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

Principal Display Panel - 24g Carton Label

3M ESPE

Clinpro™ Tooth Creme

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

Vanilla Mint
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Clinpro~ Tooth Créme 0.21% wiw Sodium Fluoride Anti-Cavity Paste with Tri-Calcium Phosphate
Contains sodium fluoride with ofzhel At E80| ElE EF2 ‘BE AR =65

tri-calcium phosphate to help: 2SN IEE Y QMM TS B LIS Bh:

= prevent cavities +Ex oY « FEPR ST

= reduce root cavities «0|& HZstn 8lAH wxl ol SFAR SR ST
« clean and whiten teeth CERYERTE

"B | 3MESPE
Clinpro Tooth Créme @i

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

24 ¢

3M ESPE

Clinpro™ Tooth Créme

DESCRIPTION: Flucride toothpaste for use in the prevemtion of dentsl caries, A R GLRR T R M.

INGREDIENTS: Waiter {Ausi, Sorbitol, Hydrated Siica, Glycerin, Polamer 407, e ok, LWHEE. BB, HE. Q%R 407, BNE,
Aroma, PEG-12, Sadium Lauryl Sulfate, Titanium Diaxice, Callulzse Gum, Sodium PEG-12, WMt ARy, —W{csl, @SR SEAM. miH
Saccharin. Sodium Fluorie (950 ppm F-, 0,21% wiw, 0,12% wiv fluoride fan), 950 ppm F-. 0.21% wiw, 012% wiv BEF ). BE=6.
Tri-Calcium Phosphabe, BE . DE%. MEGRHTREMRTBR®ST.

WARMINGS: DD NOT SWALLOW. Keep out of reach of children under 6 years of age.

Principal Display Panel - Tube Label
3M ESPE

Clinpro™ Tooth Creme



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

24g
Vanilla Mint
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24 ¢

3M ESPE
Clinpro Tooth Creme

0.21% w/w Sodium Fluoride Anti-Cavity Paste with Tri-CaIc:iurﬁ Phosphate

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% w/w, 0.12% wiv fluoride ion),
Tri-Calcium Phosphate.

WARNINGS: DO NOT SWALLOW. Keep out

of reach of children under 6 years of age.
Do not freeze or expose to extreme heat. 34-8724-2169-7-A

amount
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Use pea-size Brush Spit

3M, ESPE and Clinpro are trademarks of 3M or
3M Deutschland GmbH. © 3M 2019, All rights reserved..
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Principal Display Panel - 90 mL Carton Label

3M ESPE

Clinpro™ Tooth Creme
0.21% w/w Sodium Fuoride Anti-Cavity Paste with Tri-Calcium Phosphate (950 ppm F-)

90 ml
Vanilla Mint
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INGREDIENTS: Water (gua), Sorbital, Hydrated
Silica, Glycerin, Poloxamer 407, Aroma, PEG-12,
Sodium Lauryl Sulfate, THanium Dioxide, Cellulase
Gum, Sodium Saccharin, Sodium Fluaride

(350 pprn F-, 0,21% wiw, 0,12% wiv fluoride ion),
Tri-Calkcium Phosphats

3M ESPE
Clinpro Tooth Creme

0.21% wiw Sodium Fluoride = Anti-Cavity Paste with Tri-Calcium Phosphate (950 ppm F-}
90 ml

G021 whw Sadum Fluonde. Ant-Giny Passwn‘ TriGakium Phasphats (250 ppm F- Apply twica
il brusth 2 s 2nd 5251, DO NOT SWALLOW. Kéeg il of rebeh of chilibien under 8 yistrs. Ta minimize
lowing i chicran undar & years, e n pas-saed amaunt (13 g or 024 m), supandsa brushing. In case
o Thunie it ke om other sources, consull & dentis). For chikken undsr 2 yesrs, 25k 3 denbiel,
CEE0.21% (Gaw %) Naiumluond. Zatnpasia mit Tr-Caleum Prosgral (950 ppm F-| Zwsimel I.lgi{n
anmenden, dazu 2 Minuten lang einbirsien und ansch beflend assspucken. NICHT VERSCHLUCKEY
wmnnmrﬁenmlsm Ki1l‘E|'I1 mlr&.lawnamnamm Um zu vermeidan, 1453 Kinder uniar
Jahuen g oder 8,24 1) s
Zahnapuezen und Ausspuckan nmmm werdan, Fells durch dhe M-mm.nn wltorsr ugedhaliger Frogukt
wine rusitdiche Fluoridaufratme erolgl wenden Sie sich an einen Zahnarel Fragen Sie lhren Zatnar
tsiglich aner Anwendung be Kindem unter 2 Jateen.
fanlil odium 3 021 % pip. Pi riqua (550 F-) Appligeer deur
166 pa o, brosser pendanl 2 sinules e recihes. NE PAS AVALER, Tenir hoes de porlée des erlEnts de moins
o & ans. Afin cie minimisar Fingestion chez bes entaniz de moins da # ans, ubkser une quanbii de dastirios de
e e et s 03 3 64 0.2 il | et cenvdbare benesae. En ees deppon de Futnes povensn dindies
sources, cossuber un chinagine-dentise. Pour les entams de moins de 2 ans, consubior en chinugien-dortste.

