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Disclaimer

Atos Medical offers no warranty - neither expressed nor
implied - to the purchaser hereunder as to the lifetime of the
product delivered, which may vary with individual use and
biological conditions. Furthermore, Atos Medical offers no
warranty of merchantability or fitness of the product for any
particular purpose.

Trademarks

TheraBite® is a registered trademark owned by Atos Medical
AB, Sweden. ActiveBand™ is a trademark by Atos Medical AB.
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ENGLISH

Before starting any rehabilitation activity involving the
TheraBite system every user should consider the benefits of
medically supervised programs. Clinicians may select and
combine exercises to form programs that are appropriate for
each user’s abilities and goals, including regular monitoring
and review.

1. Descriptive information

1.1 Intended use

The TheraBite® Jaw Motion Rehabilitation System is indicated
for individuals who have, or are at risk of developing trismus
(restrictions in their ability to open their jaw), and/or experience
pain in the joints and/or muscles of the jaw. The device can
also be used as a rehabilitation tool for postoperative physical
therapy of the jaw, or to maintain the mouth open in a stable
position, for example while performing dysphagia exercises.
The TheraBite system is intended for single-patient use only.

1.2 Contraindications

The TheraBite is not intended to be used by:

* Individuals who have or may have a fracture in the maxilla
or mandible (upper or lower jaw) or other weaknesses of
the bones of the jaw.

* Individuals with infections of the jaw, osteomyelitis
(inflammation of bone and bone marrow), or
osteoradionecrosis (necrosis of bone due to radiation) of
the jaw.

1.3 Description of the device

The TheraBite Jaw Motion Rehabilitation System consists
of the following parts:

1pc Jaw Mobilizer (Fig. 1)

4 pcs Bite Pads (Fig. 2)

1pc Hand-Aid (Fig. 3)

30 pcs Range of Motion Scales (Fig. 4)

1pc Carrying Bag (Fig. 5)

1pc Instructions for use

1pc  Exercise Log

The Jaw Mobilizer (Fig. 1) is a hand-held device with
adjustable range that is designed to help users to improve or
maintain the range of motion and strength of the jaw in an
anatomically correct way. Pressure applied by the user on
the Lever provides either opening force for passive motion or
stretching or resistance to closing for strengthening.




The device consists of the following parts:

a) Fine Adjustment Knob

b) Lever

¢) Range Setting Arm

d) Upper Mouthpiece

e) Lower Mouthpiece

CAUTION: Do not attempt to detach the Mouthpieces from
the device; this can cause failure during use.

The Bite Pads (Fig. 2) are self-adhesive pads intended to protect
the user’s teeth. They are available in three versions: Regular,
Edentulous (toothless, thicker cushioning for customized
trimming) and Pediatric. Clinicians may, according to their
independent medical judgment, stack or trim the Bite Pads
for extra protection

The Hand-Aid (Fig. 3) is a tool designed to hold the Lever
down and maintain opening during stretching exercises.

The Range of Motion Scale (Fig. 4) is used to monitor the
progress of the rehabilitation program. An area to record your
progress is printed on the reverse side of the scale and an
Exercise Log comes with your device to track your progress.
The Range of Motion Scale is a disposable product and should
not be cleaned.

1.4 Expectations of the device

Passive motion and stretching with the TheraBite

* is effective in the reduction of trismus resulting from
radiation and/or scarring in head and neck cancer patients.

* is effective in the prevention of trismus in patients
undergoing (chemo)radiation.

* can help to improve joint and jaw function, improve range of
motion, and reduce pain in patients with temporomandibular
disorders.

* has a positive effect on the outcome of surgery when used
for early mobilization in patients who have undergone
tempomandibular joint surgery.

The TheraBite can also strengthen the jaw muscles when

resistance to closing is provided by hand or with the ActiveBand.

During ‘Open Swallow Exercise’ the TheraBite can be used

to hold the mouth open in a stable position.

NOTE: Prospective users should consult with their clinician
before use to determine whether the TheraBite is appropriate
for their individual condition.

1.5 WARNINGS

* DO NOT continue to exercise if you feel unexpected
pain at any time while exercising with the TheraBite. You
should immediately stop using the device and contact your
clinician.

* DO exercise with great caution if you have weakened teeth,
gum disease, weakened bones or joints in jaw, dental plates,
crowns or bridges. Injury may occur if excessive force is
applied while using the TheraBite.



