the instructions for use.
GC Tooth Mousse™

TOPICAL CREME WITH BIO-AVAILABLE CALCIUM AND PHOSPHATE

For use by or under the supervision of a dental professional in the

recommended indications.

Description

GC Tooth Mousse is a water based creme containing RECALDENT ™*

(CPP-ACP: Casein Phosphopeptide — Amorphous Calcium Phosphate).

When CPP-ACP is applied in the oral environment, it will bind to

biofilms, plaque, bacteria, hydroxyapatite and soft tissue localising

bio-available calcium and phosphate.

Important:

Saliva will enhance the effectiveness of CPP-ACP and the flavour will

help stimulate saliva flow. The longer CPP-ACP and saliva are

maintained in the mouth, the more effective the result.

A topical paste g i and ph

1. Provides extra protection for teeth.

2.Helps neutralize acid challenges from acidogenic bacteria in plaque.

3.Helps neutralize acid challenges from other internal and external acid
sources.

CONTRAINDICATIONS
RECALDENT™ (CPP-ACP) is derived from milk casein. Do not use this
material on patients with a proven or suspected milk protein allergy
and/or with a sensitivity or allergy to benzoate preservatives.
DIRECTIONS FOR USE
INDICATIONS
a.Prior to and following in-office bleaching.
b. After ultrasonic, hand scaling or root planing
c. Following professional tooth cleaning (P.T.C.).
d. After application of topical fluoride.
e.To provide a topical coating for patients suffering from erosion,
xerostomia or Sjogrens syndrome.
f. During orthodontic treatment.
g.For high risk caries patients.
h.For special needs patients.
In-office application:
|. Custom tray application
Before use rinse the custom tray thoroughly under running water.
Extrude a generous layer of GC Tooth Mousse into the tray and
apply to the upper and / or lower teeth.
Leave the tray undisturbed in the mouth for a minimum of 3 minutes.
Remove the tray.
Instruct the patient to use the tongue to spread the remaining
GC Tooth Mousse throughout the mouth. Instruct the patient to
retain for as long as possible (1- 2 minutes) avoiding expectoration
and delaying swallowing. The longer GC Tooth Mousse and saliva
are maintained in the mouth, the more effective the result.
Ask the patient to expectorate and if possible avoid rinsing. Any
GC Tooth Mousse remaining on the surface can be left to gradually
dissipate. Advise the patient not to eat or drink for 30 minutes
following application.
Any residual GC Tooth Mousse in the tray should be rinsed or
brushed off under running water immediately after use.
.Non tray application:
If necessary, remove any excess saliva on the tooth surface with a
cotton roll or pellet. However, it is NOT necessary to dry the teeth
with compressed air.
. Apply a sufficient amount of GC Tooth Mousse to the tooth surfaces
using an application swab, gloved finger or in difficult interproximal
areas using an Interproximal Tooth Cleaning Brush.
Leave GC Tooth Mousse undisturbed for a minimum of 3 minutes.
Then instruct the patient to use the tongue to spread the remaining
GC Tooth Mousse throughout the mouth. Request the patient to
hold in the mouth for as long as possible (an additional 1 -2
minutes) avoiding expectoration and delaying swallowing. The
longer GC Tooth Mousse and saliva are maintained in the mouth,
the more effective the result.
Ask the patient to expectorate and if possible avoid rinsing. Any
GC Tooth Mousse remaining on the surface can be left to gradually
dissipate. Advise the patient not to eat or drink for 30 minutes
following application.
At home application:
|ll.Day time application after tooth brushing as recommended by a
dental professional
1. Apply a sufficient amount of GC Tooth Mousse to upper and lower
teeth. A pea size amount for each arch is the minimum required
The material should be applied to the tooth surfaces using a clean
dry finger or cotton tip. For difficult areas (between the teeth) use
an Interproximal Tooth Cleaning Brush or dental floss coated with
GC Tooth Mousse.
Leave GC Tooth Mousse on the teeth undisturbed for a minimum of
3 minutes.
. Then use your tongue to spread the remaining GC Tooth Mousse
throughout the mouth. Hold in the mouth for as long as possible
(a further 1 — 2 minutes) avoiding expectoration (spitting out) and
delaying swallowing. The longer GC Tooth Mousse and saliva are
maintained in the mouth, the more effective the result.
. Expectorate thoroughly and if possible avoid rinsing. Any
GC Tooth Mousse remaining on the surface can be left to gradually
dissipate. Do not to eat or drink for 30 minutes following application.
IV Night time application after tooth brushing as recommended by
a dental professional
1. Apply a sufficient amount of GC Tooth Mousse to the upper and
lower teeth. A pea size amount for each arch is the minimum
required. The material should be applied to the tooth surfaces using
a clean dry finger or cotton tip. For difficult areas (between the
teeth) use an Interproximal Tooth Cleaning Brush or dental floss
coated with GC Tooth Mousse.
Leave GC Tooth Mousse on the teeth undisturbed for a minimum of
3 minutes.
Then use your tongue to spread the remaining GC Tooth Mousse
throughout the mouth. Hold in the mouth for as long as possible
(a further 1 — 2 minutes) avoiding expectoration (spitting out) and
delaying swallowing. The longer GC Tooth Mousse and saliva are
maintained in the mouth, the more effective the result.
. Expectorate thoroughly and if possible avoid rinsing. Any
GC Tooth Mousse remaining on the surface can be left to gradually
dissipate overnight. Do not eat or drink for 30 minutes following
application.
FLAVORS
Strawberry, Melon, Vanilla, Mint, Tutti-Frutti