Ty Pasta deniifricia anlicane a base d sodio fleorwa allo 0,21% pip con losta Yokico (350 pem F-)
Apphears dus wabe o oo, spazaiee per s MU & sputars, NON INGERIRE. Taners komano dalli
poetala i hamibini & ath inlericee 3 6 anni. Per ridurre b posstiith & ingestions in bambini e inleriore
865 annl, UNZZaNe e quans dela cimanson o un pselko (0,3 g 0 0,28 W] @ supervisonars b
spazzolamenio, Incaso b assunsione o Tuono da alire donk, reolgensi & un dentista, Per | basbini di ek
Indarices 2 2 50, ST A Un dantists

GEY0,21 % on pasn de fucrurs de sodo. Paswa anticaries con fastatn wileis (950 pem Flﬁnkwuw
vetes al dia, coprlesa bt 08 Minulng y eacipa. MO INGERIR. Menteaga fuges dl alance de

nifins mancros de 6 aios. Pacs mnmaar b ngesta o niios menoms. de G afos, ullmlruc:l'lmn
pecueda 0.3.900.24 mi y superitse al capil B, En cxs0 de ingesla de Nuonr de olras luames.
consulbe a su derista. Para nifios menones de 2 afios, consule a sy denista,

CE0M0,21 % pip e Huonein de sixdio, Pasta anf-ciries com ostalo ricaltico {950 ppm F-), Apkicar duas
VETE5 B0, Sacova CUTBNte 2 mindng & cueplr. NAG ENGOLIR. Marter longs do alvance das crianias
G5 miérns b8 B nds, Pars i (imir que & Crdngas 405 mentd B & anos erquli, dabiqu o
aqetaalants 3 uma erviha (0.3 0 ou 0,24 mi| N3 83003 & BURENVERONG 3 SsOvagem. Cass Coa A
ingesatiay che Mteetn, coneuls o dentists, Para criangas com mencs de 2 ance, consulle o denfsla,

Principal Display Panel - 90 mL Tube Label

3M ESPE

Clinpro™ Tooth Creme

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

Vanilla Mint

34-8724-1337-1-A
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3M ESPE
Clinpro Tooth Creme
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0.21% w/w Sodium Fluoride e Anti-Cavity Paste with Tri-Calcium Phosphate (950 ppm F-)

90 ml

0.21% w/w 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.

(d2)0,21% (Gew.=%) Natriumfluorid. Zahnpasta mit Tri-Calcium Phosphat
(950 ppm F-) Zweimal taglich anwenden, dazu 2 Minuten lang einbirsten
und anschlieBend ausspucken. NICHT VERSCHLUCKEN AuBerhalb der
Reichweite von Kindern unter 6 Jahren aufbewahren. Um zu vermeiden,
dass Kinder unter 6 Jahren das Produkt verschlucken, sollte eine
erbsengroBe Menge (0,3 g oder 0.24 ml) verwendet und das Zahneputzen
und Ausspucken Uberwacht werden. Fals durch die Anwendung weiterer
fluoridhaltiger Produkte eine zusétzliche Fluoridaufnahme erfolgt, wenden
Sie sich an einen Zahnarzt. Fragen Sie lhren Zahnarzt beziiglich einer
Anwendung bei Kindern unter 2 Jahren.

