite pateikiamas VORP naudojimo
instrukcijas.

+ Vibroplasty Couplers atsiunciami sterilUs; jie skirti naudoti tik vienam pacientui.
Nenaudokite ir nesterilizuokite pakartotinai.

+  Vibroplasty Couplers yra labai maZzi medicininiai prietaisai, su jais reikia dirbti labai
atsargiai.

» Nenaudokite, jei pazeista sterili pakuoté arba pasibaiges galiojimo terminas
(,naudoti iki").

«  Vibroplasty Couplers jokiu budu negalima perdirbti ir juos naudoti galima tik pagal
paskirt;.

23
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Atsargumo priemones

Galioja VORP atsargumo priemoneés. AtidZiai perskaitykite pateikiamas VORP
naudojimo instrukcijas.

Bendrosios atsargumo priemonés

+ Jei Zinoma, kad asmenys netoleruoja Vibroplasty Couplers naudojamy medziagy,
tokiems asmenims naudoti Vibroplasty Couplers negalima. Vibroplasty Couplers
naudojamos medziagos nurodytos Siy naudojimo instrukcijy pabaigoje esanciame
skyriuje Techniniai duomenys.

+  VORP kartu su bet kokiu Coupler implantavimas - tai sudétinga chirurgine
intervencija; ja turi atlikti tik patyre ir iSmokyti chirurgai.

Atsargumo priemonés per operacija

+ Butina saugotis, kad atsitiktinai nesulenktumeéte Coupler, jj iSimdami iS pakuotes,
kitaip gali atsirasti funkcinis pazeidimas.

«  FMT butinai tvirtinkite prie Coupler jam esant laikomajame remelyje - taip
uztikrinama, kad Coupler ant FMT ir laidininko jungties padétis bus teisinga.

+ Suvidurinés ausies strukturomis butina elgtis nepaprastai atsargiai.

Atsargumo priemonés po operacijos

+ Jei pacientui pritaikytas garso procesorius ir jis girdi iSkraipymy arba triuksma, tai
gali reiksti, kad protezas ir (arba) FMT nuslydo.

+ llgainiui dél nepageidaujamy audiniy augimo gali sumazinti efektyvumas - audiniai
gali riboti arba neleisti vibracijoms pasiekti sraiges.

Galimas neigiamas poveikis

Vibroplasty Couplers taip pat galioja viduriniosios ausies operacijos komplikacijos.
Operacijos metu vidurinéje ausyje lie¢iami trapus vidurinés ausies klausomieji kauleliai,
o tai gali sukelti vidinés ausies operacine trauma. Rimtos komplikacijos, kuriy metu
negrazinamai pazeidziamos klausos strukturos, gali pasireiksti operacijos metu ar
po jos, sukeldamos negrjztama visiska ar dalinj kurtuma. Kai kuriais atvejais, esant
galimybei, gali tekti atlikti atitaisomojo pobldZio operacijas.

Komplikacijos gali buti Sios: operacinés traumos sukeltas neurosensorinis kurtumas,
granulioma, pooperacinis implanto pasislinkimas dél susidariusio rando, galvos
svaigimas, pooperaciné FMT dislokacija del traumos ar netinkamo pritvirtinimo
operacijos metu, implanto atmetimo reakcija, pooperaciné infekcija, jskaitant
viduriniosios ausies uzdegima. Aparatas gali sukelti ir Zenkly iki tol buvusios klausos
pablogéjima.
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Uz procedura atsakingas gydytojas turi jsitikinti, jog pacientas yra gerai informuotas
apie galimas neigiamas implantacijos pasekmes.

Vidurinés ausies operacijos gali sukelti auksciau nurodytas neigiamas pasekmes. Be to,
implanty pacientams kyla ta pati rizika kaip ir kity operacijy bei narkozés metu. Galima
operacijos rizika yra, pvz., nejautros pojutis, tinimas arba skausmas aplink ausj, galimas
veido paralyzius, pusiausvyros arba skonio pojucio sutrikimas, arba sprando skausmas.
Paprastai tai yra laikina ir iSnyksta praejus kelioms savaitems po operacijos.

Kitos jrangos keliami trikdziai

+  Magnetinio rezonanso tomografija (MRT): MRT tyrimas pacientams su VORP 503
leidziamas tik 1,5 tesly (T) galingumo uzdaru MRT tomografu. Butina atsizvelgti j
Sias salygas:

MRT tomografas turi veikti ,normaliu darbo rezimu". Reikia vengti , pirmo
lygmens kontroliuojamo darbo rezimo*.

Vietiniy perduodanciy radijo dazniniy (RD) ric¢iy negalima naudoti galvos ir kaklo
srityje. Vietines gaveéjy rites galima naudoti be apribojimy.

Prie$ jeidami j MRT kabineta, pacientai nuo galvos turi nusiimti garso
procesorius. Skenavimo metu gali pasireiksti girdimi trikdziai. Pacientus reikia
ispeti, kad pranesty apie bet kokj galimg diskomforta ir, jei reikia, paprasyty
nutraukti MRT tyrimg. Po MRT tyrimo pacientas gali uzsidéti garso procesorius
tik iSéjes iS MRT kabineto.

Reikalaujama, kad MRT tyrimo metu galva buty laikoma tiesiai.

Nuotraukose bus matomas artefaktas mazdaug 14 cm spinduliu aplink implanta.
MRT tyrimai su > 1,5T sugadina implanta ir neturi buti atliekami.

Jei MRT tyrima butina atlikti dar pries pirmg Vibrant Soundbridge suaktyvinima,
reikia imtis apsauginiy priemoniy, kad buty iSvengta zaizdos gijimo komplikacijy
del galimo implanto pasislinkimo stipriame MR lauke.

Jei bus tiriamos apatinés galunés, rekomenduojama, bet nereikalaujama, kad |
tomografg pirmiausiai buty patalpintos paciento kojos.

» VORP 502 yra visais atvejais nesaugus naudoti MR aplinkoje.
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Kita informacija

Laikymas ir gabenimas
Vibroplasty Couplers turi buti laikomi sterilioje pakuotéje, vésioje ir sausoje vietoje.
Gabenant temperatura negali buti Zemesneé nei —20°C ar auksStesné kaip +60°C.

Salinimas

Panaudojus arba jei prietaisy sterili pakuoté atidaryta ar paZeista, Vibroplasty Couplers
reikia iSmesti j medicininiy atlieky konteinerj, pagal nacionalinius, valstybinius ir vietinius
atlieky Salinimo reglamentus. Pakuoteé utilizuojama vadovaujantis vietiniais teisés aktais.

Techniniai duomenys

Medziagos

+ Incus-Symphonix-Coupler: 1 klasés titanas (ASTM F67) 5 ELI klasés titanas (ASTM
F136)

» Incus-LP-Coupler: 5 ELI klasés titanas (ASTM F136), 2 klases titanas (ASTM F67)

+ Incus-SP-Coupler: 5 ELI klasés titanas (ASTM F136)

*  RW-Soft-Coupler: Implanty klasés silikoniné guma ir gelis

Matmenys
«  7Zr.1 paveikslélj

Garantijos salygos

Skaitykite pridétas ,Garantijos salygas”, kur pateikiama informacijos apie musy
garantijos nuostatas.

Simboliai

C E CE zenklas, pirma karta pritaikytas 2014 m.

0123

A Perspéjimas

D}] Remkités naudojimo instrukcijomis
® Pakartotinai nenaudoti

M Gamintojas

&I Pagaminimo data

%

Tinka naudoti iki

N
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Katalogo numeris
Siuntos kodas
srenie Sterilizuotas naudojant etileno oksida

Temperaturos ribos

_
lRE R

Padeékite mums patobulinti Sig naudojimo instrukcijg — pateikite savo pasiulymy.
Noredami gauti iSsamesnes informacijos apie Sio MED-EL gaminio naudojimg arba
pranesti apie problemas, kreipkites j:

MED-EL Elektromedizinische Gerate GmbH
Furstenweg 77a

6020 Innsbruck

Austrija

office@medel.com

www.medel.com

arba skambinkite tel.: +43 5 77 88

Vietinj biurg rasite kartu pateiktame kontakty lape.

