CLINPRO TOOTH CREME- sodium fluoride paste, dentifrice
3M ESPE Dental Products

Drug Facts

Active ingredient
Sodium fluoride 0.21% (0.12% w/v fluoride ion)

Purpose

Anticavity Toothpaste

Use

Helps protect teeth and roots against cavities

Warnings

Keep out of reach of children under 6 years of age. If you accidentally swallow more than used for
brushing, get medical help or contact a Poison Control Center right away.

Directions
¢ adults and children 2 years & older: brush teeth thoroughly after meals or at least twice a day or use
as directed by a dentist
do not swallow
to minimize swallowing, use a pea-sized amount in children under 6
supervise children's brushing until good habits are established
children under 2 years: ask a dentist

Inactive ingredients

water, sorbitol, hydrated silica, glycerin, polyethylene-polypropylene glycol, flavor, polyethylene
glycol, sodium lauryl sulfate, titanium dioxide, carboxymethyl cellulose, sodium saccharin, tri-calcium
phoshate

Questions? 1-800-634-2249

Principal Display Panel - 57g Carton Label
3M ESPE

Clinpro™ Tooth Créme

Spearmint

0.21% Sodium Flouride Anti-Cavity Toothpaste
Contents: 1 Tube NET WT 20z (57 g)



FLAVOR NOT DISTRIBUTED IN U.S.A.
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3M ESPE
Clinpro” Tooth Creme

0.21% Sodlum Fluurlde

Contents: 1 Tube NETWT 2 oz (57 g

. 3M ESPE
CImprom Tooth Creme

0. 21 % Sodlum Fluoride
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Contents: 1 Tube NETWT 2 oz (57 g

Drug Facts Directions
. 2y, oker: brush teelh Tughly aftor mesksor o east twice 8 day 0r use a3 direcied
by 2 dentist
Active ingredient Purpose % wallow
Sodium Sucride 0.21% [0412% WV UGOISE 100 e s s s 8GNy TSt » :M st
* supenise chikiren's brushing untl good habits ae estanbshed
U5 s ot o and oo g avies « chikdren under 2 yrs. sk 3 denist
Warnings Inactive ingradients
Keep out of reach . of age.| than | water mmmnﬁalm patvelirrene-pobaropylene lmmm“mﬂﬂm burd
used for brushing, gat medical help or contact 2 Poison Control Centar right away. sulfate, Banimn dioese, carboxymethyd cellulase, sodum saccharin, r-cakivm

» | Questions? 1-800-634-2249
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3M ESPE

Clinpro™ Tooth Creme

0.21% w/w Sodium Fuoride Anti-Cavity Paste with Tri-Calcium Phosphate
24g

Spearmint
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Clinpro~ Tooth Créme 0.21% w/w Sodium Fluoride Anti-Cavity Paste with Tri-Calcium Phosphate

Contains sodium fluoride with
tri-calcium phosphate to help:
= prevent cavities

= reduce root cavities

« clean and whiten teeth
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3M ESPE

Clinpro Tooth Creme

0.21% wiw Sodium Fluoride Anti-Cavity Paste with Tri-Calcium Phosphate

24 g

3M ESPE
Clinpro™ Tooth Créme

DESCRIPTION: Fluoride toothpasta for use i the prevandion of denlal caries,
INGREDJENTS: Water [Aqus), Sorbite], Hydrated Silica, Glycerin, Polcxamer 407,
Aroma, PEG-12, Sodium Laury| Sulfate, Tiarium Dicwida, Cellulasa Gum, Sodivm
Saccharin, Sodium Ruoride {950 ppm F-, 0,21% wiw, 0,12% wiv fluorids ion),

Tri-Calcium Phosphate,

'WARNINGS: D0 NOT SWALLOW. Keap aut of reach of children under & yaars of age.
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5 NEE. HECRLUTEREMETENLE,

