








E Indicates the authorized representative

in the European Community.

©

This symbol indicates that it is important
for the user to read and take into
account the relevant information in
these user guides

This symbol indicates that it is impor-
tant for the user to pay attention to the
relevant warning notices in these user
guides.

Important information for handling
and product safety.

I P>

During transportation keep dry.
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5

Indicates that the device is a medical
device.

&

The symbol with the crossed out number
two indicates that this hearing aid is

for single use only. Do not reuse. Return
your used Lyric to a Lyric trained hearing
care professional.

SN

Indicates the manufacturer's serial
number so that a specific medical device
can be identified.

REF

Indicates the manufacturer's catalogue
number so that the medical device can
be identified.

Temperature during transportation:

0° to +50° Celsius (+32° to +122°
Fahrenheit). Temperature during storage:
+10° to +40° Celsius (+50° to +104°
Fahrenheit). Operating conditions: +10 to
+40 °C (+50° to +104° Fahrenheit).
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NI

Z

The Compliance Identification Mark
indicates that the device is in accordance
with Brazilian conformity assessment re-
quirements for equipment under health
surveillance system. OCP indicates the
certification body.

|5

Humidity transportation: Up to 90%
(non condensing). Humidity storage: 0%
to 70%.0perating conditions: 5-85% rH
non condensing (up to 95% non conden-
sing for <2h)

Atmospheric pressure: 500 hPa to 1100
hPa
Operating conditons: 700 hPa - 1060 hPa

1| @)

The symbol with the crossed-out gar-
bage bin is to make you aware that this
hearing aid may not be thrown away as
normal household waste. Please dispose
old or unused hearing aids at waste dis-
posal sites intended for electronic waste
or return them to your hearing care
professional. Proper disposal protects the
environment and health.
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B72

This symbols represent the two packets
that are packed with the Lyric hearing
aid in the shipping pouch. These packets
ensure an optimal environment for the
Lyric battery during shipping and sto-
rage.

After opening the shipping pouch, throw
the two packets away immediately.

Do not open the two packets.

Do not ingest the contents of the two
packets.

Indicates the date after which the medi-
cal device is not to be used.

0@ ® @

Indicates the date when the medical
device was manufactured.
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8. For the US market only, complies
with the FDA regulations

Important information: Cell phones

Some hearing aid users have reported a buzzing sound
in their hearing aids when they are using cell phones.
According to the ANSI 63.19 (American National
Standard Methods of Measurement of Compatibility
Between Wireless Communications Devices and
Hearing Instruments) standard, the compatibility of a
particular hearing aid and cell phone can be predicted
by adding the rating for the hearing aid immunity to
the rating for the cell phone emissions. The sum of the
hearing aid rating (e.g. M2/T2=2) and the telephone
rating (e.g. M3/T3=3) is 5, and any combination that
equals 5 will provide “normal use"; a sum of 6 or
greater would indicate "excellent performance”. The
equipment performance measurements, categories and
system classifications are based upon the best
information available but cannot guarantee that all
users will be satisfied. The immunity of this hearing aid
is at least M2/T2.
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Note: the performance of individual hearing aids may
vary with individual cell phones. Therefore, please

try the hearing aid with your cell phone or, if you are
purchasing a new phone, be sure to try it with your
hearing aid prior to purchase. For additional guidance,
please ask your hearing care professional for the
booklet entitled "hearing aid compatibility with digital
wireless cell phones".
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Warning to Hearing Aid Dispensers

A hearing aid dispenser should advise a prospective
hearing aid user to consult promptly with a licensed
physician (preferably an ear specialist) before dispensing
a hearing aid if the hearing aid dispenser determines
through inquiry, actual observation, or review of any
other available information concerning the prospective
user, that the prospective user has any of the following
conditions:

Visible congenital or traumatic deformity of

the ear.

History of active drainage from the ear within
the previous 90 days.

History of sudden or rapidly progressive hearing
loss within the previous 90 days.

Acute or chronic dizziness.

Unilateral hearing loss of sudden or recent onset
within the previous 90 days.

Audiometric air-bone gap equal to or greater
than 15 decibels at 500 hertz (Hz), 1,000 Hz, and
2,000 Hz.
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(vii) Visible evidence of significant cerumen
accumulation or a foreign body in the ear canal.