1.6 PRECAUTIONS

* Do not sterilize the TheraBite. Sterilization processes may
weaken the TheraBite and it may break during use.

* Always handle the TheraBite with care; it may break during
use if damaged due to rough handling.

* Do not apply too high force on the Mouthpieces. They are
designed to break if too much force is applied during use in
order to avoid injury to the jaw.

2.Instructions for use

Before the first use, the maximum opening of the TheraBite
appropriate for each individual user should be determined by
the clinician.

2.1 Preparation

Setting Maximum Opening of the Jaw Mobilizer
Maximum openings of approximately 25 to 45 millimeters
can be set either by the position of the Range Setting Arm or
the position of the Fine Adjustment Knob. The TheraBite can
be used without adjusting these settings, depending on the
user’s ability to understand and implement instructions for
the application of appropriate pressure.

Adjust the Range Setting Arm (Fig. 6-7)

» Hold the device on its side.

» Use a pointed object (such as a pen) to move the pin that
connects the Range Setting Arm to the Lever (Fig. 7a & 7b).

+ Align the Range Setting Arm in the desired position and
replace the pin. (Range change is approximately 5 mm per
interval.)

The scale on the Jaw Mobilizer is for reference only. Use the

Range of Motion Scale for more accurate reference.

2.2 Operating instruction

Before each use check that the device is undamaged. Do not
use the device if it is damaged.

Put on the Bite Pads (Fig. 8-9)

Always make sure that the Mouthpieces are completely dry

before attaching the Bite Pads.

* Peel off the liner (Fig. 8).

+ Attach one Bite Pad to the Upper Mouthpiece and one to
the Lower Mouthpiece (Fig. 9).

» Apply pressure with your fingers to ensure proper adhesion
to the Mouthpieces. Pressure and warmth under a prolonged
period will make the Bite Pads stick better.

To enhance adhesion of the Bite Pads, attach the Bite Pads to the

Mouthpieces before going to bed and leave them on overnight.

The adhesive bond on the Bite Pads increases over time, the

longer they are attached prior to use, the more strongly they

will tend to adhere.
Replace the Bite Pads when they become worn. Additional

Bite Pads can be ordered separately.
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CAUTION: Bite Pads or parts of the pads that become
loose during use might obstruct breathing. Always make sure
that the Bite Pads are securely attached to the Mouthpieces.

Use the Fine Adjustment Knob (Fig. 10)

The Fine Adjustment Knob can be used to slow down or stop

the motion created by the Jaw Mobilizer. If the Knob should

break for any reason, a new one can be ordered separately.
 Turn the knob all the way in (counterclockwise) to stop the
Lever in the highest position (Fig. 10a).

* While squeezing gently, turn the knob out (clockwise)
to allow the Lower Mouthpiece to move down slowly
(Fig. 10b).

» The Lever may be released at any time without turning the
Fine Adjustment Knob.

Use the Hand-Aid (Fig. 11)

* Hold the Jaw Mobilizer in your left hand, and loosen the
Fine Adjustment Knob so that the Lever can be squeezed
all the way down.

» Take the Hand-Aid in your right hand with the narrow
groove on top.

» Squeeze the Lever down, and place the open side of the
Hand-Aid over the lowest part of the Lever (Fig. 11a).

* Rotate the Hand-Aid one-quarter turn clockwise, so that the
handle groove is over the handle, and release the squeeze.

* To use, slide the Hand-Aid towards the mouth (Fig. 11b).

To measure the maximal mouth opening (Maximal

Interincisal Opening) (Fig. 12)

* Open your mouth as widely as possibly without discomfort.

 Place the Range of Motion Scale so that the notch rests on
the edge of a lower front tooth.

» Rotate the range of motion scale until it contacts an upper
front tooth.

* Take the reading at the point of contact.

In edentulous users, the distance can be measured between

the upper and lower dentures, or if the user is not wearing

dentures between the upper and lower alveolar ridges (gums).

To measure Lateral Movement (Fig. 13)

* Rest the Range of Motion Scale against the chin with the
upper and lower teeth gently closed together.

* Align the arrow with a space between two upper teeth
(Fig. 13a).

* Move the jaw gently side-to-side and read the measurement
on the Lateral Scale opposite the new position of the space
(Fig. 13b & 13c¢).

