OROMIN- calcium chloride, sodium fluoride, sodium phosphate rinse
Germiphene Corporation

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

ORO Min

Recommended use:

Oro Minis a remineralizing and anti-cavity fluoride rinse. It provides essential minerals necessary to
harden teeth and promote remineralizing of tooth surfaces.

ORO Min s a remineralizing and anti-cavity fluoride rinse. It provides essential minerals necessary to
harden teeth and promote remineralizing of tooth surfaces.

Medicinal ingredient:
Calcium chloride 0.054%, sodium fluoride 0.02%, sodium phosphate 0.056%

Non-Medicinal Ingredients:

Water, ethyl alcohol, sorbitol solution, sodium chloride, edetate disodium, sodium benzoate,
polysorbate 20, polysorbate 80, methyl paraben, sodium saccharin, propyl paraben, and flavouring
agent.

Directions:

After brushing and flossing, rinse 10-15 mL of ORO Min (fill cap 3/4 full) between teeth for 60
seconds, then spit out. Do not swallow. Do not eat or drink for 30 minutes after rinsing. Use twice a day
or as directed by your dentist or hygienist.

Keep out of reach of children.

Do not use if tamper-evident foil seal is broken. Do not store in direct sunlight.
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DIRECTIOMS: After brushing and flassing, rnse
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USAGE RECOMMANDE: ORO Min est un rince-
bouche reminéralizant su fluorure qui combat |a carie
dentaire. || Tournit les mindraue essentiels pour durcir
les dents et favoriser la reminéralisation de la surface
des dents.

INGREDIEMT MEDICAMENTEUR: Chlorure de
raldium 0,054%, Auorure de sodium 0,02%,
phosphate de sodium 0,056%.

INGREDIENTS NOM MEDICAMENTEUX: Eau, alcool
étfyllque, solution de sorbitol, chlorurs de sadium,
Edétate disodique, benzogte de sodium, polysorbate
20, palysorbate 80, p-hydrozybenzoate de méthyle,
saccharinate de sodium, propyl p-hydroxyberzoate et
aromatlsants.

MODE D'EMPLOR: Apris le brossage des dents et
avoir utilisé L soie dertaire, 52 rincer la bouche
minutieusement avec 104 15 mL F'ORO Min
{remplissant ke bauchnn aux ) durant 60 secondes,
puls cracher. Ne pas avaler. Eviter de boire ou de
manger dans les 30 mirates qui suivent, Empleyer
devn: fols par jour cu selon les directives de votre
dentisteou hygidniste demzire,

AVERTISSEMENT: Garder hars de la portée des
enfants, e pas utiliser si ke sceau est endommagt.
Ne pas expasar aure rayons de solell dipects.
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Voir le feuillet pour la version en francais.

RECOMMENDED USE: ORO Min is a remineralizing and
anti-cavity fluoride rinse. It provides essential minerals
necessary to harden teeth and promote remineralizing of
tooth surfaces.

MEDICINAL INGREDIENT: Calcium chloride 0.054%,
sodium fluoride 0.02%, sodium phosphate 0.056%.

MON-MEDICINAL INGREDIENTS: Water, ethyl alcohal,
sorbitol solution sodium chloride, edetate disodium, sodium
benzoate, polysorbate 20, polysorbate 80, methyl paraben,
sodium saccharin, propyl paraben and flavouring agent.

DIRECTIONS: After brushing and flossing, rinse 10-15 mL
of ORO Min (fill cap 3 full) between teeth for 60 seconds,
then spit out. Do not swallow. Do not eat or drink for 30
minutes after rinsing. Use twice a day or as directed by your
dentist or hygienist.

WARNING: Keep out of reach of children. Do not use if tamper
-evident foil seal is broken. Do not store in direct sunlight.
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OROMIN

calcium chloride, sodium fluoride, sodium phosphate rinse

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61508-0200

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM PHO SPHATE, MONOBASIC (UNII: 3980JIH2SW) (PHOSPHATE ION - SODIUM PHOSPHATE, 0.056 g
UNIE:NKO 8 V8 K8 HR) MONOBASIC in 100 g
CALCIUM CHLORIDE (UNII: M4I0D6 VV5M) (CALCIUM CATION - 0.054 g
UNII:2M83C4R6ZB) CALCIUM CHLORIDE in 100 g
SODIUM FLUORIDE (UNI: 8Z2YQ1474W7) (FLUORIDE ION - UNI:Q80 VPU4080) FLUORIDE ION 01110110% g
Inactive Ingredients
Ingredient Name Strength

ALCOHOL (UNIE: 3K9958 V90 M)
PROPYLPARABEN (UNIL: Z8IX2SC10H)
METHYLPARABEN (UNIL: A218C7HI9T)
DISODIUM ETHYLENEDIAMINEDIACETATE (UNI: EQL53S5LO0F)
SODIUM CHLORIDE (UNII: 451W47IQ8X)
SACCHARIN SODIUM (UNI: SB8ZUX40TY)
WATER (UNIE: 059 QFOKOOR)

SORBITOL (UNI: 506 T60A25R)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
POLYSORBATE 20 (UNI: 7T1F30 V5YH)
SODIUM BENZOATE (UNIL: OJ245FESEU)

Product Characteristics

Color Score

Shape Size

Flavor MINT Imprint Code
Contains

Packaging

# Item Code Package Description

Date
1 NDC:61508-0200- 500 g in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 06/16/2017
1 Product
> NDC:61508-0200- 50 g in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 06/16/2017

2 Product

Marketing Start

2g inl100 g
0.005g in100 g
0.06 g in100 g
0.137 g in 100 g
0.877 g in100 g
0.025g in100 g
94.9 g in100 g
1.5g in100 g
0.1g in100 g
0.1g in 100 g
0.1g in100 g

Date

Marketing End
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Germiphene Corporation 206412512 manufacture(61508-0200)

Revised: 6/2017 Germiphene Corporation



	ORO Min
	Recommended use:
	Medicinal ingredient:
	Non-Medicinal Ingredients:
	Directions:

