COLGATE RE VARIETY PACK- sodium fluoride
Colgate-Palmolive Company

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.

Colgate® Re: Variety Pack
re:vive

Drug Facts

Active ingredient

Sodium Fluoride

Use

helps protect against cavities

Warnings

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

Directions

adults and brush teeth thoroughly,

children 2 preferably after each meal
cars of age  ©F at least twice a day, or as

an older 9 directed by a dentist or

physician

use only a pea sized amount
children 2 to 6 and supervise the child's
years brushing and rinsing (to

minimize swallowing)
children under

2 years ask a dentist or physician

Inactive ingredients

Sorbitol, Water, Hydrated Silica, Sodium Lauryl Sulfate, Flavor, PEG-12, Cellulose Gum,
Cocamidopropyl Betaine, Sodium Saccharin, Charcoal Powder, Blue 1, Red 40.

Questions?



1-800-468-6502
re:pair

Drug Facts

Active ingredient

Sodium Fluoride

Use

helps protect against cavities

Warnings

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

Directions

adults and brush teeth thoroughly,
children 2 preferably after each meal
years of age or at least twice a _day, or as
and older directed by a dentist or

physician

use only a pea sized amount
children 2 to 6 and supervise the child's
years brushing and rinsing (to

minimize swallowing)
children under

2 years ask a dentist or physician

Inactive ingredients

Sorbitol, Water, Hydrated Silica, Sodium Lauryl Sulfate, Flavor, PEG-12, Cellulose Gum,
Cocamidopropyl Betaine, Sodium Saccharin, Blue 1, Yellow 5.

Questions?
1-800-468-6502
re:energize

Drug Facts

Active ingredient



Sodium Fluoride

Use

helps protect against cavities

Warnings

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

Directions

adults and brush teeth thoroughly,

children 2 preferably after each meal
ears of age  °F at least twice a day, or as

gnd older 9 directed by a dentist or

physician

use only a pea sized amount
children 2 to 6 and supervise the child's
years brushing and rinsing (to

minimize swallowing)

children under

2 years ask a dentist or physician

Inactive ingredients

Sorbitol, Water, Hydrated Silica, Sodium Lauryl Sulfate, Flavor, PEG-12, Cellulose Gum,
Cocamidopropyl Betaine, Sodium Saccharin, Propylene Glycol, Pyrus Communis (Pear)
Fruit Extract, Red 40.

Questions?
1-800-468-6502
re:fresh

Drug Facts

Active ingredient

Sodium Fluoride

Use

helps protect against cavities



Warnings

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

Directions

adults and brush teeth thoroughly,

children 2 preferably after each meal
ears of age or at least twice a day, or as

gnd older 9 directed by a dentist or

physician

use only a pea sized amount
children 2 to 6 and supervise the child's
years brushing and rinsing (to

minimize swallowing)

children under
2 years

ask a dentist or physician
Inactive ingredients

Sorbitol, Water, Hydrated Silica, Sodium Lauryl Sulfate, Flavor, PEG-12, Cellulose Gum,
Cocamidopropyl Betaine, Sodium Saccharin, Algin, Blue 1.

Questions?
1-800-468-6502

Dist. by:
COLGATE-PALMOLIVE CO.
New York, NY 10022 U.S.A.
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Drug Facts Drug Facts Drug Facts Drug Facts

Active Indgredlent Purpose Active ingredient Purpose Active [ndgred1ent Purpose Active ingredient Purpose
Sodium Flaride Sodim Fluida Sodium Flaride Sodim Fluida

US& helps protect against cawitise LIse helpe anet caviise UUS& helps provect against caviiee LISE helpe protect agsinst caviise

Warmings Wamings ‘Warmnings Wamings

Keapoutaf reach of children urder 6 years of age. Keapautat reach of children urder 6 years of age. Keapautaf reach of children urder 6 years of age. Keepautat reach of children urder 6 years of age.