(viii) Pain or discomfort in the ear. Special care should
be exercised in selecting and fitting a hearing
aid whose maximum sound pressure level
exceeds 132 decibels because there may be risk
of impairing the remaining hearing of the
hearing aid user. (This provision is required only
for those hearing aids with a maximum sound
pressure capability greater than 132 decibels (dB).)

Important Notice for Prospective
Hearing Aid Users

Good health practice requires that a person with a
hearing loss have a medical evaluation by a licensed
physician (preferably a physician who specializes

in diseases of the ear) before purchasing a hearing aid.
Licensed physicians who specialize in diseases of the
ear are often referred to as otolaryngologists, otologists
or otorhinolaryngologists. The purpose of medical
evaluation is to assure that all medically treatable
conditions that may affect hearing are identified

and treated before the hearing aid is purchased.
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Following the medical evaluation, the physician will
give you a written statement that states that your
hearing loss has been medically evaluated and that
you may be considered a candidate for a hearing
aid. The physician will refer you to an audiologist or
a hearing aid dispenser, as appropriate, for a hearing
aid evaluation.

The audiologist or hearing aid dispenser will conduct
a hearing aid evaluation to assess your ability to hear
with and without a hearing aid. The hearing aid
evaluation will enable the audiologist or dispenser to
select and fit a hearing aid to your individual needs.

If you have reservations about your ability to adapt to
amplification, you should inquire about the availability
of a trial-rental or purchase-option program. Many
hearing aid dispensers now offer programs that permit
you to wear a hearing aid for a period of time for a
nominal fee after which you may decide if you want to
purchase the hearing aid.

Federal law restricts the sale of hearing aids to those
individuals who have obtained a medical evaluation
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from a licensed physician. Federal law permits a fully
informed adult to sign a waiver statement declining
the medical evaluation for religious or personal beliefs
that preclude consultation with a physician. The
exercise of such a waiver is not in your best health
interest and its use is strongly discouraged.

Children with Hearing Loss

In addition to seeing a physician for a medical
evaluation, a child with a hearing loss should be
directed to an audiologist for evaluation and
rehabilitation since hearing loss may cause problems
in language development and the educational and
social growth of a child. An audiologist is qualified by
training and experience to assist in the evaluation
and rehabilitation of a child with a hearing loss.

Important information in case of battery
ingestion

If a battery is swallowed, call the 24-hour National
Battery Ingestion Hotline at 202-625-3333 or consult
your physician immediately.
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The European Union General Data Protection Regulation
(GDPR) regulates how companies need to handle your
personal data. Sonova, parent company of Phonak,
respects your privacy and is committed to protecting
your personal data. We want to inform you as to how
we look after your personal data and how the law
protects you.

The data we received from your hearing care
professional about you

Please find below the data that is collected and
processed by Sonova:

® |dentity Data

(first & last name, date of birth and gender)
® |yric-ID

Product serial numbers

Contract information

(duration and payment modality)
® |yric fitting data

39



Purposes for which we will use your personal data

We will only use your personal data when the law
allows us. Most commonly, it will be used for the
following purposes:

Warranty claims

Complaint handling
Improvement of the product
Marketing & statistical purposes
Product recall in the unlikely
event of a product defect

Sonova and your hearing care professional are
responsible for your personal data. If you have any
questions about our privacy practices or disagree with
this notice, please contact us at privacy@sonova.com.
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10. Important safety information

Please read the information on the following pages
before using your hearing aid

Intended use:

The hearing aid is intended to amplify and transmit
sound to the ear and thereby compensate for impaired
hearing.

Target population:

The target population is primarily the adult population.
This product may also be used with children older than
36 months or with teenagers, if the anatomy of their
ear canals accommodate Lyric. We recommend that
this decision is agreed upon the Lyric hearing care
professional, the user and the user's caregiver.

Indications:
Presence of hearing loss.

Contraindications:

Evidence of active or chronic middle or outer ear
pathology, chronic drainage or discharge, evidence of
chronic inflammation.
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Prior to the use of Lyric, please clarify with your
hearing care professional and/or your medical doctor
(general practitioner or ears, nose and throat medical
doctor) to check if you are a candidate for Lyric and
no contraindications are present.

