MIPASTE PLUS VANILLA- mipaste plus vanilla paste, dentifrice
GC America Inc.

Active Ingredient
Sodium fluoride 0.20% (w/w)

Purpose
Anticavity

Use
* aids in the prevention
of dental cavities

Warnings

Keep out of reach of children

under 6 years of age. Do not use on patients with a milk protein or hydroxybenzoates

allergy. In case of allergic reaction; stop use, rinse mouth with water and seek medical

advice. If you

accidentally swallow more than used for brushing, get medical help or contact a Poison
Control Center right away.

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

Directions

 adults and children over 12:
brush teeth with your normal
toothpaste at least twice a day, or
as directed by your dental
professional or doctor, rinse
mouth after brushing, dispense a
pea-sized portion of Ml Paste Plus
onto your finger, apply thoroughly,
coating the upper teeth with an
even layer, repeat for lower teeth,
allow to remain on teeth for 3
minutes. Do not rinse.

e children under the age of 12:
consult your dental professional or
doctor

Inactive ingredients

Butyl p-hydroxybenzoate, Casein

phosphopeptides and amorphous calcium

phosphate, D-sorbitol, Ethyl p-hydroxybenzoate,

Flavoring, Glycerol, Phosphoric acid, Propyl

p-hydroxybenzoate, Propylene glycol, Silicon

dioxide, Sodium carboxymethyl cellulose, Sodium saccharin, Titanium dioxide, W ater,
Xylitol



mi

Paste
Plus

Vanilla
——
—1 "
Ml Paste Plus- am) MiI Paste Plus-
Vanilla Drug Facts ! A\CAUTION
¥ i ie -y - RECALDENT ™ is derivsd from milk cassin.
A o ..o £ GC, S T

and fuoride Use -« aids in the prevention
of dental cavities

STORAGE: storein a ool —_—
chy s by arca avay Fom dractsulght (8-26°C) (4.4-77.0°F) Warnings
Keep out of reeoh of children M'

under 6 yea

T T r— Paste
T mmm Paste
lie o paters v g ik S SR Plus-

use, rinse mouth with water, and Di o masestamisimei s et
B e iE i, «adults and children over 12: e e Mgy 1c-avel
Teeth with your normal caleium, phosphate and fluoride
tocthpaste at least twice a day, or « Anticavity
as directed by your dental « Robullds Gnamel
@ Gauton US FederalLaw soarits professional ordoctor, e « Helps against sensitivity
e e Iy panan e s, , =
DL s e TR Y s B Sodium Fluoride 0.20% W/W(900ppIm F)
roughly;

It your dental A
consult your dental professional or
docior 7 "

Uuiruy

Vanilla

Other information

For additional application instructions,
refer to the product insert. Vanilla
Inactive ingredients

? Byl phyctoxybenzoate, Casein
=
g

I

Consult instructions for use
insert and drug facts panel

i

FEGALDENT o a trademaric
under ficer

= : cPPaCE technalogy develnped by
: ents S ’ School of Dental Scianc:
L, = ¢ The U i Mal st
1.800-323-7063 < i® University of Melbourne, Australia.
“C,

phosptopeptides nd amorphous calcm
phosphete, D-sorbiol,Eiyl phyckorybenzodte,
Flavoring, Ghicerol, Phosphoric acid, Propyl
phydogbenzodte, Propykne glool, Sion
diokide, Sodum carboxymetyl sluose, Sodim

2120720

MADE NUSA

g7is3i2020 - 0s:21:3am| GCAME-00100-B.pdf

L4876

Design width: Barcedes:
6.86200 inch Nane
Design height:
8.35000 inch Hone
Prepress Operator: None
PP None None
Number of press inks:

This proof utilizes process colors to represent the Pantone colors used.

il
All proofs should be thoroughly inspected by the i
recipient immediately upon receipt. It is the responsibil-
ity of the recipient to examine and proofread all proofs
prior to plating. Should the proof be found to be 8.23% 10.30% 17.73% 5.85%
incorrect upon the inspection described above, call
Accord Carton. The liability of Accord Carton shall be Special Inks

limited to correcting its own product. Accord Carton will it Qutside Bleed
not be liable for any loss or damage including but not
limited to cost of the printing plates, overtime, press - -‘- =!

delays, and or missing of insertion dates.

Please mark any corrections or changes on this proof. If approved sign and date as indicated below.
SIGN FOR APPROVAL.:
Signature: Date:

WWW.ACCORDCARTON.COM

MIPASTE PLUS VANILLA

mipaste plus vanilla paste, dentifrice

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:61596-802

Route of Administration DENTAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNIl: 82YQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION 0.2g in100g

Inactive Ingredients

Ingredient Name Strength
BUTYLPARABEN (UNIl: 3QPITU3FV8)
CALCIUM PHOSPHATE, UNSPECIFIED FORM (UNII: 97Z1W3NDX)
PROPYLPARABEN (UNII: Z8IX2SC10H)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNII: K6790BS311)
WATER (UNII: 059QFO0KOO0R)
XYLITOL (UNII: VCQO06KQ1E)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
SORBITOL (UNIl: 506T60A25R)
ETHYLPARABEN (UNIl: 14255EXE39)
GLYCERIN (UNIl: PDC6A3COO0X)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PHOSPHORIC ACID (UNIl: EAGA8884NN)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Product Characteristics

Color Score
Shape Size

Flavor VANILLA Imprint Code
Contains

Packaging
Item
Code

NDC:61596-
802-10
NDC:61596-
802-41

NDC:61596- 40 g in 1 TUBE; Type 9: Other Type of Part 3 Combination Product
802-40 (e.g., Drug/Device/Biological Product)

Marketing Marketing

e Start Date End Date

Package Description
10 in 1 BOX 02/03/2022

1in 1 BOX, UNIT-DOSE

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO021 02/03/2022

Labeler - Gc America Inc. (005473608)



Registrant - Gc America Inc. (005473608)

Establishment
Name Address ID/FEI Business Operations
GC America Inc. 005473608 manufacture(61596-802)

Revised: 1/2024 GC America Inc.