¥ mare thian used for brushing s accidemaly swaleannd gt ¥ mare than used or brushing is sccidemaly swalowed oot ¥ mire than usad for brushing i accidemaly swalowod oot ¥ mire than usad for brushing is acidemaly swalowed gat
medical help or comact 8 Paison Coriml Cantarright awa medical help orcentac @ Paison Cortrol Camirright awa medical help ar contact a Paison Coriml Cammrright away. mesical help arcentac @ Paison Cortrol Camir rght away.
Directions Directions Directions Directions

aults andehildran | brush teth hormughty preferably sfter auits and chidran | brush tosth thomughly meferably dter aults andehidran | brush teth hormughty preferably sfter auits and chidrn | bush testh thoraughly meferabiy
2ysmsolageand | sachmad of o least iwics @ day, or 35 Zyemsolageand | aach meal or i beast wics A dy, o 3 2ysmsolageand | sathmed of o least wics & day, o7 Zyemsolageand | aadh meal or i least wics & day, o
oldar diracted by 2 darist orphysician chdar diractad by 2 derist or physician oldar diractod by a dariis orphysician ok directad by 2 dantist or pysician
children 2 to B yeare | uso anly a pet sizad amoum and childen 2t b years | usa anly a peasizad amount and children 2 to Byears | uso anly a pea sizad amoum and childen 2t b years | usa anly a peasicad amount and

a.perisa o chid's brushing and rinsing auparia ha childs bushing end rinsing a.pervia o chid's brushing and rinsing auperiea ha childs bushing ard rinsing
{12 minimiza swalkewing) {1l minimiza swallwirg) {2 minimza swalkowing) {1l minimize swallwing)

children under 2 yaars | ask a dentist or physician childen inder 2 years | ask adertis o pysidan children under 2 yaars | ask a denis or physician childen inder 2 years | ask adertisi o pysidan
Inactive ingredients S, Wak, Hyasd S, Inactive ingredients Sobi Wakr, Hdred Sk, Inactive ingredients Ssbil Wa, Hyed Sica Sodu Inactive ingredients Sobi, Wakr, Hdred Sk,
Sodum Lyl Sufi, Rawer, PEG12, Cfhd s Gum, Comanidoppyl Soefum Lyl Suffin, Fver, PEG12, Callinss Gum, Cozamiopropyl Laur Sk, R, PEG 12, Calls= Gim, Cocamikpiop Butine, Sodiam Seefum Lasaryl Suffin, Fawer, PEG12, Calldnss Gum, Cozamidopropyl
Betaie, Sodim Saceharin, Charcodl Powler, Biia 1, Red 41 Betaing, Sofhm Saccharin, Bue 1, Yebow 5. ‘Saxchai, Prpykns Gyjeol, Ps Corman (Peen Fruf Earat, Red 0. Betaing, Sodhm Saccherin, Agn, Bue 1.

Questions? 1=300-468-6502 I Questions? 1=-800=468-6502 Questions? 1=300-468-6502 Questions? 1=-300-468-6502

, Questio = artlaobe
a ‘ Qo=
aEgatie 35000799499

COLGATE RE VARIETY PACK

sodium fluoride kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:35000-745

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:35000-745-93 1 in 1 BLISTER PACK 10/01/2021

Quantity of Parts

Part # Package Quantity Total Product Quantity

Part1l 1 TUBE 107 g

Part2 1 TUBE 107 g

Part3 1 TUBE 107 g

Part4 1 TUBE 107 g

Part 1 of 4




COLGATE RE REENERGIZE

sodium fluoride gel, dentifrice

Product Information
Item Code (Source) NDC:35000-743
Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

SODIUM FLUORIDE (UNIIl: 82YQ1474W7) (FLUORIDE ION - UNII:Q80VPU4080) FLUORIDE ION

Inactive Ingredients

Ingredient Name
SORBITOL (UNIl: 506T60A25R)
WATER (UNIl: 059QFOKOOR)
HYDRATED SILICA (UNIl: Y6O7T4G8P9)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
POLYETHYLENE GLYCOL 600 (UNIl: NL4J9F21N9)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNII: K6790BS311)
COCAMIDOPROPYL BETAINE (UNII: 50CF3011KX)
SACCHARIN SODIUM (UNII: SB8ZUX40TY)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PYRUS COMMUNIS WHOLE (UNII: 80UKV9Y4B3)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)

