the instructions for use.
GC Ml Paste Plus™

TOPICAL CREME WITH CALCIUM, PHOSPHATE AND FLUORIDE

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

DESCRIPTION

GC MI Paste Plus is a water based creme containing RECALDENT™ *
(CPP-ACP: Casein Phosphopeptide-Amorphous Calcium Phosphate) with
incorporated fluoride. The level of fluoride is 0.2% w/w (900ppm), which
approximates that in adult strength toothpastes. When CPP-ACP is
applied in the oral environment, it will bind to biofilms, plaque, bacteria,
hydroxyapatite and soft tissue localising bio-available calcium, phosphate
and fluoride.

IMPORTANT:

Saliva will enhance the effectiveness of CPP-ACP and the flavor will help
stimulate saliva flow. The longer CPP-ACP and saliva are maintained in
the mouth, the more effective the result.

A topical paste ining bi i and

fluoride

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

Casein phosphopeptides are 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.Following in-office bleaching procedures

b. After ultrasonic, hand scaling or root planing.

c. Following professional tooth cleaning (P.T.C.).

d. Hypersensitivity prevention and control.

e.As an alternative means of applying fluoride topically in children aged 6
and above.

f. During orthodontic treatment.

g.For high risk caries patients

h.To provide a topical coating for patients suffering from erosion, xerostomia
or Sjégrens syndrome.

i. For special needs adult patients.

In-office application:
|. Custom tray application
1.Before use rinse the custom tray thoroughly under running water.
2.Extrude a generous layer of GC MI Paste Plus into the tray and apply
to the upper and / or lower teeth.
3.Leave the tray undisturbed in the mouth for a minimum of 3 minutes.
4.Remove the tray.
5.Instruct the patient to use the tongue to spread the remaining GC MI
Paste Plus throughout the mouth. Instruct the patient to retain for as
long as possible (another 1- 2 minutes) avoiding expectoration and
delaying swallowing. The longer GC MI Paste Plus and saliva are
maintained in the mouth, the more effective the result.
6.Ask the patient to expectorate thoroughly and if possible avoid rinsing.
Any GC MI Paste Plus remaining on the surface can be left to gradually
dissipate. Advise the patient not to eat or drink for 30 minutes following
application.
7.Any residual GC Ml Paste Plus in the tray should be rinsed or brushed
off under running water immediately after use.

. Non tray application:

1.1f 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

2.Apply GC MI Paste Plus to the tooth surfaces using an application
swab, gloved finger or in difficult interproximal areas using an
Interproximal Tooth Cleaning Brush.

3.Leave GC MI Paste Plus undisturbed for a minimum of 3 minutes.

4.Then instruct the patient to use the tongue to spread the remaining
GC MI Paste Plus 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 MI Paste Plus
and saliva are maintained in the mouth, the more effective the result

5.Ask the patient to expectorate thoroughly and if possible avoid rinsing
Any GC MI Paste Plus 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:

Ill. Day time application after tooth brushing as recommended by a

dental professional

1.Apply a sufficient amount of GC MI Paste Plus 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 M Paste Plus.

2.Leave GC MI Paste Plus on the teeth undisturbed for a minimum of
3 minutes.

3.Then use your tongue to spread the remaining GC Ml Paste Plus
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 Ml Paste Plus and saliva are
maintained in the mouth, the more effective the result.

4.Expectorate thoroughly and if possible avoid rinsing. Any GC Ml Paste
Plus remaining on the surface can be left to gradually dissipate. Do not
eat or drink for 30 minutes following application.

IV. Night time application after tooth brushing as recommended by a
dental professional
Note:
The overnight use is especially recommended for high-risk adult patients,
but not recommended for children under 12

1.Apply a sufficient amount of GC MI Paste Plus 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 Ml Paste Plus

2.Leave GC MI Paste Plus on the teeth undisturbed for a minimum of
3 minutes.