STORAGE
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Mpeaw ynotpe6a, BHuMaTenHo
npoyeTeTe MHCTPYKUUMTE 3a ynotpeba

GC Tooth Mousse™

NOKAJEH KPEM C BUO-HANIMYHN KANLINA 1 ©OCOATU

Ba ynorpeba camo OT CTOMaTON031 3a NpenopbYaHnTe MHAUKaUNK.

Onucanue

GC Tooth Mousse e kpem Ha BOAHa 0CHOBA, Cbabpxkaly RECALDENT ™*
(CPP-ACP: Kazeun ®occhonentup - AMopdeH Kanuues docdcpar). Korato
CPP-ACP ce npunoxu B ycTara, Lie ce CBbpxe KbM Buogunma, nnakara,
6aKTepMMTe. Xugpokcunanaruta u MeKuTe TbKaHu, Kato we ocurypu
61o-AoCTBNHM Kanuuit u docdar.

BaxHo:

Cnionkara nosuiuasa eektusHocTTa Ha CPP-ACP 1 apomarsT e
CcTUMynupa cnioHo-otaensHeTo. Konkoto no-awnro octaHat CPP-ACP u
CrIoHKaTa B ycTaTa, TONKoBa no-eekTUBeH e pesyntara

JlokanHa nacTa, cbAbpXalla 6Mo-4ocTbNHKU Kanuui u hocat

1. OcurypsiBa ONbIHUTENHA 3alLUMTa 33 3b6UTE.

2.Cnomara 3a HeyTpanuaupaHe Ha KUCeNMHHaTa ataka ot aunioreHHUTe
BHakTepuv B nnakara.

3.Cnomara 3a HeyTpanuaupaHe Ha KucenMHHaTa ataka oT ApyruTe BbTpewHu
W BbHLUHU KUCENUHHN U3TOYHUUMN.

KOHTPAUHOUKALIMK

RECALDENT™ (CPP-ACP) ce nobusa ot MneyHus kasenH. He nsnonssaite
TO3W MaTepuan Npu NaUNeHTU C A0Ka3aHa NN NOA03UPaHa anepris KoM
MNEYHN NPOTENHN wvwnu c YYBCTBUTENHOCT UNK aneprus KeM BHeH3oarHu
KOHCEpBaHTH

HACOKW 3A YNOTPEBA

WHOVKALAN

a.Mpeaw v cnen u3bensaxe B kabuHeta

6.Cnen ynTpaseykoBO UMW PbYHO NOYUCTBAHE Ha 3bGEH KaMbK W KIOpeTax Ha
KOpEHOBaTa NOBBLPXHOCT.

B. Cnep knuHnyHa opanta xurvera (K.0.X.).

r. Cnepn nokanka annukauus Ha cnyopua.

A.3a aa ocurypute NOKanHo NOKPUTHUE NPW NALMEHTW CTPaAaLLM OT epo3uns,
KCEPOCTOMUS UMK CUHAPOM Ha Sjdgren.

€. Mo Bpeme Ha OPTOAOHTCKO NedeHue.

X.Mpy NaUMeHTH C BUCOK PUCK OT Kapuec.