2.3 Exercise programs

It is recommended that your clinician selects and combines
exercises that are appropriate for you, including regular
monitoring and review.



A commonly used exercise program is 5-5-30: Five times per
day. Five stretches each time. Each stretch held for 30 seconds.
When short stretches are deemed sufficient a common exercise
program used is 7-7-7: Seven times per day. Seven stretches
each time. Each stretch held for seven seconds.

Stretching/passive motion

* Adjust the Fine Adjustment Knob so that the Lever moves
freely. Let the Lever come all the way up.

* Hold the Jaw Mobilizer in the hand most comfortable for you.

» Relax and place the Mouthpieces between your teeth. Your
front teeth should just touch the inside rim of the Upper
Mouthpiece (Fig. 14a).

 Slowly squeeze the Lever to open the Mouthpieces. Do not
bite on the Mouthpieces (Fig. 14b).

* Allow your jaw to follow along with the motion of the
Mouthpieces. Be careful not to tilt the Jaw Mobilizer up or
down as you squeeze the Lever. Tilting may cause your jaw
to move incorrectly.

* Hold open as long as instructed.

» Relax the squeeze, allowing your mouth to slowly close
(Fig. 14c).

If you find it difficult to hold the Mouthpieces open, you may

use the Hand-Aid.

Strengthening

* Insert the Mouthpieces and squeeze until you reach the
opening as instructed.

* Bite against the Mouthpieces without releasing the Lever.

» Slowly release the Lever, allowing your mouth to close
against the hand pressure. Your clinician will advise you
how hard to squeeze while closing.

* Rest briefly, and repeat.

For strengthening exercises using the TheraBite ActiveBand,

see the TheraBite ActiveBand instructions for use.

2.4 Use of Exercise Log

Use the Range of Motion Scale to size your mouth opening
before and after each exercise. The exercise log is used to
document and monitor your progress. The columns in the log
are for the following data:

Section 1: Daily Exercise Log

A: Date

B: Time

C: Type of exercise program/day

D: Sizing of jaw opening

1) Before; 2) After the exercise program.

Section 2: Monthly Exercise Log

The X-axis displays the day of the month. Use the last sizing of
the day from the Daily Exercise Log and enter on the Y-axis.
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2.5 Cleaning

Use water and dish soap to clean the TheraBite Jaw Mobilizer
and Hand-Aid. Rinse well, shake off excess water, and let
dry. After cleaning, examine the Bite Pads and replace them
if necessary.

NOTE: The Mouthpieces are made of a material that tends
to retain moisture. Therefore make sure that the Mouthpieces
are completely dry before replacing the Bite Pads and also
before use.

Do not soak the TheraBite Jaw Mobilizer in any liquid or
attempt to wash it in a dish washer.

Failure to follow the above may change the products
properties and result in malfunction.

2.6 Device lifetime

Depending on handling and usage, the device life time varies.
Laboratory testing of simulated daily usage for a test period
of 12 month show that the device will maintain its structural
integrity for this time period. Usage beyond this time is under
the sole discretion of the user.

2.7 Additional devices

TheraBite ActiveBand: an elastic silicone band used together
with the Jaw Mobilizer to increase and / or maintain strength
and endurance of the chewing muscles.

2.8 Disposal

Always follow medical practice and national requirements
regarding biohazards when disposing of a used medical device.

3. Troubleshooting information

A build-up develops on the Mouthpieces

Possible cause: Build-up may be due to collected dirt on
Mouthpieces after long periods of use or incorrect cleaning
methods.

What to do: Use an emery board (nail file) to lightly file the
surface of the Mouthpieces and rinse off the residue completely.
Dry the Mouthpieces and apply new Bite Pads. Follow cleaning
instructions.

Bite Pads do not stick properly to Mouthpieces

Possible cause: Bite Pads may not stick properly if the
Mouthpieces contain moisture or if the Bite Pads were not
properly placed on the Mouthpieces.

What to do: Always make sure the Mouthpieces are completely
dry and free of build-up before applying the Bite Pads. Apply
sufficient pressure to ensure good initial adhesion to the
Mouthpieces. Allow the adhesive to bond overnight if possible
before use.



4, Additional information

4.1 User assistance information

For additional help or information please see back cover of
this instructions for use for contact information.

