GELO-X- sodium fluoride gel, dentifrice
Dharma Research, Inc.

APF THIXOTROPIC GEL
with Xylitol & Vitamin E

Acidulated
Phosphate Fluoride
Treatment Gel
1.23% Fluoride lon

GLUTEN FREE

1 minute or 4 minute
Treatment

»
@Only 17 1. oz. (500ml)

MADE IN USA

Drug Facts

Active Ingredient
Sedium Fluoride 2.09%

Purpose
Anticaries

Uses Prescription fluoride treatment gel

Warnings
m Keep out of the reach of children,

used fo prevent dental cecay.

g greater
medical help or

that no known patient

2 gel for in-office patient use.

dual tray one third full

8
55 gel and not

Other information

m Sl [ 15°-30° C).

ten, soy milk, &g, peanut and free nut products,

um Aluminum Silicate, Phosph

Titanium Dioxide, Tocor

itic Acid, FD&C Red No. 40 (C.1 16035), Flavor, Hydrofluonic Acid

id, Poly e 20, Purified
in, Sweetness Enhancer
Kantham Gum, Xylitol.

Importer and License Holder:
Dentorient Fuss LTD 512834284
RO.B 2232 Tel Aviv lsrael

Tel 03-6393640 Fax 03-6393645
Wy, ied a,il

Lrae ration Number:
2536000

reorder code:
gelox001

expiry date and batch
printed on the bottom

GELO-X

sodium fluoride gel, dentifrice

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration DENTAL

Active Ingredient/Active Moiety
Ingredient Name

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

Item Code (Source)

Basis of
Strength

FLUORIDE ION

NDC:53045-208

Strength

10.241 g in 100 g




Inactive Ingredients

Ingredient Name
CITRIC ACID MONOHYDRATE (UNII: 2968PHW8QP)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
MAGNESIUM ALUMINUM SILICATE (UNIIl: 6M3P64VONC)
PHOSPHORIC ACID (UNIl: E4AGA8884NN)
POLYSORBATE 20 (UNIl: 7T1F30V5YH)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SACCHARIN SODIUM (UNII: SB8Z UX40TY)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
XANTHAN GUM (UNII: TTV12P4NEE)
XYLITOL (UNII: VCQOO6KQLE)

Product Characteristics

Strength

Color Score
Shape Size
Flavor BUBBLE GUM Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
1 NDC:53045-208- 490 g in 1 BOTTLE; Type 0: Not a Combination 01/01/2016
17 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
export only 01/01/2016
Labeler - pharma Research, Inc. (078444642)
Registrant = Dharma Research, Inc. (078444642)
Establishment
Name Address ID/FEI Business Operations
Dharma Research, Inc. 078444642 manufacture(53045-208)
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Dharma Research, Inc.