© 2014-2019 MED-EL Elektromedizinische Gerate GmbH. Leidimas 6.0 (12/2019). Visos teisés saugomos.
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Lietosanas instrukcija

Vibroplasty Couplers

levads

Si lietoanas instrukcija sniedz informaciju par $adiem savienotajiem Vibroplasty
Couplers:

+ Incus-Symphonix-Coupler

+ Incus-LP-Coupler

+ Incus-SP-Coupler

+  RW-Soft-Coupler

Ludzu, uzmanigi izlasiet visu instrukciju, lai iepazitos ar savienotaju Vibroplasty Couplers
lietoSanu. Ja rodas papildu jautajumi, sazinieties ar savu audiologu, klinikas vai MED-EL

parstavi.

[E Informaciju par Vibrant Soundbridge sistemas protezi Vibrating Ossicular
Prosthesis (VORP) skatiet lietosanas instrukcija.

IEVERIBAI:
Visas ilustracijas sniegtas tikai ka piemeri.
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Vibroplasty Couplers — parskats

Visi izmeri noraditi milimetros (mm).

Incus-Symphonix-Coupler

Incus-LP-Coupler
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Incus-SP-Coupler

27

RW-Soft-Coupler - 2x

®115

1. attéls: Vibroplasty Couplers — parskats
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lerices apraksts

Savienotaji Vibroplasty Couplers ir vidusauss protezes, kas lietojamas tikai ar VORP. Tie
uzskatami par Vibrant Soundbridge sistemas komponentiem.

Sensorineirala dzirdes zuduma gadijuma ir paredzeti $adi savienotaja Coupler veidi:
+ Incus-Symphonix-Coupler — kreisas un labas puses

+ Incus-LP-Coupler — kreisas un labas puses

+ Incus-SP-Coupler — vienas puses

Konduktiva un jaukta dzirdes zuduma gadijuma ir paredzeti $adi savienotaju Coupler veidi:
+  RW-Soft-Coupler — vienas puses

IEVERIBAI:

Noplesamas etiketes ir iek|autas savienotaju Vibroplasty Couplers iepakojuma.
Etiketes ir piestiprinamas Vibrant Soundbridge Implanta Registracijas Kartei un
pacienta mediciniskaja karte.

Paredzeta lietoSana

Savienotaji Vibroplasty Couplers ir lietojami kombinacija ar Vibrant Soundbridge, lai
uzlabotu savienojumu starp deveju FMT un vidusauss vibréjoso strukturu. Protézes
tipu izvelas, nemot vera atlikuSos dzirdes kaulinus, pec tam, kad vidusausi ir likvidéta
pamatslimiba.

+  Savienotajs Incus-Symphonix-Coupler un savienotajs Incus-LP-Coupler ir novietojami
uz laktinas gara izauguma.

+ Incus-SP-Coupler ir novietojams uz laktinas 1sa izauguma.

+  RW-Soft-Coupler ir novietojams uz vidusauss gliemeza loga membranas.

Indikacija
I:Ii] Informaciju par protézi Vibrating Ossicular Prosthesis (VORP) skatiet lietoSanas
instrukcija.

Kontrindikacija

I:Ii] Informaciju par protezi Vibrating Ossicular Prosthesis (VORP) skatiet lietoSanas
instrukcija.

lerices nedrikst izmantot:

+ ja kapslisa pamatne ir fikséta.

Savienotaju Incus-LP-Coupler un savienotaju Incus-SP-Coupler nedrikst izmantot:
« jalaktina ir trausla.
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Vispariga informacija par lietoSanu

Savienotaji Vibroplasty Couplers ir vidusauss protezes, kas izmantojamas tikai ar VORP,
lai arstetu konduktivu dzirdes zudumu, jauktu dzirdes zudumu un sensorineiralu dzirdes
zudumu.

Devéja FMT pievienosana savienotajam Coupler

Lai izmantotu deveju FMT, to vispirms pievieno savienotajam Coupler. Savienotaju
Coupler piegada ar turéSanas rami un turéetaju, kas tur savienotaju Coupler. Pievienojiet
deveju FMT savienotajam Coupler, kameér savienotajs Coupler joprojam ciesi turas
turéSanas rami un turétaja. Ta var veikt droSu un pareizu savienosanu.

Izmantojot Incus-Symphonix-Coupler, Incus-LP-Coupler un Incus-SP-Coupler, novietojiet
devéju FMT uz ligzdas un spiediet to uz leju ar kirurgisko pinceti, adatu vai tamlidzigu
instrumentu. Vaditaja saitei jabut pareizi ievietotai turésanas ramja rieva. To var
nodrosinat, ar pirkstu stumjot vaditaja saiti uz leju (skatit 2. attélu). levietojot vaditaja
saiti rieva, tiek nodrosinata atbilstosa deveja FMT novietoSana uz savienotaja Coupler un
pareiza vaditaja saites orientacija. Tas lldz minimumam samazina nevajadzigu vaditaja
saites saliekSanu implantésanas laika.

Attels 2: Deveja FMT ievietosana ligzda

Pec deveja FMT pievieno$anas savienotajam Coupler turétajs jaiznem no turéSanas
ramja un savienotaja Coupler, saspiezot abus turétaju rokturus (skatit 3.a attelu) un
noliecot turetaju turésanas ramja virziena (skatit 3.b attelu).

IEVERIBAL:
Pirms nonemat savienotaju Coupler kopa ar deveju FMT, nonemiet turetaju.
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Ar kirurgisko pinceti vai lidzigu instrumentu nonemiet savienotaju Coupler kopa ar
deveju FMT no tureSanas ramja. Paceliet savienotaju Coupler un FMT uz augsu (skatit 3.c
attelu). Nevelciet aiz vaditaja saites.

3.3 attéls: Abu rokturu saspiesana  3.b attéls: Turétsja nolieksana 3.c attels: Savienotaja Coupler
un deveja FMT nonemsana no
turéSanas ramja

Izmantojot savienotaju RW-Soft-Coupler, vispirms nonemiet turetaju virs savienotaja
RW-Soft-Coupler. Lai nonemtu turétaju, saspiediet abus turétaja rokturus (skatit 4.a
attélu) un nolieciet turetaju turésanas ramja virziena (skatit 4.a attélu).

4.a attels: Abu rokturu saspieSana  4.b attels: Turetaja noliekSana 4.c attéls: RW-Soft-Coupler
nostiprinats turésanas rami

Kamer turetajs RW-Soft-Coupler joprojam turas turésanas rami, novietojiet deveju FMT
uz savienotaja Coupler liposas pamatnes un nedaudz piespiediet (skatit 5. attelu). Ar So
metodi deveju FMT var viegli pievienot savienotajam RW-Soft-Coupler pareiza stavokli.
Ar mikroskopu parbaudiet deveja FMT novietojuma pareizibu uz savienotaja Coupler. Pec
savienotaja Coupler pievienoSanas ciesi saspiediet savienotaju Coupler ar deveju FMT, lai
iegltu droSu savienojumu. Ja pec pievienosanas savienotajs Coupler nav nocentréts, to
var parvietot, jo lipiga pamatne nesaciete.

IEVERIBAI:

Savienotajs RW-Soft-Coupler nedrikst saskarties ar kermena Skidrumiem pirms
deveja FMT pievienosanas.
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Ja devejs FMT nonak saskare ar kermena skidrumiem, pirms pievienosanas savienotajam
RW-Soft-Coupler tas ir janotira ar bezpluksnu salveti.

Liposa pamatne

Attéls 5: Devéja FMT novietoSana uz savienotaja RW-Soft-Coupler

Kad savienotajs Vibroplasty Coupler ir pievienots devejam FMT, deveju FMT var savienot
ar dazadam vidusauss strukturam, ka paskaidrots turpmakajas nodalas.

Incus-Symphonix-Coupler

Savienotaju Incus-Symphonix-Coupler (skatit 6. attélu) izmanto devéja FMT novietosanai
uz laktinas gara izauguma ar muguréjas timpanotomijas palidzibu. Uzspiediet
savienotaja Coupler skavu laktinas garajam izaugumam.

Ar piemérotam kirurgiskajam knaiblem (piemeram, MED-EL veidosanas knaiblém)
novietojiet Coupler skavu vajadzigaja stavokli. Izmantojot knaibles, jaievero ipasa
piesardziba.

Devejam FMT jabut pec iespejas tuvak kapslitim vai pat jasaskaras ar to. Ja
nepiecieSams, salieciet savienojuma stieniti, lai parvietotu devéju FMT tuvak kapslitim.
Savienojuma stieniti ir iespgjams saliekt pirms deveja FMT un savienotaja Coupler
izvietoSanas vidusausi.

