CREST COMPLETE DEEP CLEAN- sodium fluoride paste, dentifrice
Teresa Cecena DBA Genesis

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Sodium fluoride .243%
Anticavity toothpaste
Help protect against cavities

Keep out reach of children under 6 Yrs of age. If more than used fro brushong is accidentally
swallowed get medical help or poison control center right away

Direccions
¢ adults and children 5 yrs and older: brush teeth thoroughly after meals or at least twice a day or use
as directed by a dentist
do not swallow
to minimiza swallowing use a pea-sized amount in children under 63
supervise children's brushing until good habits are established
children under 2 years as a dentist

sorbitol,water,hydrated silica, PED-6, sodium lauryl sulfate, flavor,zinc citrate,cellulose
gum,carrageenan, soium saccharin, hydroxyethlcellulose,sodium citrate, stannoum
chloride,chloride,polyyethylene,titanium dioxide,blue 1 lake

Keep out of reach of children under 6 years
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Drug Facts Drug Facts (continued)

Active edient Purpose = supervise children's brushing untll good Habits are astablished
mr:lgn.m y toothpasts » Chlldran under 2 yrs.: aska dantist

wamqum Inaciive ingredients sorita, water, ydrated sillca, PEG-6, Soaium

Warnings
mmumwmumimwmummmm

lauryl sulfate, Piavar, zing citrate, cellulosa gue), carrageanan, sodium
saccharin, hydroxyethyicelluloss, sodium clirgte, stannous chiorida,
polyetiylens, titanium dixdos, biue 1 Eke

Ip or contact a Polson
mmmwm an;

Directions -« adutts and chiliren 2 ys. & older: bnssh tasth
thoroughiy after maals or at least twice a day orusa as directed by a dantist

« 00 ot swallow
« tominimiza swallowing use a pea-staad amount in children undar & P
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NEW/NUEVO / Flghts Cavitles, Whitens + Lasting Clean Feeling
—E———————= combate las carles, blanquea y deja una sensacién de limpleza duradera

NET WT/PESO NETO 5.8 0Z (164 9)
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MULTI-BENEFIT

NEW/NUEVO/ Fignhts Cavitles, Whitens + Lasting Clean Feeling
Combate 1as carles, blanquea y deja una sensacién de limpleza duradera
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Composicidn quimica Composicion quimica (continuacion) Composicion quimica (continuacin)

Ingredienie aciivo Propdsito | Instrucciones de uso  « Aduitos y niflos mayores da 2anos: | * Niflos menorss da 2 afls: Consults con un dentista

FIuorur da Soai0 D.243%. ... cocucoarir ne.n. PASER dantal anticarios Caplia bian los diantas despuds da cada comida o 8l Menocs dos I o5 inerfes: somit P—

Uso: Ayuda a proteger contra las carlas vecs al 0fa 0 LSa BagOn Ias racomandacionss 18 un dentista mm»m samn:m mmmm slumnu:
2 = o 32 caba nmﬂla,mm.!m 0, oo sadin,

Advertencias » Para disminuir of riesgo de Ingestion, los nifos manares de clorur de estano, polletilant, okxido de tanio, azul 1 laca

Mantenga fuera del alcance de los nifios menares de’é aflos. En

6 afias daban utllizar una cantidad de pasta dental
L]

©as0 de Ingastion mayor a la
para al capiiiany, cbtanga asistoncla MAdica o ComURIGEEsa con

Centro de Control da Envenenamignts iInmediatamanta,

Suparvise
Iuenos habtos de higlens dental

ZPregunias? 1-800-492-1378

&l capliano de los nifles hasta qua hayan adquirido
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CREST COMPLETE DEEP CLEAN

sodium fluoride paste, dentifrice

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name

NDC:69772-819

Basis of Strength Strength

SODIUM FLUORIDE (UNIL: 8ZYQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION

Inactive Ingredients
Ingredient Name
SORBITOL (UNIL: 506 T60 A25R)
WATER (UNIL 059 QFOKOOR)
HYDRATED SILICA (UNIE: Y6O7T4G8P9)
POLYETHYLENE GLYCOL 300 (UNI: 5655G9 Y8 AQ)
SODIUM LAURYL SULFATE (UNIL: 368GB5141J)
ZINC CITRATE (UNIE: K7213DEX9B)
CARBO XYMETHYLCELLULOSE SODIUM (UNI: K6790BS311)
CARRAGEENAN (UNIL: 5C69 YCD2YJ)
SACCHARIN SODIUM (UNIE: SB8ZUX40TY)
STANNOUS CHLO RIDE (UNIL: 1BQV3749L5)
SODIUM CITRATE (UNI: 1Q73Q2JULR)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
ALUMINUM O XIDE (UNI: LM2606933)

Product Characteristics

Color white (With blue stripe and specs)

Shape

Flavor PEPPERMINT

Contains

Packaging

# Item Code Package Description

1 NDC:69772-819-01 1in 1 CARTON

1 100 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

Score
Size

Imprint Code

Marketing Start Date
06/22/2015

Marketing Start Date

2.43 mg in 100 mL

Strength

Marketing End Date

Marketing End Date



OTC monograph final part355 06/22/2015

Teresa Cecena DBA Genesis 078760958 relabel(69772-819)

Procter & Gamble Manufacturera S de RL de CV 812807550 manufacture(69772-819)

ROIR SA DE CV 812825434 relabel(69772-819)

Revised: 6/2018 Teresa Cecena DBA Genesis



