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GC Tooth Mousse

TOPICAL CREME WITH BIO-AVAILABLE CALCIUM AND
PHOSPHATE

For usa by o under the aupenvision of & dental pr
Indications.

Description

GC Tooth Mousse is a water based creme MRECA LDENT™*

(CPP-ACP. Cassin Phosphopeptice — Al Calcium Phosphate). When

cwwwswhmwm it will bind 1o biofims, plaque,
bactera, hydroxyapatiie and soft tissue localsing bio-avalable calcum and

phosphate GC Tooth Mousse is lacioss free.

Important:

Saliva wil enhance he effectiveness of CPP-ACP and he favour will heip
stimuate safiva flow. The longer CPP-ACP and saliva are maintsined in he
mouth, the more eflective the resut.

A topical paste and

bacteria in placue.
3. Heips neutralze acd chalienges rom ofher Nlermal and extermal ackd SOUrces.

IDICATIONS
RECALDENT™ (CPP-ACP) is derived from milk cassin. Do not use this material
on paients with & proven of suspectisd mik protein allergy sndior with a
senslivity o allergy 10 Derzoate preservatives.

2 Extrude a genercus layer of GC Tooth Mousse info the tray and apply 10 the
upper and /or lowes teeth.

3 Leave he ray undisturbed in the mouth for a minimum of 3 minutes.

4 Remove he Yay.

S Instruct the patient 10 Use the ongue 1O spread the remaining GC Tooth

swallowing.
The longer GC Tooth Mousse and saliva are maintainad in the mouth, he
more eflective the resut.

6 Ask the patient 10 expaciorate and I possibie avoid rinsing. Any GC Tooth
Moussa remaining on the surface can be left to gradually dissipate. Advise the
patient not 10 eal or drink for 30 minutes.

7.Any residual GC Tooth Mousse in the Yy shoukd be rinsed or brushed off
under running water Immediately after use.

4. Expectorate thoroughly and If possitie avoid rinsing. Any GC Tooth Mousse
remaining on the surface can be left 1o gradually dissipate Do not to eat or
drink for 30 minutes following spplication

IV Night time aher tooth T ded by a dental

professional
1. Apply a sufficent amount of GC Tooth Mousse 10 the Lpper and lower teeth. A
pea size amount for each arch is the minknum required. The material should
be spplied 1 the tooth surfaces using a clean ary finger or cotion tip. For
Aficult sreas (Detween the m)wmwrmm&w
or dental floss coated with GC Tooth
ZLMG:TO&'MOOMMMBI minimum of 3
minutes.
3. Then uss your tongue 10 spread the remaining GC Tooth Mousse throughout
the mouth. Hold In the moum for as long as possitle (a further 1 - 2 minues)
avoiding expectonsion (spiting out) and delaying swalowing. The longer
GC Tooth Mousse and salva are maintained in the mouth, the more effective
the resut.
4. Expectorate thoroughly and If possitie avoid rinsing. Any GC Tooth Mousse
remaining on the surface can be lefl 1o gradually dissipate overnight. Do not
aat or drink for 30 minutes following applcaton.

FLAVOURS
Strawberry (S), Melon (M), Vanila (V), Mint (1), Tuts-Frult (T)
Nots

S MV, 1and T in parentheses are ablreviations for each flavour.
These abbreviations are marked on the tubes after ot numbers 10 show the

Strawberry

Swore I a cool dry low humidity area away rom direct suniight (8-25°C)
(46.4-77.0°F).
(Shell ife: 2 years from date of manutacture)

PACKAGES

Tube containing 40g (35mL)

1. Assortment

10 x 409 tubes (2 each of Srawberry, Meion, Vanila, Mint, Tutl-Fruts)
Package

2 Refil
1 x 40g ube

NOTE

GCTommmhmnCPPAG’lam mum
Schodl of Dertal Sciencs, The University of Melboume Victoria Aut

"RECALDENT Is a tradermark used under licence. @PAC}MM
related patents or patents pending in Australa, NZ, Euope, Canada, and USA.

CAUTION
1. Aways repiace cap afer use and remove any residual paste of moisture
around the tube neck or inside the cap.
2 nmawmmhmwmmmmw
alertion
3 hamoltphooonm -uhcllmm
L this Indicate

1)
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CONSORT 2010 checklist of information to include when reporting a randomised trial*

Item Reported
Section/Topic No Checklist item on page No
Title and abstract
1a Identification as a randomised trial in the title
1b  Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for
Introduction
Background and 2a  Scientific background and explanation of rationale
objectives 2b  Specific objectives or hypotheses
Methods
Trial design 3a  Description of trial design (such as parallel, factorial) including allocation ratio
3b  Important changes to methods after trial commencement (such as eligibility criteria), with reasons
Participants 4a  Eligibility criteria for participants
4b  Settings and locations where the data were collected
Interventions 5  Theinterventions for each group with sufficient details to allow replication, including how and when they were
actually administered
Outcomes 6a  Completely defined pre-specified primary and secondary outcome measures, including how and when they
were assessed
6b  Any changes to trial outcomes after the trial commenced, with reasons
Sample size 7a  How sample size was determined
7b  When applicable, explanation of any interim analyses and stopping guidelines
Randomisation:
Sequence 8a  Method used to generate the random allocation sequence
generation 8b  Type of randomisation; details of any restriction (such as blocking and block size)
Allocation 9  Mechanism used to implement the random allocation sequence (such as sequentially numbered containers),
concealment describing any steps taken to conceal the sequence until interventions were assigned
mechanism
Implementation 10  Who generated the random allocation sequence, who enrolled participants, and who assigned participants to
interventions
Blinding 11a  If done, who was blinded after assignment to interventions (for example, participants, care providers, those
CONSORT 2010 checklist Page 1
assessing outcomes) and how
11b  If rel iption of the similarity of interventions
Statistical methods 12a  Statistical methods used to compare groups for primary and secondary outcomes
12b Methods for additional analyses, such as subgroup analyses and adjusted analyses
Results
Participantflow (a  13a  For each group, the numbers of participants who were randomly assigned, ived intended and
diagram is strongly were analysed for the primary outcome
recommended) 13b For each group, losses and exclusions after randomisation, together with reasons
Recruitment 14a Dates defining the periods of recruitment and follow-up
14b  Why the trial ended or was stopped
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group
Numbers analysed 16  For each group, number of participants (denominator) included in each analysis and whether the analysis was
by original assigned groups
Outcomes and 17a  For each primary and secondary outcome, results for each group, and the estimated effect size and its
estimation precision (such as 95% confidence interval)
17b  For binary outcomes, presentation of both absolute and relative effect sizes is recommended
Ancillary analyses 18  Results of any other analyses performed, including subgroup ly and adjusted analyses, distinguishing
pre-specified from exploratory
Harms 19  Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms)
Discussion
Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of ly
Generalisability 21 Generalisability (external validity, applicability) of the trial findings
Interpretation 22 Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence
Other information
Registration 23  Registration number and name of trial registry
Protocol 24  Where the full trial protocol can be accessed, if available
Funding 25 _ Sources of funding and other support (such as supply of drugs), role of funders
*We strongly reading this in with the CONSORT 2010 and El; for imp larifications on all the items. If relevant, we also
recommend reading CONSORT for cluster rand d trials, ity and equival trials, ph logical herbal inter . and ic trials.
Additional ions are forthcoming: for those and for up to date relevant to this checklist, see www.c rt-st Lorg
CONSORT 2010 checkiist Page 2

VYA



	01
	02
	03
	04
	05