Principal Display Panel - 24g Tube Label

3M ESPE

Clinpro™ Tooth Creme

0.21% w/w Sodium Fuoride Anti-Cavity Paste with Tri-Calcium Phosphate

24g

Spearmint

3M ESPE

Clinpro™ Tooth Créme

34-8724-2172-1-A
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3M ESPE
Clinpro Tooth Creme

0.21% w/w Sodium Fluoride Anti-Cavity Paste with Tri- Calcium Phnsphate

24 g

INGREDIENTS: Water (Aqua), Sorbitol, Hydrated Silica,

Glycerin, Poloxamer 407, Aroma, PEG-12, Sodium Lauryl Sulfate,

Titanium Dioxide, Cellulose Gum, Sodium Saccharin, Sodium

Fluoride (950 ppm F-, 0.21% wi/w, 0.12% w/v fluoride ion),

Tri-Calcium Phosphate. Use pea-size Brush Spit
amount 2 minutes

WARNINGS: DO NOT SWALLOW. Keep out  3M, ESPE and Clinpro are trademarks of 3M or

 of reach of children under 6 years of age.  3M Deutschland GmbH. © 3M 2019, All rights reserved. |
Do not freeze or expose to extreme heat. 34-8724-2173-9-A
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3M ESPE

Clinpro™ Tooth Creme

0.21% w/w Sodium Fuoride Anti-Cavity Paste with Tri-Calcium Phosphate (950 ppm F-)
90 ml

Spearmint
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INGREDIENTS: Wiater iAguia), Sorbital, Hydrated
Silica, Glycerin, Poloxamer 407, Aroma with
d-limonens, PEG-12, Sodiurn Lauryl Sulfate,
Titanivm Diowide, Cellulose Gum, Sodism
Saccharin, Sodium Fluorde (350 ppm F-,
0.21% wiw, 0.1:2% w'v fluoride ion),
Tri-Calelum Phosphats

i 3M ESPE
Clinpro Tooth Creme

0.21% wiw Sodium Fluoride » Anti-Cavity Paste with Tri-Calcium Phosphate (950 ppm F)
90 ml
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3M ESPE

Clinpro™ Tooth Creme

0.21% w/w Sodium Fuoride Anti-Cavity Paste with Tri-Calcium Phosphate (950 ppm F-)
90 ml
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90 ml

0.21% wiw Sodium Fluoride. Anti-Cavity Paste with Tri-Calcium
Phosphate (950 ppm F-). Apply twice daily, brush 2 minutes and spit. DO
NOT SWALLOW. Keep out of reach of children under 6 years. To minimize
swallowing in children under 6 years, use a pea-sized amount (0.3 g or
0.24 ml), supervise brushing. In case of fluoride intake from other sources,
consult a dentist. For children under 2 years, ask a dentist.

(@e)0,21% (Gew.~%) Natriumfluorid. Zahnpasta mit Tri-Calcium Phosphat
(50 ppm F-) Zweimal taglich anwenden, dazu 2 Minuten lang einbdrsten
und anschliefend ausspucken. NICHT VERSCHLUCKEN AuBerhalb der
Reichweite von Kindern unter 6 Jahren aufbewahren. Um zu vermeiden,
dass Kinder unter & Jahren das Produkt verschlucken, sollte eine
erbsengroBe Menge (0,3 g oder 0,24 ml) verwendet und das Zahneputzen
und Ausspucken Oberwacht werden. Fals durch die Anwendung weiterer
fluoridhaltiger Produkte eine zusétzliche Fluoridaufnahme erfolgt, wenden
Sie sich an einen Zahnarzt. Fragen Sie Ihren Zahnarzt beziiglich einer
Anwendung bei Kindemn unter 2 Jahren.

(i) Fluorure de sodium & 0,21 % pip. Péte anti<avité avec du phosphate
tricalcique (950 ppm F-) Appliquer deux fois par jour, brosser pendant

2 minutes et recracher. NE PAS AVALER. Tenir hors de portée des enfants de
moins de B ans. Afin de minimiser lngestion chez les enfants de moins de

6 ans, utlliser une quantité de dentifrice de la taille d'un petit pois (0,3 g ou
0,24 ml) et contrdler le brossage. En cas d'apport de fluorure provenant
d'autres sources, consulter un chirurgien-dentiste. Pour les enfants de moins
de 2 ans, consulter un chirurgien-dentiste.
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0.21% w/w Sodium Fluoride * Anti-Cavity Paste with Tri-Calcium Phnsphaie (950 ppm F- ).
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(i) Pasta dentifricia anticarie a base di sodio fluoruro allo

0,21% p/p con fosfato tricalcico (950 ppm F-) Applicare due volte

al giorno, spazzolare per due minuti e sputare. NON INGERIRE.
Tenere lontano dalla portata dei bambini di eta inferiore a 6 anni. Per
ridurre la possibilita di ingestione in bambini di eta inferiore a 6 anni,
utilizzare una quantita delle dimensioni di un pisello (0.3 g 0 0,24 ml)
e supervisionare lo spazzolamento. In caso di assunzione di fluoro da
altre fonti, rivolgersi a un dentista. Per i bambini di eta inferiore a

2 anni, rivolgersi a un dentista.

0,21 % en peso de fluoruro de sodio. Pasta anticaries con fosfato
tricdlcico (950 ppm F-) Aplique dos veces al dia, cepillese durante

dos minutos y escupa. NO INGERIR. Mantenga fuera del alcance de
los nifios menores de 6 afos. Para minimizar la ingesia en nifios
menores de 6 afios, utilice una cantidad pequefia (0,3 g 0 0,24 ml)

y supervise el cepillado. En caso de ingesta de fluoruro de otras
fuentes, consulie a su dentista. Para nifios menores de 2 afios,
cansulte a su dentista.

0,21% plp de fluoreto de sodio. Pasta anti-caries com
fosfato tricalcico (950 ppm F-). Aplicar duas vezes ao dia,
escovar durante 2 minutos e cuspir. NAO ENGOLIR. Manter

longe do alcance das criangas com menos de 6 anos. Para
minimizar que as criangas com menos de 6 anos engulem, cologue o

equivalente a uma ervilha (0,3 g ou 0,24 ml) na escova e supervisione
a escovagem. Caso ocorra a ingestao de fluoreto, consulte o dentista.
Para criangas com menos de 2 anos, consulte o dentista.
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Clinpro™ Tooth Creme

0.21% w/w Sodium Fuoride Anti-Cavity Paste with Tri-Calcium Phosphate

113g
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Clinpro~ Tooth Créme 0.21% wiw Sodium Fluoride Anti-Cavity Paste with Tri-Calcium Phosphate

Contains sodium fluoride with ofzhel Mg EE0| Els ER22 SER AN = SN
tri-calcium phosphate to help: SILIEEQ QIprA TS Bt « AEA ST

« prevent cavities cEE oy » R SRS

* raduce root cavities 0|8 M5t 3H 8x| ERALEATE

+ clean and whiten teeth

3M ESPE

Clinpro Tooth Creme

0.21% w/w Sodium Fluoride Anti-Cavity Paste with Tri-Calcium Phosphate

113 ¢

3M ESPE
Clinpro” Tooth Creme

DESCRIPTION: Fluoride toothpasie for uze in the preventon of dentsl carkes.
INGREDIENTS: Watier [Aqual, Sorbital, Hydrated Sifca, Ghyverin, Polnamer £07, Aroma, PEG-12,
Socum Lauryl Subabe, Trianum Dioide, Celukse Gum, Sodum Saccharin, Sodum Fluoride
(350 ppm F-, 0.21% wiv, 0.12% wv fluaride icn), Tri-Calcum Phosphats,

WARNINGS: DO BOT SWALLOW. Kpap out of reach of childnen under & years of age.