3.Then use your tongue to spread the remaining GC MI Paste Plus
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 MI Paste Plus and saliva are maintained in the mouth, the
more effective the result.

4.Expectorate thoroughly and if possible avoid rinsing. Any GC MI Paste
Plus 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
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

Mpeaw ynotpeba, BHumarenHo
npoyeTeTe UHCTpyKuuuTe 3a ynoTpeba

GC Ml Paste Plus™

NOKANEH KPEM C KANUMI, ®OCOAT U ®NYOPUA

3a ynotpe6a camo OT CTOMAToN031 3a NPenopbyaHuTe UHAMKALMA.

OMNUCAHUE

GC MI Paste Plus e kpem Ha BogHa ocHOBa, Cbabpxkall RECALDENT ™*
(CPP-ACP: Kazeun ®occhonentug - AMopdeH Kanuves ®ocdo) ¢ BroHeH
®nyopua. Konuyectsoto Ha nyopuaa e 0,2 06.% (900ppm), koeTo
oTroeapsi, NpUBNN3NTENHO Ha ToBa B NacTUTe 3a 3b6u 3a Bb3pacTHU. Korato
CPP-ACP ce npunoxu B ycrara, Lie Ce CBbpXe kKbM 6uocunma, nnakara,
ﬁanepwwre. XUApOKCMNanaTuTa n MeKUTe TbKaHu, KaTo e ocurypu
610-A0CTBNHM Kanuuia, docdat u hnyopua.

BAXHO:

CnioHkaTa nosuwasa ecbektusrHocTTa Ha CPP-ACP 1 apomatsT we
CTUMynupa cnioHo-oTAensHeTo. Konkoto no-abnro octaHat CPP-ACP n
CNIOHKara B ycrara, Tonkosa no—eq)ermaen € pesynrara.

TNokanHa nacTa, cbAbpXalla 6Mo-[40CTbNHM Kanuun, ocdar u

¢hnyopua

1. OcurypsiBa AOMBHUTENHA 3alwmTa 3a 3ubuTe.

2. Cnomara 3a HeyTpanuaupaHe Ha KUCeNuHHaTa ataka OT auuAoreHHUTe
6akTepum B nnakara.

3. Cnomara 3a HeyTpanuaupaHe Ha KUCenMHHaTa ataka oT ApyruTe BbTpelHn
N BbHLWHU KMCENUHHU U3TOMHUL.

KOHTPAUHAMKALUU

KaseuH ®occhonentuaa ce 4061Ba OT MNEYHNA Ka3enH.

He nanonagaite 1031 Matepuan npu NauMeHTy ¢ okasaHa uiv nogosupaqa
aneprus KbM MIIEYHU NPOTEUHIA WM C HYBCTBUTENHOCT UMW aneprus Kbm
BHeH30aTHU KOHCepBaHTH.

HACOKW 3A YNOTPEBA

WHOWKALUK

a. Cnep npouenypw 3a usbensawe B kabuera.

6. Crieq ynTpassykoBO N PbYHO NOYMCTBAHE Ha 3b6eH KaMbK 1 KIopeTax Ha
KOpEHOBaTa MOBLPXHOCT.

8. Cnea knuHnyHa opanta xurvena (K.0.X.).

r. MpenoTepaTsBaHe 1 KOHTPOI Ha CBPbXHYBCTBUTESNHOCT.

A. Karo anTepHariea Ha MECTHO npunoxerue Ha dryopua Npu aeua Hag 6 roauHn.

€. Mo Bpeme Ha OPTOLIOHTCKO NeveHue.

.MpY NALMEHTY C BUCOK PUCK OT Kapuec.

3. 3a 1a OCUrypuTE NOKANHO NOKPUTME NPU NALMEHTU CTPaJaLLM OT epoaus,
KCEPOCTOMUS UNN CUHAPOM Ha Sjogren.

