ORALLINE KIDS- sodium fluoride gel, dentifrice
J.M. Murray Center Inc.

Active Ingredient
Sodium Fluoride 0.24% w/w (0.15% w/v Fluoride lon)

Inactive Ingredients

Sorbitol, Hydrated Silica, DI Water, Glycerin, PEG 600, Sodium Lauryl Sulfate, Cellulose
Gum, Titanium Dioxide, Sodium Saccharin, FD C Blue 1

Purpose

Anticavity Toothpaste

Use

Use - Helps protect against cavities

Directions

Adults and children 2 years of age and older. Brush teeth thoroughly, preferably after
each meal or at least twice a day or as directed by a dentist or doctor.

Children under 6 years of age. Use a pea-sized amount and instruct in good brushing
and rinsing habits to reduce swallowing. Supervise children as necessary until capable
of using without supervision.

Warnings

If you accidentally swallow more than used for brushing get medical help or contact a
poison control center immediately.

Keep Out of Reach of Children
Children under 2 years of age consult a doctor or a dentist

Keep out of the reach of children under 6 years of age.

Product Labels

OraLine Kids Fluoride Toothpaste ADA accepted.The ADA Council on Scientific Affairs
Acceptance of OraLine Fluoride Mint Toothpaste is based on finding that the product is
effective in helping to prevent and reduce tooth decay when used as directed



No animal based ingredients. Berry Flavor Net Wt

Distribuacd by 18, Murrsy Conier, Inc., B23 NYS BT 13, Comhind, NY 13045

Fluoride Toothgel

Net Wt 4 oz. (113.4g)
Drug Facts
Active Ingredient Purpose
Sodium Fluoride 0.24% w/w (0.15% w/v Fluoride lon) Anticavity Toothpaste

Use Helps protect against cavities

Warnings
Keep out of the 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 of age and older: Brush testh thoroughly, preferably after
each meal or at least twice a day, or as directed by a dentist or doctor. Children under 6 years of age:
use a pea-sized amount and instruct in good brushing and rinsing habits to reduce swallowing.

Supervise children as necessary until capable of using without supervision. Children under 2 years =
of age: Consult a dentist or doctor.

Inactive Ingredients: Sotbitol, Hydrated Siica, Water, Glycerin, PEG 12, Sodium Lauryl Suffate,
Cellulose Gum, Flavor, Sodium Benzoate, Disodium Phosphate, Sodium Saccharin, Blue 1.
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Active Ingredient: Sodium Fluoride 0.24% wiw (0.15% wiv Fluoride lon)

Directions: Adults and children 2 years & older: Brush teeth thoroughly, preferably after
each meal or at least twice a day, or as directed by a dentist. Children under 6 use a pea-sized
amount and instruct in good brushing and rinsing habits to reduce swallowing.

Supervise children as necessary until capable of using without supervision.

Children under 2 years, consult a dentist or doctor.

Keep out of reach of children 6 yrs & younger. If accidentally swallowed more than

| standard use for brushing, get medical help or contact Poison Control Center right away.

Inactive Ingredients: Sorbitol, Glycerin, Zeodent 113, Zeodent 165, DI Water,
Sodium Lauryl Sulfate, Bubblegum Flavor, PEG 600, Sodium Benzoate,
Sodium Saccharin, Cellulose Gum, FD&C Red Dye #40, D&C Red Dye#33

14




Crsirbutod by LM, Murey Contor. Inc., 823 NYS HT. 1R Corfand, MY 130485

Thet ADA Crawtil on Sripv@lc APl Aiceplare o Jralive Whis Buibele Bar Favered Flasrie Tastipats i+ bl o i Sedieg Don Bt predal o dfitebve
19 biging 5o mwveel ang meiuce Seal GRCay. whea uied gn A — feured er deirkle Wuire, Arurisae Jests Asscintior

Drug Facts fcontinusd)

Drug FﬂctI ﬂ-‘ul‘ls’;ﬁd!hidlh i yeard ol ape anil ahien Bruih teeth

Active Ingredient Purgase | trersugeiy peeferably afser sach meal ar st lears twice a day, n

fedium Flucride BLI% whe Brcwsty Tosthparts | o7 83 disected by & dentint o2 doctes.

(0.15% wiv Plooride loegd hikiran under £ i of dges Wa i peasaed araust and 5
astrudlin gisd hrasking snd nirding kel b el uce

U.SE Helgs protedt against cavities vwallpawing, Sopervice chifdres ac recescary ustl capabile of

- caimg withect copereition

wﬂrﬂ’ngs &hlhnnuﬂdﬂlpnn‘lﬁr:wutlmm‘. of fotior.