() Fluorure de sodium & 0,21 % p/p. Péte anti<avité avec du phosphate
tricalcigue (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 6 ans. Afin de minimiser lingestion chez les enfants de moins de

6 ans, uliliser une quantité de dentifrice de la taille d’'un petit pois (0,3 g ou
0,24 mi) et contréler 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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G 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)
& supervisionare lo spazzolamento. In caso di assunzione di fluora 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 sedio. Pasta anticaries con fosfato
tricalcico (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 afios. Para minimizar la ingesta en nifios
menores de 6 afios, utilice una cantidad pequena (0,3 g 0 0,24 ml)

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

(@D 0,21% pip de fluoreto de sodio. Pasta anti-caries com
fosfato triclcico (950 ppm F-). Aplicar duas vezes ao dia,
escovar durante 2 minutos & cuspir. NAQ 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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3M ESPE

Clinpro™ Tooth Creme

0.21% w/w Sodium Fuoride Anti-Cavity Paste with Tri-Calcium Phosphate
113g

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

Contains sodium fluoride with olgjel Aol 20| &= EF2E BAE R =45 LN BY:
tri-calcium phosphate to help: SLIEEY RMETE BF: « RS EEST

* prevent cavities =% ofg cHA TS

+ reduce root cavities 0|2 MUs D 3H 82X cERARATE

* ¢lean and whiten teeth

3M ESPE
Clinpro  Tooth Creme

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

113g

3M ESPE
Clinpro” Tooth Créme

DESCRIPTION: Fluonce toothpaste for use in the prevention of dental carles.

INGREDEENTS: Water (Aqual, Sorbitol, Hydrated Siica, Glyeerin, Peloxamer 407, Aroma, PEG-12,
Sodiunm Lauryl Sultate, Tiksriom Digdde, Celulose Gum, Soduem Saccharin, Sodiam Fluorde
(650 ppm F-, 0.21% wo'w, 0.12% wiv fluoride lon), Tri-Calcium Phosphate.

'WARNINGS: D0 HOT SWALLOW. Keep out of reach of children under & years of age.

He: R R AL M.

RRE k., BTN, BM. CEA, BEDN 407, WEE,
PEG-12. WMAHMR, —SHbt. @WHRE. WM. B
(950 ppr F-. 0.21% wiw, 0.12% wiv BIRET ). BE=5.
WE: OE%. REGRUTREMBTINEE.

Principal Display Panel - 113g Tube Label

3M ESPE

Clinpro™ Tooth Creme

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

113g
Vanilla Mint

3M ESPE

Clinpro” Tooth Créme

BA-ETEA-216E-3-A




3M ESPE )
Clinpro Tooth Créme g

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

1134

Z2lz 2 x|<f (HHEEIRIEE) O[SfR|E

INGREDIENTS: Water (Aqua), Sorbitol, Hydrated Silica, DIRECTIONS FOR USE
Glycerin, Poloxamer 407, Aroma, PEG-12, Sodium Lauryl Sulfate,
Titanium Dioxide, Cellulose Gum, Sodium Saccharin, Sodium l . 9
Fluoride (950 ppm F-, 0.21% w/w, 0.12% w/v fluoride ion), ShoimSne e | @
Tri-Calcium Phosphate. ey J '
WARNINGS: DO NOT SWALLOW. Keep out of reach of children ALy B
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/Importers: 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 AL 3F, No. 198, Jingmao 2nd Rd.
2510 Conway Avenue  Building A, 1 Rivett Road Auckland, 0632, New Zealand EF‘-"#M c|YE 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 af 3M or
Product Info: 136 136 Poison Centre: 0800 764 766 3M Deutschland GmbH.
Emergency: 1800 097 146 @ 3M 2019, All rights reserved. 34-8724-2167-1-A

CLINPRO TOOTH CREME

sodium fluoride paste, dentifrice

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:48878-3150

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNII: 8ZYQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION 0950 mg inlg




Inactive Ingredients
Ingredient Name
WATER (UNIL: 059 QFOKOOR)
SORBITOL (UNIL: 506 T60 A25R)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
GLYCERIN (UNIE: PDC6A3C00X)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
SODIUM LAURYL SULFATE (UNIL: 368 GB5141J)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
CARBO XYMETHYL CELLULOSE SODIUM (UNI: K679 0BS311)
SACCHARIN SO DIUM (UNI: SB8ZUX40TY)
TRICALCIUM PHO SPHATE (UNII: K4C08XP666)

Product Characteristics

Color Score

Shape Size

Flavor MINT Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:48878-3150-1 1in1BOX 12/20/2010
1 113 g in 1 TUBE; Type 0: Not a Combination Product

2 NDC:48878-3150-2 1in 1BOX 12/20/2010
2 24 g in 1 TUBE; Type 0: Not a Combination Product

3 NDC:48878-3150-5 1in 1BOX 12/20/2010
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
Faria Limited dba Sheffield Pharmaceuticals 151177797 manufacture(48878-3150)

Revised: 1/2020

3M ESPE Dental Products
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