3. MpK NALMEHTU CbC CNEUMAnH1 HYKAU.

Knununyxo npunoxexue:

|. Mpunoxexue c MHAMBMAYanNHa NbXxuua

. Mpeau ynotpe6a, 06UNHO U3NNakHeTe MHANBUAYanHaTa NbXMLA NOA
Teyala soaa.

Wactuckaite gocratbuHo konudectso GC Tooth Mousse B nbxuuara u
nocTaseTe BbpXy OPHATE U / K AONHUTE 3b6U.

OcraseTe Nbxuuara B ycrata 3a MUHUMYM 3 MUHYTU.

OtcTpaHeTe nbxuuara.

VIHCTPYKTHpaiiTe naumeHTa Aa U3nonaea eauka cv, 3a 1a pasHece
octananuat GC Tooth Mousse B ycrata. UHCTpykTupaiTe nauveHTa aa
3anasu, KONKOTo MOXe No-AbNro (1-2 MUHYTK), KaTo U3bBsrea U3nnoBaHe
Ce Bb3IbPXM OT NpernbliaHe. KonkoTto no-Awbnro ce 3agbpxar

GC Tooth Mousse u cnioHKkaTa B ycTata, Tonkosa no-ehekTuseH e
pesynrara,

MomoneTe nauveHTa Aa U3nnioe 1, ako e Bb3MOXKHO, Aa Ce Bb3AbPXKM OT
nannakeaHe. Ako uma octatbuu ot GC Tooth Mousse, Moxe Aa ce ocTasi
nocTenexHo aa ce pascee. MocbBETBaNTE NAUMEHTa Aa He sae Uk nue
30 MUHYTU Cnef NPUNOXeHHe.

Ocrarbuute ot GC Tooth Mousse B uHAMBMAYanHaTa Nbxuua Tpsadea aa
Ce M3nnakHaT uNu u34eTkar noA Tevalla Boaa BeaHara cnep ynotpe6a.
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1.n 6Ge3 nbXuua:

AKO & HeoBXOAMMO, OTCTPaHETE U3NULIHATA CAIOHKA OT 3bGHaTa
NOBbLPXHOCT C NamyyeH Tyncep unu ponka. HE E Heobxoaumo, aa
3vbuUTe C CTpysA.

HaHecete goctarbyHo konuyectso ot GC Tooth Mousse Bbpxy 3b6HUTE
NOBLPXHOCTY, N3NON3BaNKN MapNs, NPLCT B PbKasuLa, a B TPyaHUTE
anpokcuManHu oGnacTi — Ype3 YETKK 3a NOYUCTBAHE Ha
MHTEPAEHTANHUTE NOBLPXHOCTH.

Ocrasete GC Tooth Mousse Heobe3nokossaH B yctata 3a MUHUMYM 3
MUHYTH.

. Cnep ToBa HakapaiiTe NauMeHTa Aa U3non3sa esuka Cu, 3a Aa pascrene
octaHanus GC Tooth Mousse u3 uanara ycra. HCTpykTupaiTe
nauueHTa, Aa 3anasm KOKoTo MoXe No-Abnro (1-2 MuHyTH), kaTo uabsirea
M3NMioBaHe u Ce Bbabpxa oT npernblyaqe. Konkoto no-aunro ce
3aabpxat GC Tooth Mousse u cnioHkaTa B ycrara, Tonkosa
no-eekTueeH e pesyntara.