Ir pieejami savienotaja Incus-Symphonix-Coupler kreisas un labas puses varianti.

Savienojuma stienitis

I\.._./

6. attéls: Savienotajs Incus-Symphonix-Coupler ievietots kreisaja ausi

35



LatvieSu valoda

Incus-LP-Coupler

Savienotaju Incus-LP-Coupler (skatit 7. attélu) izmanto deveja FMT novietosanai uz
laktinas gara izauguma ar mugurejas timpanotomijas palidzibu. Lai novietotu Incus-
LP-Coupler, uzspiediet savienotaja Coupler elastigo laktinas skavas strukturu laktinas
garajam izaugumam. SaspieSana nav nepieciesama.

Devéjam FMT jabut pec iespejas tuvak kapslitim vai pat jasaskaras ar to. Ja
nepiecieSams, salieciet savienojuma stieniti, lai parvietotu deveju FMT tuvak kapslitim.
Savienojuma stieniti ir iespgjams saliekt pirms deveja FMT un savienotaja Coupler
izvietosanas vidusausi.

Ir pieejami savienotaja Incus-LP-Coupler kreisas un labas puses varianti.

Savienojuma stienitis

7. attéls: Savienotajs Incus-LP-Coupler ievietots kreisaja ausi

Incus-SP-Coupler

Savienotaju Incus-SP-Coupler (skatit 8. attelu) izmanto, lai novietotu deveju FMT

uz laktinas 1sa izauguma ar attikoantrotomijas palidzibu. Lai novietotu savienotaju
Incus-SP-Coupler, uzspiediet savienotaja elastigo strukturu Coupler laktinas isajam
izaugumam. Savienotaja Coupler abas isas kajina janovieto uz laktinas isa izauguma,
bet abam garakajam kajinam jatur laktinas galvena dala (skatit 8. attélu). Savienotajam
Coupler jabut ciesi piestiprinatam laktinai.

8. attéls: Incus-SP-Coupler
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RW-Soft-Coupler

Savienotaju RW-Soft-Coupler (skatit 9. attélu) novieto uz deveja FMT, izmantojot lipoSo
pamatni. Tad savienotaju RW-Soft-Coupler kopa ar deveju FMT novieto uz vidusauss
gliemeZa loga membranas. Skrimsli novieto uz devéja FMT pretéjas puses, lai saglabatu
stavokli. Savienotajs Coupler nedrikst atdalities kirurgiskas operacijas laika. Izvietojot
savienotaju Coupler un devéju FMT vidusausi, ieverojiet piesardzibu, lai neiedurtu adatu
(vai citu lidzigu priekSmetu) starp savienotaju Coupler un deveju FMT.

9. attéls: RW-Soft-Coupler

IEVERIBAI:
Informaciju par kirurgiskas operacijas izpildes panemieniem skatiet protézes VORP
lietoSanas instrukcija.

Bridinajums

Jaievero bridinajumi, kas attiecas uz protezi VORP. Uzmanigi izlasiet protezes
VORP lietosanas instrukciju.

+  Savienotaji Vibroplasty Couplers tiek piegadati sterila veida un paredzeti
izmantosanai tikai vienam pacientam. Nelietot un nesterilizét atkartoti.

+  Savienotgji Vibroplasty Couplers ir |oti mazas mediciniskas ierices, un ar tam
jarikojas uzmanigi.

+ Neizmatojiet tas, ja sterilais iepakojums ir bojats vai "Izlietot [ldz" (deriguma)
termins ir beidzies.

+  Savienotajus Vibroplasty Couplers nedrikst modificét, un tie jaizmanto tikai
paredzetajam nolukam.
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Piesardzibas pasakumi

Jaievero piesardzibas pasakumi, kas attiecas uz protezi VORP. Uzmanigi izlasiet
protézes VORP lietoSanas instrukciju.

Visparejie piesardzibas pasakumi

+  Personas, kam ir zinama nepanesamiba pret savienotajos Vibroplasty Couplers
izmantotajiem materialiem, nedrikst sanemt savienotajus Vibroplasty Couplers.
Informaciju par savienotajos Vibroplasty Couplers izmantotajiem materialiem, ludzu,
skatiet nodala Tehniskie dati instrukcijas beigas.

+  Protézes VORP implantéSana kopa ar savienotaju Coupler ir sarezgita kirurgiska
iejaukdanas, un to drikst veikt tikai pieredzejusi un apmaciti kirurgi.

Piesardzibas pasakumi operacijas laika

+  Lai noverstu funkcionalus bojajumus, nav pielaujama nejausa savienotaja Coupler
saliekSana, iznemot to no iepakojuma.

+ Vienmer pievienojiet deveju FMT, savienotajam Coupler atrodoties turesanas rami,
jo tas garante savienotaja Coupler pareizu novietosanu uz devéja FMT un vaditaja
saites pareizu novietoSanu.

«  Arstgjot vidusauss struktaras jaievero vislielaka rapiba.

Piesardzibas pasakumi péc operacijas

+ Kad pacienta audio procesors ir uzstadits un pacients uztver skanas izkroplojumus
vai troksnus, tas var liecinat par protézes un/vai deveja FMT noslidésanu.

+ Laika gaita dzirdes uzlabojumu zudumu var izraisit nevélama audu augsana, kas var
ierobezot vibraciju parvadi uz auss gliemezi.

lespejamas nevelamas blakusparadibas

Vidusauss kirurgijas komplikacijas attiecas ari uz savienotajiem Vibroplasty Couplers.
Vidusauss operacija ietver manipulacijas ar trauslajiem dzirdes kauliniem un ieksejo
ausi paklauj operacijas traumu riskam. Nopietnas komplikacijas var paradities vai nu
operacijas laika, vai ari pec tas. Tas var izraisit neatgriezeniskus otologisko strukttru
bojajumus, izraisot nearstéjamu daléju vai pilnigu dzirdes zudumu. Ja iespéjams, $o
stavok|u korekcijai var but nepiecieSsamas turpmakas kirurgiskas proceduras.
lespejamas komplikacijas: sensorineirals kurlums, ko izraisijusi trauma operacijas laika;
granuloma; implanta parvietoSanas péc operacijas, ko izraisijusi retaudu attistisanas,
FMT translokacija péc operacijas, ko izraisijusi trauma vai apakséjais novietojums
operacijas laika; implanta ekstruzija; infekcija péc operacijas, tostarp vidusauss
iekaisums. Tapat pastav iespéja, ka ierice izraisis nozimigu atlikusas dzirdes zudumu.
Atbildigajam arstam janodrosina, ka pacients ir pilniba informets par iespéjamam
nevélamam implantésanas proceduras blakusparadibam.
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lepriek$S minétie papildu notikumi ir zinamas nevelamas blakusparadibas, kas saistitas
ar vidusauss operaciju. Turklat pacienti ar implantiem ir paklauti parastajam operacijas
un visparejas anestezijas riskam. Lielaka dala ausu operaciju var izraisit nejutigumu,
pietukumu vai diskomforta sajutu ap ausi, iespéjamu sejas parezi, lidzsvara vai garsas
traucgjumus vai kakla sapes. Ja tadas paradibas rodas, tas parasti ir parejosas un izzud
dazu nedélu laika péec operacijas.

Traucejumi, izmantojot kopa ar citu aprikojumu

+ Magneétiskas rezonanses attelveidosana (MRI - Magnetic Resonance Imaging):
VORP 503 lietosanas laika MR izmekléjums ir at|lauts slégtos MR skeneros pie 1,5
teslam. Janem vera turpmak noraditie nosacijumi:

MRA skenerim jadarbojas normala darbibas rezima; jaizvairas no "pirma limena
kontroles darbibas rezima" aktivizé3anas.

Galvas un kakla rajona nedrikst lietot vietejas parraidosas RF spoles. Vietéjo
uztvereju spolu lietoSana nav ierobezota.

Pirms ieieSanas MR attélveidoSanas telpa pacientam no galvas janonem

audio procesors. Skenésanas laika var rasties dzirdami traucéjumi. Pacientiem
janorada uz jebkuru iespéjamu diskomfortu, kas var rasties, un nepiecieSamibas
gadijuma pieprasit MR partrauksanu. Péc MR izmekléjuma pacients drikst uzlikt
audio procesoru vienigi tad, kad ir izgajis no MR attélveidosanas telpas.