5. Reporting

Please note that any serious incident that has occurred in
relation to the device shall be reported to the manufacturer
and the national authority of the country in which the user
and/or patient resides.
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TURKCE

TheraBite sistemiyle ilgili herhangi bir rehabilitasyon etkin-
ligine baslamadan once her kullanicinin tibbi gézetime tabi
tutulan programlarin avantajlarini géz 6niinde bulundurmasi
gerekir. Klinisyenler, diizenli izleme ve inceleme de dahil
olmak tizere her bir kullanicinin yetilerine ve hedeflerine
uygun programlar olusturmak iizere egzersizler arasindan
se¢im yaparak egzersizleri birlestirebilir.

1. Tanimlayici bilgi

1.1 Kullanim amaci

TheraBite® Jaw Motion Rehabilitation System, trismusu
(¢eneyi agmada kisitlamalar) olan veya trismus gelistirme riski
tasiyan kisiler ve/veya ¢ene eklemlerinde ve/veya kaslarinda
agr1 yasayan kisiler icin endikedir. Cihaz ayrica ¢enenin
postoperatif fizik tedavisine yonelik bir rehabilitasyon araci
olarak veya disfaji egzersizleri gibi durumlarda agzi stabil bir
konumda agik tutmak amaciyla da kullanilabilir. TheraBite
sistemi sadece tek hastada kullanim igindir.

1.2 Kontrendikasyonlar

TheraBite, su 6zelliklere sahip Kisiler tarafindan kullanilmak

ilizere tasarlanmamstir:

* Maksillasinda veya mandibulasinda (list veya alt gene)
catlak ya da ¢ene kemiklerinde bagka bir zayiflik olan veya
olabilecek kisiler.

* Cene enfeksiyonu, osteomiyeliti (kemigin ve kemik iliginin
enflamasyonu) veya cene osteoradyonekrozu (radyasyon
nedeniyle kemigin nekrozu) olan kisiler.

1.3 Cihazin tanimi

TheraBite Jaw Motion Rehabilitation System asagidaki
parcalardan olusur:

1 adet Jaw Mobilizer (Cene Mobilizorii) (Sekil 1)

4 adet Bite Pads (Sekil 2)

1 adet Hand-Aid (El Destegi) (Sekil 3)

30 adet Range of Motion (Hareket Araligr) Olgekleri (Sekil 4)
1 adet Carrying Bag (Tasima Cantasi) (Sekil 5)

1 adet Kullanim talimati

1 adet Egzersiz Guinliigii

Jaw Mobilizer (Cene Mobilizorii) (Sekil 1), kullanicilarin
cenenin Range of Motion (Hareket Araligr) ve kuvvetini anatomik
olarak dogru bir sekilde iyilestirmesine veya korumasina
yardimci olmak iizere tasarlanmis, ayarlanabilir araliga sahip
bir el cihazidir. Kullanici tarafindan Kola uygulanan baski, pasif
hareket i¢in agma kuvveti veya giiclendirme i¢in esnetme veya
kapatmaya kars1 direng saglar.




Cihaz asagidaki parcalardan olusur:

a) Fine Adjustment (Ince Ayar) Diigmesi

b) Kol

c) Range Setting Arm (Aralik Ayar Kolu)

d) Ust Agizlik

e) Alt Agizlik

DIKKAT: Kullanim sirasinda bozulmaya neden olabileceginden,
Agizliklar1 cihazdan ayirmaya ¢aligmayin.

Bite Pads (Sekil 2), kullanicinin dislerini korumak tizere
tasarlanmis kendinden yapiskanli pedlerdir. Bunlar ii¢
versiyon halinde sunulmaktadir: Normal, Edantulus (dissiz,
ozellestirilmis kesim i¢in daha kalin tampon) ve Pediyatrik.
Klinisyenler bagimsiz tibbi muhakemeleri dogrultusunda ek
koruma saglamak iizere Bite Pads’i istifleyebilir veya kesebilir

Hand-Aid (El Destegi) (Sekil 3), Kolu basili tutmak ve esnetme
egzersizleri sirasinda agikligi korumak iizere tasarlanmis bir
aragtir.