. MpY BL3PACTHM NALMEHTU CbC CTIELMANHIN HYKAN.

KnuHunyHo npunoxenue:
|. Mpunoxexue ¢ UHAUBMAYaNHa NbXxuua

1.Mpeau ynotpe6a, 06WUNHO 3nnakHeTe HAMBMAYanHaTa Nbxuua noa
Tevauia Boaa.

2.W3cTuckaitte goctatbuHo konudectso GC Mi.Paste Plus 8 nbxuyata u
nocTaseTe BbpXy fOPHUTE U / UM AONHUTE 366K

3.Ocrasete B ycTata 3a yM 3 MUHYTW.

4.0T1cTpaHeTe nbxuuara.

5.MIHCTPYKTUpaiiTe NauneHTa Aa u3nonasa eavka cu, 3a 1a pasHece
octaHanata GC Ml Paste Plus B yctata. MHCTpyKTUpaiTe nauvexTa aa
3anasm, KONIKOTO MOXe Mo-Abiro (owe 1-2 MuHyTH), kaTo n3bsrea
n3nNNBaHe N ce Bb3AbPXWU OT NpernbulaHe. Konkoto no-Awvnro ce
3aabpkat GC M Paste Plus v criioHkaTa B ycrara, Tonkosa no-egektuseH
e pesynrara.

6.HakapaiiTe nauueHTa Aa U3NMe 1, ako € Bb3MOXHO, Aa Ce Bb3AbPXM
oT u3nnaksaxe. Ako uma octatbum ot GC MI Paste Plus no
NOBbLPXHOCTTE, MOXE Aa Ce OCTasu NOCTENEeHHO Aa ce pa3scee.
MocbeeTsaiTe nauneHTa aa He age unu nue 30 MUHYTV cnea
npunNoxeHue.

7.0ctarbuute ot GC MI Paste Plus B uHausuayanHarta nexuua tpabsa
[ia ce u3nnakHaT UK Ua4eTkar Noz Tevalla Bojja BeaHara cnep ynotpeba.

11.Np 6e3 nbxuua:

1.AKO & HeOGXOAMMO, OTCTPaHETE U3NULLIHATa CIOHKa OT 3bBHaTa
NOBBLPXHOCT C NamyyeH Tyndep unu ponka. HE E Heobxoaumo, na
nocywasare 3b61UTe C Bb3AylHa CTPys.

2.HaneceTe GC MI Paste Plus Bbpxy 3b6HUTE NOBLPXHOCTY, M3N0N3BaNKkN
Mapnsi, NPLCT B Pbkasuua, a B TPYAHUTE anpokcumankm obnactv — Ypes
YETKM 33 NOYMCTBAHE HA UHTEPAEHTANHUTE NOBLPXHOCTU.

3.0crasete GC MI Paste Plus HeoBe3nokosiBaHa B yctata 3a MUHUMYM 3
MUHYTW.

4.Cnep ToBa HakapaitTe nauueHTa ja u3nonasa eavka cu, 3a aa pacrene
ocraHanata GC M| Paste Plus u3 uanara ycra. UHcTpykTupante
nauueHTa, Aa 3anasu KonkoTo MOXe No-AbAro (AoNbAHUTENHo 1-2
MUHYTH), KaTo M3BArBa U3NMIOBaHE 1 Ce Bb3abpXa OT NpernbluaHe.
Konkoto no-agwnro ce 3agbpxar GC Ml Paste Plus v cnioHkara B yctara,
TOMNKOBA No-ehekTuBeH e peayntara.

5.HakapaiTe nauveHTa aa U3nnioe U, ako e Bb3MOXHO, Aa Ce Bb3Abpku
oT u3nnaksaHe. Ako uma octarbum ot GC Mi Paste Plus, moxe aa ce
OCTaBW NocTeneHHo Aa ce pascee. MocbseTsaiTe NauneHTa aAa He sae
vnu nue 30 MUHYTW Crea NpPUNoXeHue.