MRA izmeklgjuma laika galva jatur taisni.

Attelos ap implantu bus redzams aptuveni 14cm liels artefakts.

MRI izmeklejums ar >1,5T sabojas implantatu, tade| nepielaujiet to.

Ja MR izmekléjums ir nepiecieSams pirms pirmas Vibrant Soundbridge
aktivizésanas reizes, janem véra drosibas pasakumi, lai nepielautu bruces
dzisanas komplikacijas, kas var rasties iespejamas implanta kustibas laika MR
izraisita speciga magnetiskaja lauka.

Ja jaizmeklée apaksejas ekstremitates, pacientu skeneri ieteicams (tacu ta nav
obligata prasiba) ievietot ar kajam pa prieksu.

+  VORP 502 nekada zina nav dross MR vide.



LatvieSu valoda

Citi jautajumi
Uzglabasana un transportesana

Savienotaji Vibroplasty Couplers jaglaba to sterilaja iepakojuma vésa un sausa vieta.
Transportésanas laika temperaturai jabut -20°C idz +60°C robeZas.

Utilizacija

Péc lietosanas vai péec sterila iepakojuma atvérsanas vai sabojasanas savienotaji
Vibroplasty Couplers jaizmet mediciniskajos atkritumos saskana ar federalajiem, pavalsts
vai vietgjiem noteikumiem. lepakojums jautilize saskana ar vietgjiem tiesibu aktiem.

Tehniskie dati

Materiali

+ Incus-Symphonix-Coupler: 1. markas titans (ASTM F67) un 5. markas titans ELI
(ASTM F136)

* Incus-LP-Coupler: 5. markas titans ELI (ASTM F136), 2. markas titans (ASTM F67)

+ Incus-SP-Coupler: 5. markas titans ELI (ASTM F136)

«  RW-Soft-Coupler: Implantu klases silikona gumija un gels

Izmeri
«  Skatit 1. attelu

Pazinojums par garantiju

Informaciju par musu garantijas noteikumiem skatiet pievienotaja Pazinojuma par
garantiju.

Simboli

C E CE zime, pirmoreiz pieskirta 2014. gada

0123

A Uzmanibu

D}] Skatit lietoSanas instrukciju
® Nelietot atkartoti

M Razotajs

&I Razosanas datums

Izlietot lidz

N

0



LatvieSu valoda

Kataloga numurs
Partijas kods
Sterilizets, izmantojot etilena oksidu

Temperaturas ierobezojums

—

Ludzu, palidziet mums uzlabot Sis lietoSanas instrukcijas kvalitati, sniedzot ieteikumus.
Lai sanemtu papildu informaciju par St uznemuma MED-EL izstradajuma izmantosanu vai
zinotu par problemam, ludzu, sazinieties ar:

MED-EL Elektromedizinische Gerate GmbH
Furstenweg 77a

6020 Innsbruck

Austrija

office@medel.com

www.medel.com

vai zvaniet +43 5 77 88

Vieteja biroja adresi skatiet pievienotaja Kontaktinformacijas lapa.

© 2014-2019 MED-EL Elektromedizinische Gerate GmbH. Revizija 6.0 (12/2019). Visas tiesibas saglabatas.
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Kasutusjuhised

Vibroplasty Couplers

Sissejuhatus

Kaesolev kasutusjuhend on mdeldud jargmistele Vibroplasty Couplers-itele.
+ Incus-Symphonix-Coupler
+ Incus-LP-Coupler

Incus-SP-Coupler

RW-Soft-Coupler

Lugege kdesolev kasutusjuhend tahelepanelikult ja taielikult I13bi, et oskaksite
Vibroplasty Couplers-eid kasutada. Palun votke mistahes lisakiisimuste korral julgelt

Uhendust oma MED-EL-i esindajaga.

Vit stisteemi Vibrant Soundbridge (VSB) osa Vibrating Ossicular Prosthesis (VORP)
kasutusjuhendit.

TEATIS:
Koik illustratsioonid on ainult naitlikud.
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Vibroplasty Couplers - Ulevaade

Koik moodud on toodud millimeetrites (mm).

Incus-Symphonix-Coupler

Incus-LP-Coupler
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Incus-SP-Coupler

27

RW-Soft-Coupler - 2x

®115

Joonis 1: Vibroplasty Couplers - llevaade
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Seadme kirjeldus

Vibroplasty Couplers-id on keskkorvaproteesid, mis on moeldud kasutamiseks ainult
VORP-iga. Neid loetakse slisteemi Vibrant Soundbridge osadeks.

Sensorineuraalse kuulmisnorkuse jaoks moeldud Coupler-ite ttlibid on jargmised:
+ Incus-Symphonix-Coupler - vasaku ja parema korva versioonid

» Incus-LP-Coupler - vasaku ja parema korva versioonid

+ Incus-SP-Coupler - Uiks versioon

Konduktiivse ja kombineeritud kuulmisnorkuse jaoks moeldud Coupler on jargmine:
+ RW-Soft-Coupler - (ks versioon

TEATIS:

Vibroplasty Couplers-ite pakendid sisaldavad iseliimuvaid silte. Need sildid tuleks
kleepida Vibrant Soundbridge Implantaadi Registreerimiskaardile ja patsiendi
toimikusse.

Kasutusotstarve

Vibroplasty Couplers-id on moeldud kasutamiseks koos Vibrant Soundbridge-iga,

et voimaldada FMT ja keskkorva vibreeriva struktuuri sidestamist. Proteesi tlup
valitakse vastavalt sellele kui palju kuulmisluudest on alles jaanud parast korva ravimist
pohihaigusest.

+ Incus-Symphonix-Coupler ja Incus-LP-Coupler on moeldud implanteerimiseks alasi
pikale osale.

+ Incus-SP-Coupler on moeldud implanteerimiseks alasi lthikesele osale.

+  RW-Soft-Coupler on moeldud implanteerimiseks ovaalse akna membraanile.

Naidustus
Vit vibreeriva kuulmeluuproteesi (ingl Vibrating Ossicular Prosthesis - VORP)
kasutusjuhendit.

Vastunaidustus
Vit vibreeriva kuulmeluuproteesi (ingl Vibrating Ossicular Prosthesis - VORP)

kasutusjuhendit.

Seadet ei tohi kasutada:
«  kui jalus on fikseeritud.

Incus-LP-Coupler-it ja Incus-SP-Coupler-it ei tohi kasutada:
«  kui alasi on orn.
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Uldteave kasutamise kohta

Vibroplasty Couplers-id on keskkorva proteesid, mis on moeldud kasutamiseks
ainult koos VORP-iga, et ravida kombineeritud, konduktiivset voi sensorineuraalset
kuulmisndrkust.

FMT kinnitamine Coupler-i kiilge

Kasutamiseks kinnitatakse FMT esmalt Coupler-i kiilge. Coupler tarnitakse koos
hoiuraami ja fiksaatoriga, mis hoiab Coupler-it paigal. Kinnitage FMT Coupler-i kiilge
(Coupler peab olema endiselt hoiuraami ja fiksaatoriga kinnitatud). See tagab ohutu ja
Oige kinnituse.

Incus-Symphonix-Coupler-i, Incus-LP-Coupler-i ja Incus-SP-Coupler-i puhul asetage FMT
raami ja vajutage seda kirurgiliste pintsettide, noela voi sarnase vahendiga. Veenduge, et
juhtiv I0li on Gigesti hoiuraamis olevasse soonde asetatud. Selleks vajutage juhtivat Iili
sormega (vt jn 2). Juhtiva lUli soonde asetamine tagab FMT oige paigutamise Coupler-ile
ja juhtiva IUli 6ige suuna. See minimeerib juhtiva llli tarbetut paindumist implanteerimise
ajal.

Joonis 2: FMT sisestamine raami

Kui olete FMT Coupler-i kiilge kinnitanud, tuleb fiksaator hoiuraami ja Coupler-i kiljest
eemaldada vajutades selle kaks kdepidet kokku (vt jn 3a) ning kallutades fiksaatorit
hoiuraami suunas (vt jn 3b).

TEATIS:
Eemaldage fiksaator enne Coupler-i ja FMT eemaldamist.
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Kasutage kirurgilisi pintsette vms vahendit, et Coupler ja FMT hoiuraamist eemaldada.
Tostke Coupler-it ja FMT-d iilespoole (vt jn 3c). Arge tdmmake juhtivast Iilist.