Range of Motion (Hareket Arahgr) Olcegi (Sekil 4),
rehabilitasyon programinin ilerleme durumunu izlemek
lizere kullanilir. Olgegin arka tarafina ilerleme durumunuzu
kaydedebileceginiz bir alan basilmis ve ilerleme durumunuzu
takip edebilmeniz i¢in cihazinizla birlikte bir Egzersiz Glinligii
tedarik edilmistir. Range of Motion (Hareket Aralig) Olgegi
tek kullanimlik bir iiriindiir ve temizlenmemelidir.

1.4 Cihaza yonelik beklentiler

TheraBite ile pasif hareket ve esneme

* radyasyon kaynakli trismusun ve/veya bas ve boyun kanseri
hastalarinda yara izlerinin azaltilmasinda etkilidir.

* (kemo)radyasyon tedavisi goren hastalarda trismusun
onlenmesinde etkilidir.

» cklem ve ¢ene fonksiyonunun iyilestirilmesine, hareket
araliginin iyilestirilmesine ve temporomandibiiler bozuklugu
olan hastalarda agrinin azaltilmasina yardimei olabilir.

» temporomandibiiler eklem ameliyat1 ge¢irmis hastalarda
erken mobilizasyon i¢in kullanildiginda ameliyatin sonucu
iizerinde olumlu bir etki yaratabilir.

TheraBite ayrica, el veya ActiveBand ile kapatmaya karsi

direng gosterildiginde ¢ene kaslarini giiglendirebilir.

“Acik Yutma Egzersizi” sirasinda, TheraBite agzi stabil bir

konumda agik tutmak igin kullanilabilir.

NOT: Kullanic1 adaylari, TheraBite’in kendi durumlari
i¢in uygun olup olmadigini belirlemek iizere kullanimdan
once klinisyenlerine danigmalidir.

1.5 UYARILAR

» TheraBite ile egzersiz yaparken herhangi bir noktada
beklenmedik sekilde agr1 hissederseniz egzersiz yapmaya
DEVAM ETMEYIN. Cihazi kullanmay: derhal birakmals
ve klinisyeninizle iletisime gegmelisiniz.

* Disleriniz zayifsa, dis eti hastaligiiz varsa, ¢ene
kemikleriniz veya eklemleriniz zayifsa, takma disiniz,
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kaplamaniz veya kopriiniiz varsa egzersiz sirasinda COK
DIKKATLI OLUN. TheraBite’1 kullanirken asir1 kuvvet
uygulanirsa yaralanma yasanabilir.

1.6 ONLEMLER

* TheraBite’1 sterilize etmeyin. Sterilizasyon islemleri,
TheraBite’1 zayiflatabilir ve kullanim sirasinda kirilmasina
neden olabilir.

 TheraBite’1 her zaman dikkatli tutun, sert muamele gérmesi
nedeniyle hasar olusmasi halinde kullanim sirasinda
kirilabilir.

» Agizliklara yiiksek diizeyde kuvvet uygulamayin. Bunlar,
¢enede yaralanma olugmasini onlemek iizere, ¢ok fazla
kuvvet uygulandiginda kirilacak sekilde tasarlanmistir.

2. Kullanim talimati

Ilk kullanimdan 6nce, klinisyen tarafindan TheraBite’in her ayr1
kullanict igin uygun olan maksimum agiklig1 belirlenmelidir.

2.1 Hazirhk

Jaw Mobilizer (Cene Mobilizorii) icin Maksimum Ac¢iklig1
Ayarlama

Range Setting Arm (Aralik Ayar Kolu) veya Fine Adjustment
(Ince Ayar) Diigmesinin konumu kullanilarak yaklasik
25 ila 45 milimetrelik bir maksimum agiklik ayarlanabilir.
Kullanicinin uygun baski uygulamasina yonelik talimatlar:
anlama ve uygulama yetisine bagli olarak, TheraBite bu ayarlar
degistirilmeden kullanilabilir.

Range Setting Arm’1 (Aralik Ayar Kolu) Ayarlama (Sekil 6-7)

* Cihazi yan tarafi izerinde duracak sekilde tutun.

+ Tiikenmez kalem gibi sivri uglu bir nesne ile Range Setting
Arm’1 (Aralik Ayar Kolu) Kola baglayan pimi hareket ettirin
(Sekil 7a ve 7b).

* Range Setting Arm’1 (Aralik Ayar Kolu) istenen konuma
hizalayin ve pimi degistirin. (Aralik degisikligi, aralik
bagina ortalama 5 mm’dir.)