[AomalwHo npunoxeHue:

IIl. AHeBHO cnea w
npenopbYaHo OT cTomaronor

.HaneceTte pocratbuHo konuyectso ot GC MI Paste Plus 8bpxy ropHute

n gonHute 3b6u. KonuuecTtso, KONKoTo rpaxoBo 3bPHO € MUHUMANHOTO

HeobxoanMo 3a Beska 3bbHa Abra. MatepuansT TpsibBa Aa ce HaHece

BbpXY 3bOHUTE NOBBLPXHOCTY, U3MNON3BAIKN YNCT U CyX NPBCT UNn

namyye. B Tpyanute obnactu (mexay 3vbute) usnonssaire

VHTEPAEHTAIHN YETKN UMW KOHUM 3a 3661, nokputn ¢ GC MI Paste Plus.

2.Ocrasete GC MI Paste Plus HeoGeanokossaHa Bbpxy 3boute 3a
MUHUMYM 3 MUHYTU.

3.Cnepn ToBa, M3NON3Banku e3vka cu, pasctenete octaHanarta GC Mi
Paste Plus u3 usinata ycra. 3aapbXTe KOfkoTo MOXe no-4baro (owe
1-2 MUHYTK), kKaTo u3bsreate U3NNIOBaHE 1 Ce Bb3AbpXaTte OT
npernblade. Konkoto no-avnro ce 3aabpxat GC MI Paste Plus
CfIlOHKaTa B ycTaTa, Tonkosa no-ecekTUBeH e pesyntara.

4.W3nnioitTe, HO He uannaksaiTe. Ako uma octatbum ot GC MI Paste
PlUS, MOXe [ia r'm ocTaBuTe NOCTEeNEeHHO Aa Ce pa3CcenT. He sxTe unun
nuite 30 MUHYTU CNea NPUNOXEHNe

Ha 3b0UTe, KakTo e

IV. HowHo cneg w: Ha 3b0UTe, KaKkTo e
npenopbLYaHo OT CToMaTonor
3abenexka:

HOLLHOTO NPUNOXEHNE e CneuranHo NPenopbYaHo NPU Bb3PacTHN
naumMeHTU C BUCOK PUCK, HO He ce npenopbyBa Npu Aeua nog 12 roauuu.
.HaneceTte pocraTbuHo konuuectso ot GC MI Paste Plus 8bpxy roprute
W gonHute 3b6u. Koanecmo, KOSIKOTO rpaxoBo 3bpPHO € MUHUMAanHOTO
HeobxoanMo 3a Beska 3bbHa aAbra. MatepuansT TpsibBa aa ce HaHece
BbPXY 3bOHUTE NOBLPXHOCTY, U3MNON3BAMKN YNCT U CyX NPBCT UNn
namyuye. B Tpyanute obnactu (Mexay 3v6ute) uanonssaite
VHTEepAEHTArHN YETKN UK KOHLM 3a 3661, nokputn ¢ GC MI Paste Plus
2.0crasete GC MI Paste Plus Heobe3nokosisaHa Bbpxy 3bbute 3a
MUHUMYM 3 MUHYTW.
3.Cnen ToBa, M3NoN3Bankv eavka cu, paacrenere octaHanara GC MI
Paste Plus 13 usnara ycra. 3aapbXTe KOfkoTo MoXe Mno-Abiro (owe
1-2 MUHYTW), KaTo u3BArBaTe M3NMIOBaHE W Ce Bb3abpXare o1
npernbuiaxe. Konkoto no-awnro ce 3agbpiar GC MI Paste Plus n
CrnioHKaTa B ycTara, Tonkosa no-edheKTuseH e pesynrarta.
4.W3nnioitTe, HO He uannaksaitTe. Ako uma octatbum ot GC MI Paste
Plus, MOXe Aa v ocTaBuTe NOCTErNeHHO Aa ce pa3cesT npes Howa. He
KTe unu nuirTe 30 MUHYTW Cnea NPUNoXeHue.