Joonis 3a: Kahe kaepideme Joonis 3b: Fiksaatori kallutamine Joonis 3c: Coupler-i ja FMT
kokkusurumine eemaldamine hoiuraamist

RW-Soft-Coupler-i kasutamisel eemaldage esmalt fiksaator RW-Soft-Coupler-i kohalt.
Fiksaatori eemaldamiseks vajutage selle kaht kaepidet kokku (vt jn 4a) ja kallutage
fiksaatorit hoiuraami suunas (vt jn 4b).

Joonis 4a: Kahe kaepideme Joonis 4b: Fiksaatori kallutamine Joonis 4c: RW-Soft-Coupler
kokkusurumine kinnitatud hoiuraami

Samal ajal, kui RW-Soft-Coupler on endiselt hoiuraamis, vajutage FMT ornalt Coupler-i
limpadjale (vt jn 5). Sel viisil saab FMT holpsasti RW-Soft-Coupler-ile digesse asendisse
kinnitada. Kasutage mikroskoopi ja veenduge, et FMT paigutus Coupler-il on sobiv. Kui
olete Coupler-i kinnitanud, vajutage Coupler ja FMT tugevalt kokku, et need omavahel
Uhendada. Kui Coupler pole tsentreeritud, saab seda liigutada, sest limpadi ei kovene.

TEATIS:
Veenduge, et RW-Soft-Coupler ei puutu kokku kehavedelikega enne FMT kinnitamist.
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Kui FMT peaks puutuma kokku kehavedelikega, saab seda puhastada ebemevaba lapiga

enne RW-Soft-Coupler-i kiilge kinnitamist.

Liimpadi

Joonis 5: FMT asetamine RW-Soft-Coupler-ile

Kui Vibroplasty Couplers on FMT kiilge kinnitatud, saab FMT Uhendada erinevate
keskkorva struktuuridega, nagu on kirjeldatud jargnevates jaotistes.

Incus-Symphonix-Coupler
Incus-Symphonix-Coupler-it (vt jn 6) kasutatakse FMT implanteerimiseks alasi pikale

osale, kasutades posterioorset timpanotoomiat. Pitsitage Coupler-i klamber alasi pikale

osale.

Kasutada tuleks sobivaid tange (nt MED-EL vormimistangid), et vormida Coupler-i
klamber sobivasse asendisse. Tangide kasutamisel tuleb olla aarmiselt ettevaatlik.
Veenduge, et FMT on jalusele voimalikult Idhedale (voi isegi puudutab seda). Vajadusel
painutage iihendusvarrast, et tuua FMT jalusele Iahemale. Uhendusvarrast on vdimalik
painutada enne FMT ja Coupler-i keskkorva implanteerimist.
Incus-Symphonix-Coupler-ist on saadaval vasaku ja parema korva versioonid.

- Uhendusvarras

Joonis 6: Incus-Symphonix-Coupler implanteeritud vasakusse korva
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Incus-LP-Coupler

Incus-LP-Coupler-it (vt jn 7) kasutatakse samuti FMT implanteerimiseks alasi pikale
osale, kasutades posterioorset timpanotoomiat. Incus-LP-Coupler implanteerimiseks
kinnitage Coupler-i painduv klamber alasi pikale osale. Pitsitamine pole vajalik.
Veenduge, et FMT on jalusele voimalikult Iahedale (voi isegi puudutab seda). Vajadusel
painutage iihendusvarrast, et tuua FMT jalusele Idhemale. Uhendusvarrast on vdimalik
painutada enne FMT ja Coupler-i keskkorva implanteerimist.

Incus-LP-Coupler-ist on saadaval vasaku ja parema korva versioonid.

Uhendusvarras

(o=

Joonis 7: Incus-LP-Coupler implanteeritud vasakusse korva

Incus-SP-Coupler

Incus-SP-Coupler (vt jn 8) kasutatakse FMT implanteerimiseks alasi lihikesele osale,
kasutades attiko-antrotoomiat. Incus-SP-Coupler implanteerimiseks kinnitage Coupler-i
painduv osa alasi luhikesele osale. Coupler-i kaks lihemat jalga tuleb asetada alasi
pikale osale, kaks pikemat jalga jadvad Uimber alasi keskosa (vt jn 8). Coupler tuleb
kindlalt alasi kilge fikseerida.

Joonis 8: Incus-SP-Coupler
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RW-Soft-Coupler

RW-Soft-Coupler (vt jn 9) kinnitatakse FMT kulge liimpadja abil. RW-Soft-Coupler
paigutatakse seejarel koos FMT-ga ovaalse akna membraanile. Kohr paigutatakse asendi
hoidmiseks FMT vastaskuiljele. Veenduge, et Coupler ei tule kirurgia ajal lahti. Coupler

ja FMT keskkorva paigutamisel olge ettevaatlik, et valtida ndela (vms vahendi) surumist
Coupler-i ja FMT vahele.

Joonis 9: RW-Soft-Coupler

TEATIS:
Lisateavet kirurgiliste meetodite kohta vt VORP-i kasutusjuhendist.

Hoiatused

Kehtivad VORP-iga seotud hoiatused. Lugege VORP-i kasutusjuhend
tahelepanelikult labi.

+  Vibroplasty Couplers-id tarnitakse steriilsetena ja need on moéeldud kasutamiseks
ainult (ihel patsiendil. Arge kasutage korduvalt ega steriliseerige uuesti.

+  Vibroplasty Couplers-id on vaga vaiksed meditsiiniseadmed ja neid tuleks kasitseda
aarmiselt ettevaatlikult.

- Arge kasutage, kui steriilne pakend on kahjustunud voi ,.kaIblik kuni" kuupiev
(aegumiskuupdev) on Iabi saanud.

+  Vibroplasty Couplers-eid ei tohi muuta ja neid voib kasutada ainult sihtotstarbeliselt.
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Ettevaatusabinoud

I:I:i:l Kehtivad VORP-iga seotud ettevaatusabinéud. Lugege VORP-i kasutusjuhend
tahelepanelikult labi.

Uldised ettevaatusabindud

+ Isikutele, kes ei talu Vibroplasty Couplers-ites kasutatud materjale, ei tohiks thtki
Vibroplasty Couplers-it implanteerida. Lisateavet Vibroplasty Couplers-ite materjalide
kohta vt kaesoleva kasutusjuhendi 16pus olevast jaotisest Tehnilised andmed.

+  VORP-i ja mis tahes Coupler-i implanteerimine on keeruline kirurgiline protseduur,
mida peaks teostama ainult kogenud ja asjakohase valjadppega kirurgid.

Operatsiooniaegsed ettevaatusabinoud

+  Coupler-i toimimise kahjustamise valtimiseks tuleb valtida selle painutamist
pakendist eemaldamise ajal.

+  Kinnitage FMT alati Coupler-ile, kui see on hoiuraamis, sest see tagab Coupler-i dige
paigutuse FMT ja juhtiva lli suhtes.

+  Keskkorva struktuuridega tuleb olla aarmiselt ettevaatlik.

Operatsioonijargsed ettevaatusabinoud

+  Kui patsient kuuleb audioprotsessorit kasutades miira voi moonutusi, voib see
viidata proteesi ja/voi FMT nihkumisele.

+  Kuuldesusteemi toimimise halvenemine aja jooksul voib olla pohjustatud
soovimatust koekasvust, mis voib piirata voi takistada vibratsioonide juhtimist
sisekorva.

Voimalikud korvalnahud

Tavalised keskkorvaoperatsioonidega seotud komplikatsioonid voivad ilmneda ka
Vibroplasty Couplers-ite puhul.

Keskkorvaoperatsioon nouab habraste kuulmeluukestega manipuleerimist ning
pohjustab lisaks sisekorva kirurgilise trauma ohtu. Operatsiooni kaigus voi selle
jarel voib tekkida raskeid komplikatsioone, mis voivad tuua kaasa parandamatuid
otoloogiliste struktuuride kahjustusi, pohjustades poordumatuid osalisi voi taielikke
kuulmiskahjustusi. Nende probleemide parandamine voib nduda uusi kirurgilisi
protseduure - kui see lldse voimalikuks osutub.