Jaw Mobilizer (Cene Mobilizorii) lizerindeki dlgek yalnizca

referans amaclidir. Daha dogru bir referans i¢in Range of

Motion (Hareket Araligi) Olgegini kullanin.

2.2 Cahistirma talimati

Her kullanimdan 6nce, cihazda hasar olmadigindan emin olun.
Cihaz hasarliysa kullanmay1n.

Bite Pads’i Yerlestirin (Sekil 8-9)

Bite Pads’i takmadan 6nce her zaman Agizliklarin tamamen

kuru oldugundan emin olun.

* Astar1 soyarak ¢ikarin (Sekil 8).

* Bir Bite Pads’i Ust Agizhiga, digerini Alt Agizhiga takin
(Sekil 9).

* Agizliklara dogru sekilde yapistigindan emin olmak igin
parmaklarinizla baski uygulaym. Uzun siire baski ve
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sicaklik saglanmasi, Bite Pads’in daha iyi yapismasini

saglayacaktir.
Bite Pads’in yapiskanligin artirmak i¢in, Bite Pads’in yatmadan
once Agizliklara takin ve gece boyunca takili birakin. Bite Pads’in
tizerindeki yapiskan bag zamanla gii¢lenir ve kullanimdan 6nce
ne kadar uzun siire takili kalirsa yapigma kuvveti o kadar artar.

Yipranan Bite Pads’i degistirin. Ek Bite Pads ayrica siparis
edilebilir.

DIKKAT: Bite Pads’in veya pedlerin kullanim sirasinda
gevseyen kisimlar1 nefes almay1 engelleyebilir. Bite Pads’in
Agizliga sikica takili oldugundan her zaman emin olun.

Fine Adjustment (Ince Ayar) Diigmesini Kullanma (Sekil 10)

Fine Adjustment (Ince Ayar) Diigmesi, Jaw Mobilizer’m (Cene

Mobilizorii) sagladigi hareketi yavaslatmak veya durdurmak i¢in

kullanilabilir. Digmenin herhangi bir nedenden 6tiirii kirilmasi

durumunda, yeni bir digme ayrica siparis edilebilir.

» Kolu en yiiksek konumda durdurmak i¢in diigmeyi sonuna
kadar igeri dogru (saat yoniiniin tersine) ¢evirin (Sekil 10a).

+ AltAgizligin yavasca asagt dogru hareket etmesi igin nazikce
sikarak diigmeyi disari (saat yoniinde) ¢evirin (Sekil 10b).

+ Kol, istendiginde Fine Adjustment (Ince Ayar) Diigmesi
¢evrilmeden serbest birakilabilir.

Hand-Aid’i (El Destegi) Kullanma (Sekil 11)

+ Jaw Mobilizer’t (Cene Mobilizorii) sol elinizde tutun
ve Kolun tamamen asagi yonde sikilabilmesi i¢in Fine
Adjustment (Ince Ayar) Diigmesini gevsetin.

» Hand-Aid’i (El Destegi) dar oyuk iistte olacak sekilde sag
elinize almn.

* Kolu asag1 dogru sikin ve Hand-Aid’in (El Destegi) agik
tarafin1 Kolun en alt kisminin {izerine yerlestirin (Sekil 11a).

* Hand-Aid’i (El Destegi) saat yoniinde bir ¢eyrek tur
dondiirerek tutamak oyugunun tutamagin {izerine gelmesini
saglayin ve sikmay1 birakin.

» Kullanmak i¢in, Hand-Aid’i (El Destegi) agza dogru
kaydirin (Sekil 11b).

Maksimum ag1z agikhigim1 (Maksimum Interinsizal Acikhik)

olg:mek icin (Sekil 12)
* Agzinizi rahatsizlik duymadan agabildiginiz kadar fazla
agin.

+ Range of Motion (Hareket Aralig1) Olcegini, ¢ikint1 bir 6n
alt disin tizerinde duracak sekilde yerlestirin.

» Range of Motion (Hareket Aralig1) 6lgegini bir 6n iist disle
temas edene kadar dondiiriin.

» Temas noktasindaki degeri l¢iin.

Edantulus kullanicilarda, iist ve alt takma dis arasindaki mesafe

veya kullanici takma dis kullanmiyorsa {ist ve alt dis cukurlar1

boliimii (damaklar) arasindaki mesafe dlgiilebilir.