HaKapame nauveHTa aAa uannioe OCTaHaNUAT Ha NOBbPXHOCTTa

GC Tooth Mousse. Ako umMa octatbum oT GC Tooth Mousse, Moxe aa ce
0CTaBM NOCTENEHHO A1a ce pacee. MocbeeTsaliTe NauveHTa aa He sae
vnu nue 30 MUHYTU Cnea NPUNoXeHne.
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[loMawHo npunoxeHue:
|1l iHeBHO NpunoxXexue, cnea n3yeTkBaHe Ha 3LOMUTe, KaKTo €
npenopbLYaHo OT cTomMaTonor
1. HaHeceTe focTaTbyHO Konuyectso oT GC Tooth Mousse Bbpxy ropHuTe 1
[0NHUTE 3b6W. KONMYECTBO, KOMKOTO rPaxoBO 3bPHO € MUHMMATHOTO
HeobxoaMmo 3a Besika 3b6Ha Abra. MatepuansT Tpabsa Aa ce HaHece
BbPXY 3bOHUTE NOBBLPXHOCTH, M3NON3BANKMA YUCT U CyX NPBLCT MK
namyuye. B TpyaHuTe obnactu (Mexay 3ubute) uanonssante
WHTEpPAEHTANHN YETKU UNK KOHUM 3a 3b6w, nokputu ¢ GC Tooth Mousse.
. Ocrasete GC Tooth Mousse Heo6e3nokosBaH BbpXy 3bOUTE 3a MUHUMYM
3 MUHYTH.
Cﬂe/:l TOBA, U3NON3BaNKKN €3uKa CH, pascrenete octaHanusa
GC Tooth Mousse 13 usanara ycta. 3aapbXTe KONKOTO MOXe No-Abnro
(noHe 1-2 MUHYTH), KaTo n3bsIrBaTe U3NNIOBaHe U Ce Bb3abpKaTte oT
npernbliate. Konkoto no-abnro ce 3agbpxar GC Tooth Mousse u
CfiloHKaTa B ycTara, Tofnkosa no-ehekTuBeH e pesynrara.
. MannionTe, Ho He uannaksanTte. Ako uma octarbum ot GC Tooth Mousse,
MOXe /1a rv 0CTaBuTe NOCTENEHHO Aa ce pascenT. He sxTe uny nuite 30
MWHYTU Cnej NpUNoXeHue.
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I\VHowHO npunoxexue, cnea n3yeTkBaHe Ha 3b6UTe, KaKTo €

npenopbYaHo OT cToMaTonor

1. Hanecete goctarbyHo konuyectso ot GC Tooth Mousse Bbpxy ropHute
AonHute 3b6u. Konuuectso, KonkoTo rpaxoBo 3bPHO € MUHUMANHOTO
HeobxoAuMo 3a Besika 3bbHa Abra. MatepuansT Tpsbea aa ce HaHece
BbPXY 3LOHUTE NOBBLPXHOCTM, M3NON3BANKM YUCT U CyX NPBLCT MK
namyuye. B TpyanuTe obnactu (Mexay 3bbute) usnonspainte
WHTEPAEHTANHM YETKU MW KOHUM 3@ 366U, nokpuTu ¢ GC Tooth Mousse.

2. Ocrasete GC Tooth Mousse Heo6e3nokosBaH Bbpxy 3b6UTe 3a MUHUMYM




Recommended for optimal performance, store in a cool dry low humidity
area away from direct sunlight (8-25°C; 46.4-77.0°F).
PACKAGES
Tube containing 40g (35mL)
1. Assorted Package
10 x 40g (2 each of Strawberry, Melon, Vanilla, Mint, Tutti-Frutti)
2.Single Flavor Package
10 x 40g in each flavor
Vanilla, Strawberry, Melon, Tutti-Frutti, Mint
3. Refill Package
1 x 40g tube in each flavor
NOTE
GC Tooth Mousse with its unique CPP-ACP formulation was developed
at The School of Dental Science, The University of Melbourne Victoria
Australia.
*RECALDENT is a trademark used under licence. CPP-ACP technology
has related patents or patents pending in Australia, NZ, Europe,
Canada, and USA.
CAUTION
1. Always replace cap after use and remove any residual paste or
moisture around the tube neck or inside the cap.
2.In case of contact with eyes, flush immediately with water and seek
medical attention.
3.1n case of spillage on clothes, wash off with water.
4.1f any angioedema symptoms are experienced, this may indicate
sensitivity or allergy to the benzoate preservatives, or to some other
component of the product such as a flavoring agent. In this event,
discontinue the use of the product and refer to a physician.

Some products referenced in the present IFU may be classified as
hazardous according to GHS. Always familiarize yourself with the
Safety Data Sheets available at:

http://www.gceurope.com/

They can also be obtained from your supplier.
Last revised : 06/2018
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MANUFACTURED BY

GC AMERICA INC.

3737 West 127th Street, Alsip, IL 60803 U.S A
DISTRIBUTED BY

GC AMERICA INC.