Lo oul of Lhe reach of childesn under £ yeari of age fearinee Ingredients; _

f yow accdenta by swal lesw mose than weed der brushing. Sathitul, Spoarin, Hrdibed S lca O Wibns, FEGLOR. TRanban Bhasin Flarei.

gt medical belg or comtsct o Palian Centrel Center night away, :‘:::‘.'-":’““:.:rl: :‘:*"Wm Sl Sty Collabiis Gum.

[ Tve ADK Cauncit as Seientific Mtsies’ Aceegbance f OraLine Kids Bubale Gam Flavared Fluaris Taothgasie is based an il fining (et te §roductis electivg

ir helping 3 prevert and reguce losth decay, when used as directee — Caweil on Beientilic AlMaire, Amesicas Derkal Assaciatian
Drug Facts Drug Facts jcontinued)

g Aduilts ard children 2 years of age and alder Brush teeth
Active Ingredient Purpose | theraughly, preferably atter ssch mesl ar at least twice & day,
Soadivum Flusdide 0.78% wiw Arilicavity Tosthpaste [ or as directed by a dentist or dociorn,

(0L 5% ww Fluaride ion) Children under & years of age: Use & pea-ized amount arnd
inibriel in good braihing and rirsing halis ta reduce

US.E‘ Helps protect against cavities swallawing. Supervize childnen as necessany until capable of

- using without supervision.

warﬂlngs Children under 2 years of age cansult a dentist or doctor

Keep out of the reach of children under & years of age. Inactive Ingredients:

If you accidentally swallow maore than used for brushimg, Sertaital, Ghprenn, Hyerated Silic, D Warter, FEESM, Traanam Diexde, Flasvar,

get medical help or contact a Poison Cantral Center right away. Sodium Lourel Sulphate, Sodium Beraeate, Jodum Saccharin, Cellulase Gum,
FOE Red 448, FDGCRed # 33

res

ORALLINE KIDS

sodium fluoride gel, dentifrice

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:55873-003

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNII: 8ZYQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION 0.15g in100g

Inactive Ingredients
Ingredient Name Strength
SORBITOL (UNIl: 506T60A25R)
HYDRATED SILICA (UNIl: Y607T4G8P9)
WATER (UNIl: 059QFOKOOR)
GLYCERIN (UNII: PDC6A3C00OX)




POLYETHYLENE GLYCOL 600 (UNII: NL4J9F21N9)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
SODIUM BENZOATE (UNII: OJ245FE5EU)

SODIUM PHOSPHATE, DIBASIC, DIHYDRATE (UNII: 94255I6E2T)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)

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

Product Characteristics

Color Score
Shape Size
Flavor MINT (MINT FLAVOR) Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:55873-003- 113.4 g in 1 TUBE; Type 0: Not a Combination 03/01/2025
01 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO021 03/01/2025
ORALLINE KIDS
sodium fluoride gel, dentifrice
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:55873-004
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

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

Inactive Ingredients
Ingredient Name
SORBITOL (UNII: 506T60A25R)
HYDRATED SILICA (UNIl: Y6O7T4G8P9)
WATER (UNII: 059QFOKOOR)

0.15g in100 g

Strength



GLYCERIN (UNII: PDC6A3CO00OX)

POLYETHYLENE GLYCOL 600 (UNII: NL4J9F21N9)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))
CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
SODIUM BENZOATE (UNII: OJ245FE5EU)

SODIUM PHOSPHATE, DIBASIC, DIHYDRATE (UNII: 94255I6E2T)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)

FD&C RED NO. 40 (UNIl: WZB9127X0A)

D&C RED NO. 33 (UNIl: 9DBAOSBBOL)

Product Characteristics

Color Score
Shape Size
Flavor MINT (Mint Flavor) Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:55873-004- 113.4 g in 1 TUBE; Type 0: Not a Combination 03/01/2025
01 Product
2 NDC:55873-004- 85 g in 1 TUBE; Type 0: Not a Combination 03/01/2025
02 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO021 03/01/2025

Labeler - ). Murray Center Inc. (071601108)

Registrant - M. Murray Center Inc. (071601108)

Establishment
Name Address ID/FEI
J.M. Murray Center Inc. 071601108

Revised: 3/2025

Business Operations
manufacture(55873-003, 55873-004)

J.M. Murray Center Inc.
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