A hearing aid will not restore normal hearing and will
not prevent or improve a hearing impairment resulting
from organic conditions. Infrequent use of a hearing
aid does not permit a user to attain full benefit from it.

The use of a hearing aid is only part of hearing
habilitation and may need to be supplemented by
auditory training and instruction in lipreading.

The hearing aid is suitable for the home healthcare
environment and due to their portability it may happen
that it is used in professional healthcare facility
environment like physician offices, dental offices etc..

10.1 Hazard warnings

/\The hearing aids (specially programmed for each
hearing loss) must only be used by the intended
person. They should not be used by any other

person as they could damage hearing.
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/\ If you feel pain in or behind your ear, if it is inflamed,
if skin irritation or accelerated accumulations of
ear wax occur, please check with your hearing care
professional or physician. When to call your Lyric
trained hearing care professional:

If the hearing aid malfunctions.

If you experience pain beyond the initial discomfort.
If you experience a sudden or significant change in
your hearing.

/\ Changes or modifications to the hearing aid that
were not explicitly approved by Sonova AG are not
permitted. Such changes may damage your ear or
the hearing aid.

/\ The SoundLync contains a magnet. If you use a
medical device like a pacemaker or ICD device
(implantable cardioverter defibrillator), please read
the specific user guide to clarify possible impact
of magnetic fields to your medical device. Do not
place the SoundLync in your breast pocket. Keep a
distance of at least 15¢cm (6inches) between the
SoundLync and your medical device.

/\ This hearing aid is not for children below 36 months.
The usage of this device by children and individuals
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with cognitive impairment should be supervised at
all times to ensure their safety. The hearing aid is a
small device and contains small parts. Do not leave
children and individuals with cognitive impairment
unsupervised with this hearing aid. If swallowed,
consult a physician or hospital immediately as the
hearing aid or its parts can cause choking!

A Do not use the device in explosive areas (mines
or industrial areas with danger of explosions,
oxygen-rich environments or areas where flammable
anesthetics are handled).

/\If Lyric stops working for any reason, it must be
removed within 24 hours, and a Lyric trained
hearing care professional should examine your
ear canal.

/\ Do not put cotton swabs or anything else in your
ear canal. They could damage the hearing aid and/or
injure your ear.

ADO not skydive, scuba dive or dive underwater.

Diving while wearing Lyric may cause injury to
your ear or damage to the hearing aid.
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/\ When holding the SoundLync in the ear canal, make
sure to insert it slowly and with caution. Avoid any
movement of the hearing aid as this can injure your
ear and/or damage the hearing aid.

/\ Patients implanted with magnetic externally
programmable CSF shunt valves may have a risk
of experiencing an unintended change in their
valve setting when exposed to strong magnetic
fields. The receiver (loudspeaker) of hearing aids,
the Lyric SoundLync, the Lyric programming wand
and the MiniControl contain static magnets. Keep
a distance of 2 inches (approx. 5 ¢cm) or more
between the magnets and the site of the
implanted shunt valve.
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10.2 Information on product safety
Wearing Lyric:

@ Lyric is water resistant, not waterproof, and should
not be completely submerged underwater. Do not
submerge your head unless you wear a custom
made earplug to protect Lyric from water exposure.

@ Once Lyric is removed, it cannot be reinserted.

(D Medical imaging procedures, such as MRI scans,
may adversely affect the correct functioning of
your hearing aid. Lyric must be removed before you
have an MRI scan because it contains metallic
parts. Please see chapter 4 for detailed information
concerning CT scans or X-ray procedures.

(D Be careful when choosing the SLEEP or OFF mode
as you may not hear alarm signal in case of an
emergency.

(D Do not put cotton swabs or anything else in your

ear canal. They could damage the hearing aid and/
or injure your ear.
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(D The hearing aid is a potential choking or
swallowing hazard so it should be kept out of
reach of children, mentally challenged people and
pets. If hearing aids are swallowed, consult your
medical practitioner immediately!

Using SoundLync :

(D The surface of the SoundLync is nickel free but
the keyring is not. Therefore, the keyring should
not rest against the skin of those with allergies to
nickel. For these clients, it is recommended to
remove the keyring prior to using the SoundLync.
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Notes
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Your hearing care professional:
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