Tekkida voivad komplikatsioonid: operatsiooniaegsest traumast pohjustatud
sensorineuraalne kuulmiskahjustus; granuloom; implantaadi operatsioonijargne
nihkumine armkoe tekkimise tagajarjel; pearinglus; FMT operatsioonijargne nihkumine
trauma voi ebapiisava operatiivse kinnituse tottu; implantaadi ekstrusioon; aga ka
operatsioonijargne infektsioon, sh keskkorvapdletik. Seade voib pohjustada ka
jaakkuulmise olulist kadu.
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Vastutav arst peaks olema kindel, et patsient on taielikult teadlik siirdamisprotseduuri
voimalikest soovimatuist korvalmojudest.

Eeltoodud lisatoimed on keskkdrva kirurgia tuntud voimalikud korvaltoimed. Lisaks
voivad patsiente, kellele implantaat paigaldatakse, mojutada tavalised operatsiooni ning
Uldnarkoosiga seotud ohud. Suuremate korvaoperatsioonidega voib kaasneda korva
Umbruse tuimus, paistetus voi ebamugavustunne, voimalik naonarvi parees, tasakaalu-
vOi maitsmismeele haired voi kaelavalu. Need on aga tavaliselt mooduvad ning kaovad
paari nadala jooksul parast operatsiooni.

Haired kasutamisel koos teiste seadmetega

+ Magnetresonantstomograafia (MRT): MRT-uuringud on implantaadiga VORP 503
lubatud ainult 1,5 teslase (T) kinnise MRI-skanneritega. Tuleb arvestada jargmiste
tingimustega.

- MRT-skanner peab to6tama tavalises tooreziimis ,,Normal Operating Mode";
valtida tuleb esimese taseme tooreZiimi ,First Level Controlled Operating Mode".

- Pea ja kaela piirkonnas ei tohi kasutada kohaliku edastusega raadiosageduslikku
poole. Kohaliku vastuvotuga poolidele ei ole piiranguid.

- Enne MRT-ruumi sisenemist peab patsientide peadelt eemaldama
heliprotsessori. Skaneerimise ajal voib ette tulla akustilisi haireid. Patsientidel
soovitatakse marku anda mistahes ebamugavusest ning vajadusel paluda
MRT-skaneerimise I0petamist. Parast MRT-uuringut panevad patsiendid
heliprotsessori uuest pahe parast MRI-ruumist lahkumist.

- MRT-uuringu ajal peab pea olema otse.

- Piltidel on implantaadi tmber alati umbes 14cm artefakt.

- > 1,5T MRT-uuring kahjustab implantaati ja seda tuleb valtida.

- Kui MRT-uuringut on tarvis enne Vibrant Soundbridge'i esimest aktiveerimist,
tuleb arvesse votta ohutusmeetmeid, et valtida komplikatsioone haava
paranemisel, mis vdivad tingitud olla implantaadi voimalikust liikumisest tugeva
MR-valja tottu.

- Kui uurida tuleb alajasemeid, soovitatakse patsient lasta skannerisse jalad ees
(ei ole noutav).

» VORP 502 on igasugusteks MRT-uuringuteks sobimatu (MR Unsafe).
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Mitmesugust

Ladustamine ja transportimine
Vibroplasty Couplers-eid tuleks hoida steriilses pakendis ning jahedas ja kuivas kohas.
Transportimisel peaks temperatuur jaama vahemikku -20...+60°C.

Korvaldamine

Parast kasutamist voi juhul, kui steriilne pakend on avatud voi kahjustunud, tuleb
Vibroplasty Couplers-id korvaldada meditsiiniliste jaatmetena ning kooskolas
foderaalsete, riiklike ja kohalike eeskirjadega. Pakend tuleb korvaldada kooskolas
kohalike digusaktidega.

Tehnilised andmed

Materjalid

+ Incus-Symphonix-Coupler: klassi 1 titaan (ASTM F67) ja 5 ELI klassi titaan (ASTM
F136)

+ Incus-LP-Coupler: klassi 5 ELI titaan (ASTM F136), klassi 2 titaan (ASTM F67)

+ Incus-SP-Coupler: klassi 5 ELI titaan (ASTM F136)

+  RW-Soft-Coupler: implantaadiklassi silikoonkumm ja -geel

Mootmed
+  Vtjoonis 1

Garantiideklaratsioon
Vaadake meie garantiitingimusi kaasapandud garantiideklaratsioonist.

Sumbolid
C E CE-margis, esimest korda kasutatud 2014
0123
A Ettevaatust
Lugeda kasutusjuhiseid
Mitte korduvalt kasutada

Tootmise kuupaev

[13]
@
M Tootja
]



Eesti keel

Kolblik kuni
Katalooginumber
Partii kood

Steriliseeritud ettileenoksiidiga

STERILE

Temperatuuripiirang

il RE R

Kui teil on mis tahes soovitusi, edastage need meile, et saaksime kdesoleva
kasutusjuhendi kvaliteeti parandada. Kui soovite lisateavet kaesoleva MED-EL-i toote
kohta voi soovite teatada mis tahes probleemist, votke Gihendust jargmisel aadressil.

MED-EL Elektromedizinische Gerate GmbH
Furstenweg 77a

6020 Innsbruck

Austria

office@medel.com

www.medel.com

vOi helistage +43 5 77 88

Tutvuge manusena lisatud kohaliku blroo kontaktvormiga.

© 2014-2019 MED-EL Elektromedizinische Gerate GmbH. Versioon 6.0 (12/2019). Kdik digused on kaitstud.
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Instructiuni de utilizare
Vibroplasty Couplers

Introducere

Aceste instructiuni de utilizare va ofera informatii pentru urmatoarele proteze
Vibroplasty Couplers:

+ Incus-Symphonix-Coupler

+ Incus-LP-Coupler

+ Incus-SP-Coupler

+  RW-Soft-Coupler

Va rugdm sa cititi aceste instructiuni cu atentie si in totalitate, pentru a va familiariza
cu utilizarea Vibroplasty Couplers. Va rugam sa nu ezitati sa contactati reprezentanta

MED-EL locald pentru orice intrebari suplimentare pe care le-ati putea avea.

Consultati instructiunile de utilizare pentru Vibrating Ossicular Prosthesis (VORP)
din cadrul sistemului Vibrant Soundbridge.

OBSERVATIE:
Toate ilustratiile au scop strict reprezentativ.
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Vibroplasty Couplers - Prezentare

Toate dimensiunile specificate sunt prezentate in milimetri (mm).

Incus-Symphonix-Coupler

Incus-LP-Coupler
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Incus-SP-Coupler

27

RW-Soft-Coupler - 2x

®115

Figura 1: Vibroplasty Couplers — Prezentare
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Descrierea dispozitivului

Protezele Vibroplasty Couplers sunt proteze pentru urechea medie concepute pentru a fi
utilizate exclusiv cu VORP. Acestea fac parte din Sistemul Vibrant Soundbridge.

Tipurile de proteze Coupler pentru pierderea senzorineurala a auzului sunt:
+ Incus-Symphonix-Coupler - versiunile pentru stanga si dreapta

+ Incus-LP-Coupler - versiunile pentru stanga si dreapta

+ Incus-SP-Coupler - o singura versiune

Tipul de proteze Coupler pentru pierderea auzului de natura conductiva si mixta este:
+  RW-Soft-Coupler - o singura versiune

OBSERVATIE:

Ambalajul contine etichete detasabile Vibroplasty Couplers. Aceste etichete sunt
destinate atasérii pe Fisa de Tnregistrare a Implantului Vibrant Soundbridge si in fisa
medicala a pacientului.

Scopul utilizarii

Vibroplasty Couplers sunt concepute pentru a fi utilizate impreund cu Vibrant
Soundbridge pentru a ajuta la formarea legaturii dintre FMT si o structura vibranta
a urechii medii. Tipul protezei este ales in functie de resturile osisoarelor dupa
indepartarea afectiunii primare din urechea medie.

+  Incus-Symphonix-Coupler si Incus-LP-Coupler sunt concepute pentru a fi amplasate
pe ramura inferioara verticala a nicovalei.

+ Incus-SP-Coupler este conceput pentru a fi amplasat pe ramura superioara verticala
a nicovalei.

+  RW-Soft-Coupler este conceput pentru a fi amplasat pe membrana ferestrei rotunde
(cohleara).

Indicatie
E_T_i] Consultati instructiunile de utilizare pentru Vibrating Ossicular Prosthesis
(proteza osiculard vibratorie - VORP).