APOMATU
SAroaa, Menew, Banunus, MenTa, Tytn-®pyti

CBbXPAHEHUE
3a ontumanHa eeKTUBHOCT € NPenopbYUTENIHO, CbXpaHaBauTe Ha
XNaaHo U Cyx0 MACTO C HUCKA BNAXHOCT, Aaney OT AUpeKTHa CcnbHYeBa



NOTE

GC MI Paste Plus 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 the cap after use and remove any residual paste or
moisture around the tube neck or inside the cap.

2.1tis not recommended to use GC MI Paste Plus on patients under the age of 6.
3.The overnight at home application is not recommended for children under 12.

4.In case of contact with eyes, flush immediately with water and seek
medical attention.

5. In case of spillage on clothes, wash off with water.

6. If 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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ceeTnMHé.(él-'é? 6,5—77.0°FI
OMAKOBKU
Ty6a ceabpxatua 40g (35mL)

1.AcopTu onakoBka

10 x 40g (no 2 ot HAropa, Mbnew, Banunus, Mexta, Tytu-OpyTn)
2. OnakoBka OT eavH apomart

10 x 40g ot Banunus, Arona, Menew, Tytn-®pytn, MeHTa
3. [lonbnHUTENHN OnakoBKkn

1 x 40g Ty6a oT BCekn apomat

3ABEJIEXKA

GC Ml Paste Plus ¢ Herosata yHukanHa CPP-ACP ¢dopmyna e paspaboteH
Cromaronoruynua Gakyntet Ha YHusepcuteta B Men6bpH, Buktopus, B
Asctpanus. *RECALDENT e TbproBcka Mapka uanonssaHa nog nuueHs.
CPP-ACP TexHonorusta e cBbp3aHa C NaTeHTU U NaTeHTHU Npasa B
Asctpanus, H3, Espona, Kanaga n CALL

BHUMAHUE

1.BuHaru noctassiTe kanavkata cneg ynorpeba u otctpaHsisanTte
ocTaTbuuTe OT NacTa OKono oTBopa Ha TyﬁaTa Unu BbB BbTpeLHoCTTa
Ha Kanaukara. :

2.He ce npenopbuBa Aa nanonseate GC Ml Paste Plus npu nauveHTu nog
6 roauHu.

3. HowHOTO AOMaLLHO NPUNOXeHUe He ce NpenopbyBa Npu Aeua noa 12
roAvHM.

4.B cnyyaii Ha KOHTaKT C 041Te, NPOMUITE HesabasHo C Boja 1
NoTbLPCETE NeKkapcka NnomoLl.

5.Mpu nonapaHe BbpXy Apexu, OTMUIATE C BOAA.

6.AKO Ce NPOSIBAT CUMNTOMM Ha aHrMOeJeM, TOBa MOXe fa € CUrHan 3a
UyBCTBUTENHOCT UNW aneprus KbM 6E€H30aTHUTE KOHCEPBAHTM, NN KbM
HAKOS OT [Ipyr1Te CbCTaBKM Ha NPOAYKTA, KaTo apOMATU3MPALLMTE areHTu.
B TakbB cnyuaii, npekpatete ynotpe6ara Ha npogykTa u notbpceTe
Jnekapcka nomou.

Hsikon npoaykTu, cnomeHaTn B Hactoswara U3Y morat aa 6baart

Knacuuumpann kato onacHu cbrnacHo GHS. Bunaru ce

3ano3HaBauTe C VIH(bOpMaLlVIOHHMTe nucTose 3a besonacHocT,

HanuyHu Ha:

http://www.gceurope.com/

Te cbujo morat Aa 6baaT nopbYaHu oT Bawus goctaBumk.
Mocnepaxa pepakuyus : 06/2018