Lateral hareketi 6lcmek i¢in (Sekil 13)
» Range of Motion (Hareket Araligi) Olgegini, iist ve alt
disler nazikge birlikte kapatilmis sekilde ¢eneye dayayin.
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* Oku, iki iist dis arasindaki bir aralikla hizalayin (Sekil 13a).

* Ceneyi nazik¢e yandan yana hareket ettirin ve alanin
yeni konumu karsisinda Lateral Olgek iizerindeki 6l¢iim
degerini okuyun (Sekil 13b ve 13c).

2.3 Egzersiz programlari

Klinisyeninizin, diizenli izleme ve inceleme de dahil olmak
iizere sizin i¢in uygun egzersizleri se¢ip birlestirmesi 6nerilir.

Yaygin olarak kullanilan bir egzersiz programi, 5-5-30
programidir: Giinde bes kez. Her defasinda bes esnetme
hareketi. Her esnetme hareketi 30 saniye siirer. Kisa esnetme
hareketlerinin yeterli kabul edildigi durumlarda yaygin olarak
kullanilan bir egzersiz programi, 7-7-7 programidir: Giinde
yedi kez. Her defasinda yedi esnetme hareketi. Her esnetme
hareketi yedi saniye siirer.

Esnetme/pasif hareket

+ Kolun serbestce hareket etmesi i¢in Fine Adjustment (ince
Ayar) Diigmesini kullanarak ayar yapin. Kolun tamamen
yukar1 ¢gikmasina izin verin.

+ Jaw Mobilizer’t (Cene Mobilizorii) en rahat hissettiginiz
elinizde tutun.

+ Gevseyin ve Agizliklar dislerinizin arasma yerlestirin. On
disleriniz, Ust Ag1zligin i¢ kenarmna hafifce dokunmalidir
(Sekil 14a).

* Agizliklar1 agmak i¢in Kolu yavasca sikin. Agizliklar
1sirmayin (Sekil 14b).

* Cenenizin, Agizliklarin hareketiyle birlikte hareket
etmesine izin verin. Kolu sikarken Jaw Mobilizer’1 (Cene
Mobilizorii) yukar: veya asagi egmemeye dikkat edin.
Egilmesi, ¢enenizin yanlis hareket etmesine neden olabilir.

 Talimatta belirtilen siire boyunca agik tutun.

* Sikmay1 birakarak agzmizin yavasca kapanmasina izin
verin (Sekil 14c).

Agizliklar1 acik tutmakta zorlaniyorsaniz Hand-Aid’i

(El Destegi) kullanabilirsiniz.

Giiclendirme

« Agizliklar takin ve talimatta belirtilen acikliga ulasana
kadar sikin.

* Kolu serbest birakmadan Agizliklari 1sirm.

* Kolu yavasca serbest birakarak agzinizin el ile uygulanan
baskiya kars1 kapanmasina izin verin. Klinisyeniniz kapatma
sirasinda ne kadar sert sikmaniz gerektigini size sdyleyecektir.

« Kisa siire dinlenin ve tekrarlaym.

TheraBite ActiveBand kullanilan giiclendirme egzersizleri

icin, TheraBite ActiveBand kullanim talimatina bakin.

2.4 Egzersiz Glinliglini Kullanma

Her egzersizden 6nce ve sonra agiz acgikliginizi 6lgmek i¢in
Range of Motion (Hareket Araligi) Olgegini kullanin. Egzersiz
glinligi, ilerleme durumunuzu belgelemek ve izlemek igin
kullanilir. Giinliikteki siitunlar su verilere yoneliktir:



Boliim 1: Giinliik Egzersiz Giinliigii

A: Tarih

B: Saat

C: Egzersiz programinin tlirii/giin

D: Cene agiklig1 boyutu

1) Egzersiz programindan 6nce; 2) Egzersiz programindan
sonra.

Boéliim 2: Aylhik Egzersiz Giinliigii

X ekseni, ayin giiniinii gosterir. Glinliik Egzersiz Giinliiglindeki
son giin boyutunu alin ve Y eksenine girin.

2.5 Temizleme

TheraBite Jaw Mobilizer (Cene Mobilizoriil) ve Hand-Aid’i
(El Destegi) temizlemek i¢in su ve bulasik deterjan1 kullanin.
Iyice durulayin, silkeleyerek fazla suyu atin ve kurumaya
birakin. Temizleme isleminden sonra Bite Pads’i kontrol edin
ve gerekirse degistirin.