Contraindicatii

[E] Consultati instructiunile de utilizare pentru Vibrating Ossicular Prosthesis
(proteza osiculard vibratorie - VORP).

Dispozitivele nu se vor utiliza:

+ n cazul unei baze fixe a scaritei
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Incus-LP-Coupler si Incus-SP-Coupler nu se vor utiliza:
+ 1n cazul unei nicovale fragile.

Informatii generale de utilizare

Protezele Vibroplasty Couplers sunt proteze ale urechii medii care sunt concepute
pentru a fi utilizate exclusiv impreuna cu VORP pentru tratamentul pierderilor de auz
conductive, mixte si senzorineurale.

Fixarea FMT pe proteza Coupler

Pentru utilizare, FMT este mai intai fixat pe proteza Coupler. Proteza Coupler este livrata
cu un cadru de sustinere si cu un dispozitiv de retentie care mentine proteza Coupler.
Fixati FMT pe Coupler in timp ce proteza Coupler este in continuare fixata pe cadrul de
sustinere si pe dispozitivul de retentie. Aceasta asigurd un racord sigur si corect.

Pentru Incus-Symphonix-Coupler, Incus-LP-Coupler si Incus-SP-Coupler, puneti FMT pe
cusca si apasati cu pensa chirurgicald, un ac sau cu un instrument similar. Asigurati-

va ca legatura conductorului este amplasatd corect pe canelura cadrului de sustinere.
Acest lucru poate fi obtinut prin impingerea in jos cu degetul a legdturii conductorului (a
se vedea Figurd 2). Introducerea legdturii conductorului in canelura asigurd pozitionarea
corecta a FMT pe Coupler si orientarea corectd a legaturii conductorului. Aceasta
minimizeaza indoirea nedorita a legdturii conductorului in timpul implantarii.

Figura 2: Introducerea FMT in cusca

Dupa fixarea FMT pe proteza Coupler, dispozitivul de retentie trebuie scos din cadrul de
sustinere si din proteza Coupler prin strangerea simultana a celor doud manere ale sale
(a se vedea Figura 3a) si prin inclinarea dispozitivului de retentie pe directia cadrului de
sustinere (a se vedea Figura 3b).

OBSERVATIE:
Scoateti dispozitivul de retinere Thainte de a scoate proteza Coupler cu FMT.
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Folositi pensa chirurgicala sau alte instrumente similare pentru a scoate proteza Coupler
cu FMT din cadrul de sustinere. Ridicati proteza Coupler cu FMT in sus (a se vedea
Figura 3c). Nu trageti de legdtura conductorului.

Figurd 3a: Strangerea simultand @ Figurd 3b: Inclinarea dispozitivului  Figurd 3c: Indep&rtarea protezei
celor doud manere de retentie Coupler cu FMT din cadrul de
sustinere

Atunci cand utilizati RW-Soft-Coupler, scoateti mai intai dispozitivul de retentie de
deasupra RW-Soft-Coupler: Pentru a scoate dispozitivul de retentie, strangeti simultan
ambele manere ale dispozitivului (a se vedea Figurd 4a) si inclinati dispozitivul de
retentie in directia cadrului de sustinere (a se vedea Figura 4b).

Figurd 4a: Strangerea simultand a  Figurd 4b: Inclinarea dispozitivului  Figurd 4c: RW-Soft-Coupler fixat de
celor doud manere de retentie cadrul de sustinere

in timp ce RW-Soft-Coupler este in continuare fixat pe cadrul de sustinere, puneti FMT
pe perna adeziva a protezei Coupler si apasati usor (a se vedea Figurd 5). Prin utilizarea
acestei metode, FMT se conecteaza usor cu RW-Soft-Coupler in pozitia corectd. Folositi
un microscop pentru a verifica pozitionarea corecta a FMT pe proteza Coupler. Dupa
fixarea protezei Coupler, apasati simultan pe Coupler si FMT pentru a va asigura de
conectarea sigurd. Daca proteza Coupler nu este fixata pe centru, riscati sa o miscati
din nou deoarece perna adeziva nu se intdreste.

OBSERVATIE:

Asigurati-va ca proteza RW-Soft-Coupler nu intrd in contact cu lichide corporale
Tnainte de fixarea FMT.

62



Romana

Daca FMT intrd Tn contact cu lichide corporale, acesta va fi curatat cu un material textil
fara scame Tnainte de fixarea pe RW-Soft-Coupler.

Pernd adezivd

Figura 5: Amplasarea FMT pe RW-Soft-Coupler

Dupa fixarea protezei Vibroplasty Coupler pe FMT, FMT poate fi conectat de diverse
structuri ale urechii medii, conform explicatiilor din sectiunile urmatoare.

Incus-Symphonix-Coupler

Proteza Incus-Symphonix-Coupler (a se vedea Figurd 6) este folosita pentru a amplasa
FMT pe ramura inferioara verticala a nicovalei prin timpanotomie posterioara. Strangeti
clema protezei Coupler pe ramura inferioara verticala a nicovalei.

Trebuie utilizat un forceps adecvat (de ex. Forcepsurile de formare MED-EL) pentru

a fixa clema protezei Coupler in pozitie. Trebuie avutd o grijd deosebitd la utilizarea
forcepsului.

Asigurati-va ca FMT este cat mai aproape posibil sau chiar atinge scdrita. Dacd este
necesar, indoiti tija de conectare pentru a aduce FMT mai aproape de scdritd. Este
posibild Tndoirea tijei de conectare Tnainte de pozitionarea FMT cu Coupler in urechea
medie.

Sunt disponibile versiuni ale protezei Incus-Symphonix-Coupler pentru stanga si
dreapta.

Tija de conectare

I\._./"..

Figura 6: Incus-Symphonix-Coupler amplasat in urechea stanga
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Incus-LP-Coupler

Proteza Incus-LP-Coupler (a se vedea Figura 7) este folosita si pentru a amplasa FMT pe
ramura inferioard verticald a nicovalei prin timpanotomie posterioara. Pentru a amplasa
proteza Incus-LP-Coupler, prindeti structura de cleme flexibile pentru nicovald a protezei
Coupler pe ramura inferioara verticald a nicovalei. Strangerea nu este necesara.
Asigurati-va ca FMT este cat mai aproape posibil sau chiar atinge scdrita. Dacd este
necesar, indoiti tija de conectare pentru a aduce FMT mai aproape de scdritd. Este
posibild Tndoirea tijei de conectare Tnainte de pozitionarea FMT cu Coupler in urechea
medie.

Sunt disponibile versiuni ale protezei Incus-LP-Coupler pentru stanga si dreapta.

U Tija de conectare

Figura 7: Incus-LP-Coupler amplasat in urechea stangd

Incus-SP-Coupler

Proteza Incus-SP-Coupler (a se vedea Figura 8) este folositd pentru a amplasa FMT

pe ramura superioara verticald a nicovalei prin intermediul anticoantrotomiei. Pentru

a amplasa proteza Incus-SP-Coupler, prindeti structura flexibild a protezei Coupler pe
ramura superioara verticala a nicovalei. Cele doud picioare mai scurte ale protezei
Coupler vor fi plasate pe ramura superioara verticala a nicovalei, cele doud picioare mai
lungi vor sustine corpul nicovalei (a se vedea Figurd 8). Proteza Coupler trebuie fixatd
ferm pe nicovala.

Figura 8: Incus-SP-Coupler
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RW-Soft-Coupler

Proteza RW-Soft-Coupler (a se vedea Figura 9) este amplasata pe FMT prin folosirea
unei perne adezive. Proteza RW-Soft-Coupler impreuna cu FMT este dupd aceea
pozitionata pe membrana ferestrei rotunde. Cartilajul este amplasat pe latura opusa a
FMT pentru a fixa pozitia. Asigurati-va cd proteza Coupler nu iese in timpul interventiei
chirurgicale. La pozitionarea protezei Coupler si FMT in urechea medie, procedati cu
atentie pentru a nu Tnfige un ac (sau alt obiect ascutit) intre Coupler si FMT.

Figura 9: RW-Soft-Coupler

OBSERVATIE:
Pentru informatii privind tehnicile chirurgicale, consultati instructiunile de utilizare
ale VORP.

Avertizari

Se aplica avertizarile de la VORP. Cititi cu atentie instructiunile de utilizare
furnizate pentru VORP.

«  Protezele Vibroplasty Couplers sunt livrate sterile si se vor utiliza doar la un singur
pacient. A nu se reutiliza sau resteriliza.