3737 West 127th Street, Alsip, IL 60803 U S A

TEL: +1-708-597-0900

GC CORPORATION

76-1 Hasunuma-cho, Itabashi-ku, Tokyo 174-8585, Japan

EU: GC EUROPE N.V.
Haasrode-Leuven 1240, Inter
B-3001 Leuven, Belgium TEL: +32 16 74 10 00
GC ASIA DENTAL PTE. LTD.
11 Tampines Concourse, #03-05 Singapore 528729
TEL: +65 6546 7588

GC AUSTRALASIA DENTAL PTY. LTD.
1753 Botany Rd, Banksmeadow, NSW 2019, Australia
TEL: +61 2 9301 8200

PRINTED IN THE USA

T TR TINETTIAEN WAy 9EUTITE ol i ym
3 MUHYTU.

3. Crieq ToBa, M3MON3BAiik €3uka ci, pacTenete OCTaHanus

GC Tooth Mousse u3 usinara ycra. 3aapbKTe KOMKOTO MOXe No-abAro

(noHe 1-2 MuHYTH), kaTo n3bsareate UanntoBaHe u ce Bb3bpXare ot

npernbuade. Konkoto no-awnro ce 3agbpxar GC Tooth Mousse u

CrlloHKaTa B ycTara, Tonkoea no-ebekTUBeH e pesynTara.

WannioitTe, Ho He uannaksaitte. Ako uma octatbuym ot GC Tooth Mousse,

MOXe [ja rv OCTaBuTe NOCTENEeHHO Aa Ce pa3cesT npes HowTa. He skTe

vnu nuite 30 MUHYTK Cnea NpuNoxeHue.

>

APOMATU
Aropa, Menew, Banunus, Menta, Tytu-OpyTti

CbXPAHEHUE

3a onTumanta eeKTUBHOCT e npenopwbuMTenHo, CbxpaHssaiite Ha xnagHo
1 CyXO MSICTO C HUCKA BIIXHOCT, Aaney OT AUPEKTHa CbHYeBa CBeTNUHA
(8-25°C; 46,4-77,0°F).

OMAKOBKU
Ty6a cvabpxatia 40g (35mL)
1. AcopTy onakoska
10 x 40g (no 2 ot Arona, Munew, Banunus, MewTa, Tytu-dpyTu)
2. OnakoBKa OT eauH apomar
10 x 40g ot Banunus, Aroga, Menew, Tytu-®Opyti, Mexta
3. [lOMbAHUTENHY ONaKoBKU
1 x 40g Ty6a oT BCeku apomar

3ABENEXKA

GC Tooth Mousse ¢ Heroara yHukanHa copMyna e paspaboreH B
Cromartonorudnus dakynet Ha Yhusepcutera 8 Men6bpH, Buktopusi,
AscTpanusi.

"RECALDENT e Tbproecka Mapka uanonasata nog nuuens. CPP-ACP
TeXHOMNOrusiTa € CBbp3aHa C NaTeHTU U NaTeHTHW npasa B AsCTpanus, H3,
Espona, Kanaaa u CALL,.

BHUMAHUE

1. Bunaru noctassiiTe kanadkara cneq ynotpe6a 1 oTcTpaHsisaiTe ocTarbuute
OT NacTa OKOfo 0TBOpa Ha TybaTa Unu BbB BLTPELLHOCTTA Ha Kanadkara.

2.B cnyvait Ha KOHTaKT C 04uTe, NPOMMIATE He3abaBHO C BOAA U NOTbpCeTe
nekapcka NomoL.

3.Mpu nonaaaHe BbLPXY Apexu, OTMUIATE C BoAa.

4. AKO Ce NPOSIBAT CUMNTOMM Ha aHrMoeAeMm, TOBa MOXE A3 e CUrHan 3a
HYBCTBUTENHOCT UK aneprus KbM 6EH30aTHUTE KOHCEPBAHTH, UMK KbM
HAKOS OT pyruTe CLCTaBKM Ha NPOAYKTA, KATO apOMaTU3MPALLIUTE areHTH.
B Takbe cnyuait, npekpartete ynotpebara Ha npoaykta u notbpcete
nekapcka nomoLl.

Hsikou npoaykTu, cnomeHaty 8 HacTosiwara U3Y morat na 6vaar
KnacucuLmpanu kaTo onacHu cbrnacHo GHS. BuHaru ce
3ano3HasanTe ¢ MHPOPMALMOHHUTE NUCTOBE 3a 6E30NACHOCT,
Hanu4Hu Ha:

http://www.gceurope.com/

Te cblo moraT Aa 6bAaT NopbYaHk oT Bawms AoCTaBumK.
MocnepHa pepakums : 06/2018