NOT: Agizliklar, nem tutmaya yatkin materyalden tiretilmistir.
Bu nedenle, Bite Pads’i degistirmeden ve kullanimdan 6nce
her zaman Agizliklarin tamamen kuru oldugundan emin olun.

TheraBite Jaw Mobilizer’t (Cene Mobilizorii) herhangi
bir stviya batirmayin veya bulasik makinesinde yikamayin.

Yukaridaki talimatlarin izlenmemesi, tiriin 6zelliklerinin
degismesine neden olabilir ve arizaya yol acabilir.

2.6 Cihazin kullanim 6mri

Cihazin kullanim 6mrii, cihazin nasil muamele gordiigiine ve
kullanildigina bagli olarak degisiklik gosterir. 12 aylik bir test
donemi i¢in simiile edilmis giinliik kullanim ile ger¢eklestirilen
laboratuvar testleri, cihazin bu siire boyunca yapisal biitiinligtinii
koruyacagini gostermektedir. Bu siirenin 6tesinde kullanim,
yalnizca kullanicinin sorumlulugundadir.

2.7 Ek cihazlar

TheraBite ActiveBand: Cigneme kaslarinin giiciinii ve
dayanikliligini artirmak ve/veya korumak iizere Jaw Mobilizer
(Cene Mobilizori) ile birlikte kullanilan bir elastik silikon bant.

2.8 Atma

Kullanilmis bir tibbi cihazi atarken biyolojik tehlikelerle ilgili
tibbi uygulamalara ve ulusal gerekliliklere daima uyun.

3. Sorun giderme bilgisi

Agizliklarin iizerinde birikinti olusuyor

Olas1 neden: Birikinti olugsmasinin nedeni, uzun siireli kullanim
veya hatali temizleme yontemleri sonrasinda Agizliklar iizerinde
kir birikmesi olabilir.

Yapilacak islem: Bir tirnak torpiisii kullanarak Agizliklarin
ylizeyini hafifce torpiileyin ve kalintty1 tamamen temizleyecek
sekilde durulayin. Agizliklar1 kurulayin ve yeni Bite Pads’i
uygulayin. Temizleme talimatlarini izleyin.
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Bite Pads Agizliklara diizgiin sekilde yapismiyor

Olas1 neden: Agizliklarin nem i¢cermesi veya Bite Pads’in
Agizliklara dogru sekilde yerlestirilmemesi durumunda Bite
Pads diizgiin sekilde yapigsmayabilir.

Yapilacak islem: Bite Pads’i uygulamadan 6nce her
zaman Agizliklarin tamamen kuru oldugundan ve birikinti
icermediginden emin olun. Agizliklarin ilk seferde iyi
yapigmasini saglamak i¢in yeterli miktarda baski uygulayin.
Miimkiinse kullanimdan 6nce yapiskan bagin gece boyunca
kuvvetlenmesini saglayin.

4. Ek bilgi
4.1 Kullanici yardim bilgisi

Ek yardim veya bilgi i¢in liitfen bu kullanim talimatinin arka
kapagindaki irtibat bilgilerine bakin.

5. Bildirme

Cihazla ilgili meydana gelen herhangi bir ciddi olay iireticiye
ve kullanicinin ve/veya hastanin ikamet ettigi tilkedeki ulusal
yetkiliye bildirilmelidir.
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wl

Manufacturer; Uretici

il

Date of manufacture; Uretim tarihi

&

Use-by date; Son kullanim tarihi

LOT

Batch code; Parti kodu

Product reference number; Uriin referans numarast

®

Do not re-use; Tekrar kullanmaymn

S

// ]

ZANN

Keep away from sunlight and keep dry; Giines 15181indan uzakta ve
kuru tutun

e

Storage temperature limit; Saklama sicaklig1 siniri

l.-MAX
+RT

MIN-G

Store at room temperature. Temporary deviations within the
temperature range (max-min) are allowed; Oda sicakliginda
saklaymn. Sicaklik araligi (maksimum-minimum) igerisinde gegici
sapmalara izin verilir.

A

Caution, consult instructions for use; Dikkat, kullanmadan 6nce
kullanim talimatlarini inceleyin

Medical Device; Tibbi cihaz

Instructions for use; Kullanim talimati
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