Product Characteristics

Color PINK Score
Shape Size
Flavor MINT Imprint Code
Contains
Packaging
# Item Code Package Description Marke;;ntge Start
1 NDC:35000-743- 107 g in 1 TUBE; Type 0: Not a Combination
59 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC MONOGRAPH kDL

aNn/iNn1/MHNND1

1.1mg inlg

Strength

Marketing End
Date

Marketing End
Date



FINAL pailiooo ERV/AVNY AV pasN

Part 2 of 4
COLGATE RE REPAIR

sodium fluoride gel, dentifrice

Product Information
Item Code (Source) NDC:35000-742
Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNIl: 8ZYQ1474W7) (FLUORIDE ION - UNII:Q80VPU4080) FLUORIDE ION 1.1mg inlg
Inactive Ingredients
Ingredient Name Strength

SORBITOL (UNIIl: 506T60A25R)

WATER (UNIl: 059QFO0KOOR)

HYDRATED SILICA (UNIl: Y60O7T4G8P9)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))

POLYETHYLENE GLYCOL 600 (UNIl: NL4J9F21N9)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)

SACCHARIN SODIUM (UNIl: SB8ZUX40TY)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

FD&C YELLOW NO. 5 (UNII: I753WB2F1M)

Product Characteristics

Color GREEN Score

Shape Size

Flavor MINT Imprint Code

Contains

Packaging

# Item Code Package Description HEIEEI) DS R IEELE) S
Date Date

1 NDC:35000-742- 107 g in 1 TUBE; Type 0: Not a Combination

59 Product



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC MONOGRAPH

FINAL part355 10/01/2021

Part 3 of 4

COLGATE RE REFRESH

sodium fluoride gel, dentifrice

Product Information
Item Code (Source) NDC:35000-741

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNIIl: 82YQ1474W?7) (FLUORIDE ION - UNII:Q80VPU4080) FLUORIDE ION l1.1mg inlg

Inactive Ingredients

Ingredient Name Strength
SORBITOL (UNIl: 506T60A25R)
WATER (UNIIl: 059QF0KOO0R)
HYDRATED SILICA (UNIIl: Y607T4G8P9)
SODIUM LAURYL SULFATE (UNII: 368GB5141))
POLYETHYLENE GLYCOL 600 (UNII: NL4J9F21N9)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
ALGINIC ACID (UNII: 8C3Z4148WZ)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Product Characteristics

Color BLUE Score

Shape Size

Flavor MINT Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date



1 NDC:35000-741- 107 g in 1 TUBE; Type 0: Not a Combination
59 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC MONOGRAPH

FINAL part355 10/01/2021

Part 4 of 4

COLGATE RE REVIVE

sodium fluoride gel, dentifrice

Product Information
Item Code (Source) NDC:35000-740

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNIl: 82YQ1474W?7) (FLUORIDE ION - UNII:Q80VPU4080) FLUORIDE ION l1.1mg inlg

Inactive Ingredients

Ingredient Name Strength
SORBITOL (UNIl: 506T60A25R)
WATER (UNII: 059QF0OKOO0R)
HYDRATED SILICA (UNIIl: Y607T4G8P9)
SODIUM LAURYL SULFATE (UNII: 368GB5141))
POLYETHYLENE GLYCOL 600 (UNIl: NL4J9F21N9)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
ACTIVATED CHARCOAL (UNII: 2P3VWU3H10)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
FD&C RED NO. 40 (UNII: WZB9127X0A)

Product Characteristics

Color BLACK Score
Shape Size
Flavor MINT Imprint Code

Contains



Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date
1 NDC:35000-740- 107 g in 1 TUBE; Type 0: Not a Combination
59 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC MONOGRAPH
FINAL part355 10/01/2021
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC MONOGRAPH
FINAL part355 10/01/2021

Labeler - Colgate-Palmolive Company (001344381)

Revised: 9/2021 Colgate-Palmolive Company
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