B REEREFRES L SR,
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PEG-12. Wil A4l —Rics. XN, SR, ®miH
(950 ppm F-, 0.21% wiw, 0.12% wiv MET ), BE=E,
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3M ESPE

Clinpro™ Tooth Creme

0.21% w/w Sodium Fuoride Anti-Cavity Paste with Tri-Calcium Phosphate

113g
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3M ESPE
Clinpro  Tooth Creme

0.21% w/w Sodium Fluoride Anti-Cavity Paste with Tri-Calcium Phosphate

113 ¢ F2lz 2 x| (AL|OIRIEE) o|oFo| =

INGREDIENTS: Water (Aqua), Sorbitol, Hydrated Silica, DIRECTIONS FOR USE
Glycerin, Poloxamer 407, Aroma, PEG-12, Sodium Lauryl Sulfate,

Titanium Dioxide, Cellulose Gum, Sedium Saccharin, Sodium 1 . lz)-- G
Fluoride (950 ppm F-, 0.21% wiw, 0.12% wi/v fluoride ion), mm"mm}' S0, .J
Tri-Calcium Phosphate. E—— - d .
WARNINGS: DO NOT SWALLOW. Keep out of reach of children Htasn 8
under 6 years of age. Do not freeze or expose to extreme heat. ~ Use pea-size amount  Brush 2 minutes Spit
Made in USA for Sponsors/Amporters: New Zealand Korea Taiwan
3M ESPE Australia 3M New Zealand Limited 3M Korea 3M Taiwan
Dental Products 3M Australia Pty Limited 94 Apollo Drive, Rosedale UYL 3F, No. 198, Jingmao 2nd Rd.
2510 Conway Avenue  Building A, 1 Rivett Road Auckland, 0632, New Zealand A2l d®  Nangang District
St. Paul, MN North Ryde NSW, 3M NZ LTD Ph (09) 4774040 Taipei City, Taiwan, 11568
55144-1000 USA 2113, Australia 24 Hour Emergency: NZ National 3M, ESPE and Clinpro are trademarks of 3M or
Product Info: 136 136 Poison Centre: 0800 764 766 3M Deutschland GmbH.
Emergency. 1800 097 146 © 3M 2019. All rights reserved. 34-8724-2171-3-A

CLINPRO TOOTH CREME

sodium fluoride paste, dentifrice

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:48878-3170

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
sodium fluoride (UNI: 8ZYQ1474W?7) (fluoride ion - UNI:Q80 VPU4080) fluoride ion 0.950 mg inlg




Inactive Ingredients
Ingredient Name
water (UNI: 059QFO0KOOR)
sorbitol (UNIL: 506 T60A25R)
silicon dioxide (UNIL: ETJ7Z26 XBU4)
glycerin (UNI: PDC6 A3C00X)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQO0SDW1A)
sodium lauryl sulfate (UNI: 36 8 GB5141J)
titanium dioxide (UNIL: 15FIX9V2JP)
carboxymethylcellulose sodium (UNI: K6790BS311)
saccharin sodium (UNIL: SB8ZUX40TY)
tricalcium phosphate (UNI: K4C08XP666)

Product Characteristics

Color Score

Shape Size

Flavor SPEARMINT (SPEARMINT) Imprint Code
Contains

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:48878-3170-1 1in 1BOX 12/20/2010

1 113 g in 1 TUBE; Type 0: Not a Combination Product

2 NDC:48878-3170-2 1in 1BOX 12/20/2010

2 24 g in 1 TUBE; Type 0: Not a Combination Product

3 NDC:48878-3170-5 1in 1BOX 12/20/2013

3 113 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date
Export only 12/20/2010

Labeler - 3MESPE Dental Products (801390852)

Establishment

Strength

Marketing End Date

Marketing End Date

Name Address ID/FEI Business Operations
Sheffield Pharmaceuticals LL.C 151177797 manufacture(48878-3170)

Revised: 1/2020

3M ESPE Dental Products
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