ESCOPINIO PHYTO ALPHA TOOTHPASTE - sodium monofluorophosphate paste
Zion Synthetic Fiber Corporation Limited

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.

Active Ingredients: Sodium Monofluorophosphate

Other Ingredients:

Water, Dicalcium Phosphodihydrate, Tocopheryl Acetate, Sodium Benzoate, d-Sorbitol, Sodium
Carboxymethylcellulose, Silica, Monosodium Phosphate, Sodium Lauryl Sulfate, Monooleic Sorbate,
Tetrasodium Pyrophosphate, Sodum Saccharin, Xylitol, Mentha (peppermint), Fragrance HF 30302,
Sage Oil, Myrrh Extract, Cardamom Extract, Blue FCF #1, Yellow #4, Titanium Dioxide

Directions:
Adults and children 2 years and older:
Brush teeth thoroughly preferably after each meal or at least twice a day or as directed by your dentist.

Children under 6 years of age:
To minimize swallowing, use a pea sized amount and supervise brushing until good habits are
established.

Children under 2 years: Ask a dentist or physician

Care and Handling:
Keep the lid tightly closed after using.
Keep at a room temperature
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If you accidentally swallow more than used for brushing, seek
professional halp or contact a Poison Control Canter immadiataly.

WARNING: Keep out of reach of children under & years of age.
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ESOPINIG PHYTO a TOOTHPASTE WITH
NATURAL HERBAL EXTRACTS HELPS YOUR
GLIM ANDTEETH HEALTHY
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Active Ingredients;
Spdium Monafluorophospate] 0. 76%)
Puwpose: Anticaties
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Dicalivem Phosphodibydrate, Tocopheny
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EFFICACY:
Pravients gurn disaass, cavlies, gingivitis,
anti-plagque, bad braath & whitens teath,

DIRECTIONS:

Adults and chidren 2 years and older;
Brush tasth thoroughly, prelarably alter
anch maal, of a1 kst twice a diy, or as
directad By your dentist,

Childran under & years of ege: To minimize
swallowving, ese a pea sized amount and
supanvise brushing unlil good habits ae
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Childran undir 7 years:

Asi & dentist or physician

CARE & HANDLING:
Keap tha Bd tightly closed affer using
Kisap a1 & room ternperatune (G ~307T)

Matural Flavors=1t has a unique taste of harbs,
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120g Net WT. 4 OZ
0% N2 DI (ZS)

Zion Synthetic Fiber Co., Ltd, Busan, Karaa
82-61-720-11B7 Made in Konaa

Distributed by: Bo 1
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ESCOPINIO PHYTO ALPHA TOOTHPASTE
sodium monofluorophosphate paste
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:44781-447
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
SODIUM MO NOFLUO RO PHO SPHATE (UNI: C810JCZ56Q) (FLUORIDE ION - SODIUM 0912 ¢g
UNI:Q80VPU4080) MONOFLUOROPHOSPHATE in 120 g
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:44781-447-81 120 g in 1 TUBE

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

OTC monograph final part355 01/21/2010

Labeler - zion Synthetic Fiber Corporation Limited (688011147)
Registrant = Zion Synthetic Fiber Corporation Limited (688011147)

Establishment
Address ID/FEI Business Operations

688011147 manufacture

Name

Zion Synthetic Fiber Corporation Limited

Revised: 1/2010 Zion Synthetic Fiber Corporation Limited