+  Protezele Vibroplasty Couplers sunt dispozitive medicale foarte mici si trebuie
manipulate cu multd atentie.

+ A nu se utiliza daca pachetul steril este deteriorat sau termenul de valabilitate (data
expirdrii) a fost depdsit.

+  Protezele Vibroplasty Couplers nu trebuie modificate si trebuie utilizate numai in
conformitate cu scopul prevdzut.
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Precautii

Se aplica avertizarile de la VORP. Cititi cu atentie instructiunile de utilizare
furnizate pentru VORP.

Masuri generale de precautie

- 1n cazul persoanelor care nu tolereaza materialele folosite la realizarea protezelor
Vibroplasty Couplers nu se vor folosi protezele Vibroplasty Couplers. Consultati
sectiunea Date tehnice de la finalul acestor instructiuni de utilizare pentru a afla
materialele folosite la realizarea protezelor Vibroplasty Couplers.

+ Implantarea VORP impreund cu orice protezd Coupler este o interventie chirurgicald
sofisticatad si trebuie realizata doar de medici chirurgi experimentati si instruiti.

Masuri de precautie intraoperative

- indoirea accidentald a Coupler in timpul scoaterii acestuia din ambalaj trebuie
evitatd pentru a preveni functionarea defectuoasa.

«  Fixati Intotdeauna FMT pe proteza Coupler in cadrul de sustinere deoarece,
astfel, se asigura pozitionarea corecta a protezei Coupler pe FMT si a legaturii
conductorului.

+  Structurile urechii medii trebuie tratate cu maximad atentie.

Masuri de precautie postoperatorii

+ Daca se monteaza procesorul audio la un pacient si acesta percepe distorsiuni sau
zgomot, aceasta poate fi o indicatie de alunecare a protezei si/sau FMT.

+ O pierdere de performantd in timp poate fi rezultatul unei cresteri nedorite de tesut
care limiteaza sau impiedica propagarea vibratiilor in cohlee.

Efecte adverse posibile

Complicatiile de la operatiile chirurgicale la urechea medie se aplica si pentru protezele
Vibroplasty Couplers.

Interventia chirurgicald asupra urechii medii implicd manipularea oscioarelor fragile

si expunerea urechii interne riscului de traumatism chirurgical. Pot aparea complicatii
grave, fie in timpul sau dupa interventia chirurgicald, care pot genera lezarea
iremediabila a structurilor otologice, producand astfel pierderi de auz partiale sau totale
ireversibile. Pot fi necesare proceduri chirurgicale ulterioare pentru remedierea acestor
situatii, daca este posibil.

Complicatiile care pot apdrea includ: surditate neurosenzoriald cauzatd de
traumatismele survenite in timpul interventiei chirurgicale; granuloame; dislocarea
postchirurgicald a implantului din cauza dezvoltarii de tesut cicatriceal; vertij;
translocarea postchirurgicald a FMT-ului din cauza traumatismelor sau pozitiondrii
chirurgicale defectuoase; extruziunea implantului; si infectia postchirurgicald, incluzand
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otita medie. De asemenea, exista posibilitatea ca dispozitivul sa genereze o pierdere
semnificativa a auzului rezidual.

Medicul responsabil trebuie sa se asigure ca pacientul este informat complet cu privire
la posibilele efecte adverse ale procedurii de implantare.

Evenimentele secundare mentionate mai sus se cunosc a fi efecte adverse posibile,
asociate cu interventia chirurgicald la nivelul urechii medii. in plus, pentru pacientii la
care se practicd implantarea exista toate acele riscuri obisnuite, care trebuie luate in
considerare in cadrul operatiilor si al anesteziei generale. Interventia chirurgicald majord
la nivelul urechii poate fi urmata de senzatie de amortire, tumefactie sau dureri in jurul
urechii, posibila paralizie a fetei, afectarea echilibrului sau a simtului gustativ, sau dureri
de ceafd. Aceste stari sunt, in mod obisnuit, trecdtoare, si dispar la cateva saptamani
dupa operatie.

Interferenta cu alte echipamente

+ Imagistica prin rezonanta magnetica (IRM): Examinarea IRM cu VORP 503 este
admisibila numai in scanerele IRM cu configuratie inchisa, de 1,5 Tesla (T). Trebuie
luate in considerare urmatoarele conditii:

- Scanerul IRM trebuie sa fie limitat la ,Normal Operating Mode" (Modul de
operare normal); trebuie evitat ,First Level Operating Mode" (Modul de operare
de nivelul 1).

- Bobinele transmitatoare care folosesc frecvente radio locale nu trebuie utilizate
n regiunea capului si gatului. Utilizarea bobinelor receptoare locale nu este
restrictionata.

- nainte ca pacientul s& intre intr-o inc&pere de IRM, procesorul audio trebuie
scos de pe cap. Se poate produce interferenta acustica in timpul scanarii.

Pot apdrea interferente sonore in timpul examindrii. Pacientii trebuie sfatuiti

sa indice orice posibil disconfort care poate aparea si sa solicite intreruperea
procedurii IRM daca este necesar. Dupa examinarea IRM, pacientul isi va pune
procesorul audio la loc numai dupa iesirea din incdperea de IRM.

- Tn timpul examinarii IRM este necesard orientarea capului in linie dreapta.

- Pe imagini va fi prezent un artefact de aproximativ 14cm in jurul implantului.

- Examinarea IRM cu > 1,5T va deteriora implantul si, prin urmare, trebuie evitata.

- Daca este necesara o examinare IRM inainte de prima activare a Vibrant
Soundbridge, trebuie luate in considerare masuri de sigurantd pentru prevenirea
complicatiilor de vindecare a plagii determinate de posibila miscare a implantului
in cadmpul de RM puternic.

- Atunci cand urmeaza a fi examinate extremitatile inferioare, se recomanda, fara
a fi necesar, ca membrele inferioare ale pacientului sd fie pozifionate mai intai
n scaner.

+  VORP 502 este nesigur in mediul IRM in toate conditiile.
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Diverse

Depozitarea si transportul

Protezele Vibroplasty Couplers trebuie depozitate in ambalajele lor sterile, intr-un loc
racoros si uscat. Pe parcursul transportului, temperatura trebuie sa ramana intre -20°C
si +60°C.

Eliminarea ca deseu

Dupa utilizare, sau dupa ce ambalajul steril a fost deschis sau deteriorat, protezele
Vibroplasty Couplers trebuie eliminate in containerul pentru deseuri medicale, in
conformitate cu reglementarile nationale si locale. Ambalajul trebuie eliminat ca deseu
in conformitate cu legislatia locald.

Date tehnice

Materiale

+  Incus-Symphonix-Coupler: Titanium Grade 1 (ASTM F67) si Titanium Grade 5 ELI
(ASTM F136)

+ Incus-LP-Coupler: Titanium Grade 5 ELI (ASTM F136), Titanium Grade 2 (ASTM F67)

+ Incus-SP-Coupler: Titanium Grade 5 ELI (ASTM F136)

»  RW-Soft-Coupler: Cauciuc siliconat pentru implant si gel

Dimensiuni
+  Consultati Figurd 1

Declaratie de garantie
Va rugam sa consultati Declaratia de garantie insotitoare pentru informatii privind
prevederile garantiei.
Simboluri
C E Marcaj CE, aplicat pentru prima data in 2014
0123
A Atentie
Consultati instructiunile de utilizare
A nu se reutiliza

BH
®
M Producator
il

Data de fabricatie
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Termen de valabilitate

Numarul de catalog

EIX]

Codul de lot

-
o
—

o] Sterilizat cu ajutorul etilenoxidului

Limita de temperatura

o~

Va rugdm sa ne ajutati sd Tmbundtatim calitatea acestor instructiuni de utilizare, facand
orice sugestii. Pentru informatii suplimentare referitoare la utilizarea acestui produs
MED-EL sau pentru raportarea oricaror probleme, va rugam sa contactati:

MED-EL Elektromedizinische Gerate GmbH
Furstenweg 77a

6020 Innsbruck

Austria

office@medel.com

www.medel.com

sau apelati +43 5 77 88

Va rugdm sa consultati Fisa de contact atasatd, pentru biroul dumneavoastra local.

© 2014-2019 MED-EL Elektromedizinische Gerate GmbH. Revizuire 6.0 (12/2019). Toate drepturile rezervate.
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