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Ml Paste®
EJP“EE.Q:::_

Protect & Prevert.| 1o |
VOL. 35mL (1,161l 02)
NET WT. 424 {15 07)

INGREDIEMTS: Water, Glycerol, Silicon
diceice, FECALDERT® (CRP-ACH) Cazsin
Phoephopeptide-Armomphous Caleium
Phozphate, Zorbitol, CC-Ha, Popyiens
ghazol, Sodium lurl sulfate, Sodiumcitrate,
Flavaring, Tianiurm dioxide, Xylitol, Stanmous
Fluorde, Sodiurn zaccharin, Ethyl
p-hydioesyberzoate, Propyl p-hydioey berzoate,
Eutyl p-hydroesyberznate

RECALDENT and
RECALDENT Icgoar:
trademarks of iondela
Intemetonal gmou p used
under lbense.

Read the drug facts panelon the
box and prescribing information.
Forchilden under 12 vears, please
coneult a dertist or physician

CAUTION RECALDENT® iz
dervad from milk casain. Do not
usa on patients with a milik proteln
or hydroyberzoates alergy.

In case of allerglc reaction; siop
usa, rings mouth with water, and
soak medical advice.
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MAMUFACTURED by
GC AMERICA INC.
ALEIP. IL 60803 LL.BA.
MADE IN US.A 1430729
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FINAIWIDTH 90.022 mm (3.5442")

L THm
2mm

{0.079")

SLITWIDTH 94.022 mm (3.7017")

Active ingredient
Stannous fluoride
0.454% w/w

(0.13% wy/v fluoride ion)

Inactive ingredients
Water, Glycerol, Silicon dioxide,
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Shoulder
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RECALDENT® (CPP-ACP) Casein
Phosphopeptide-Amorphous
Calcium Phosphate, Sorbitol,
CMC-Na, Propylene glycol,

Sodium lauryl sulfate, Sodium
citrate, Flavoring, Titanium dioxide,
Xylitol, Sodium saccharin, Ethyl
p-hydroxybenzoate, Propyl
p-hydroxybenzoate,

Butyl p-hydroxybenzoate

» Keep out of reach of children

» Stop use and ask a dentist if
gingivitis, bleeding, or redness
persists for more than 2 weeks, or
if you have painful or swollen
gums, pus from the gum line, loose
teeth, or increasing spacing
between the teeth. These may be
signs of periodontitis, a serious
form of gum disease.

* When using this product for
sensitivity, do not use longer than
4 weeks unless recommended by
a dentist.

* If more than the recommended
amount of paste used for brushing
is accidentally swallowed, get
medical help or contact a Poison
Control Center right away. 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.

For adults and children 12

years of age or older, apply a
small, pea-size amount of Ml Paste
ONE Perio to your toothbrush. For
best results, brush for 2 minutes,
expectorate and do not rinse; do
not eat or drink for 30 minutes after
brushing. Use twice daily. Replace
cap after use. For children under
12 years of age, consult a dentist
or physician.

Uses
* Helps prevent gingivitis
* Helps interfere with harmful



effects of plaque associated

with gingivitis

* Aids in the prevention of cavities
* Builds increasing protection
against painful sensitivity of the
teeth to cold, heat, acids, sweets,

or contact

» Keep out of reach of children

Purposes
Anti-gingivitis
Anti-cavity
Anti-sensitivity
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Perio (1)

VOL.36mL{1A8floz) NETWT.429(1.5

STORAGE : l
Recommended for !'i
optimal performance, &

slore at rcom temparature from

dirgct sunlight (8-25°C) (46.4-77.0°F)

CAUTION

RECALDENT® s derived from milk
caseln. Do not use on patlents with
a milk proteln or hydroxybenzoates
allergy. In case of allerglc reastlon;
&top use, rinss mouth with watar,
and seek medical advice.
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Drug Facts

Active ingredient Purposes
Stannous fluoride Anfi-gingpvifis
0.454% wiiw Anti-cawify

(0.13% wiv flucride ion) Anfi-sernsitiviy

Uses

+ Helps prevent gingivitis

* Helps interfere with harmful
effects of plague assosiated

with gingivitis

* Aids in the prevention of cavities
+ Builds increasing protection
aganst painful sensitivity of the
1eeth to cold, heat, acids, sweets,
ar contact

Warnings

« Keep out of reach of children
+ Stop use and ask a dentist if
ginggivitis, bleeding, or redness

Drug Facts (continued)
Directions

For adults and children 12
years of age or older, apply a
small, pea-size amount of M| Paste
OME Perio 1o your toothbrush. For
best results, brush for 2 minutes,
expectorate and do not inge; da
not eat or drink for 30 minutes after
brushing. Use twice daily. Replace
cap after use. For children uncler
12 years of age, consult a denfist
or physician

Dol

Other Information

+ Products containing stannous
fluoride may produce surface
staining of the teeth. Adequate
toothbrushing may prevent these
stains which arenot harmiul or
permanent and may be removed
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persists for more than 2 weeks, or 8 ° by your dentist

i you have painiul or swollen + This product is spedally
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signs of periodontifis, a serious Inactive ingredients

form of gum disease YWater, Glyceral, Silicon dicxide,

+ When using this product for RECALDENT® (CPP-ACP) Casein
sensitivity, do not use longer than Phosgphopeptide-Amorphous

4 weeks unless recommended by Calcium Phosphate, Sorbitol,

a dentist CMGC-Na, Propylene glycd,

| more than the recommended Sodium lauryl sulfate, Sodium
amount of paste used for brushing ditrate, Flavoring, Titanium dicxide,
is accidentally swallowed, get Hylitol, Sodium sacoharin, Etryl
medical help or contact a Poison p-hydroxybenzoate, Propyl
Control Center right away. Do not & p-hydrosybenzoate,
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MIPASTE ONE PERIO

mipaste one perio paste, dentifrice

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61596-300
Route of Administration DENTAL

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
STANNOUS FLUORIDE (UNIl: 3FTR44B32Q) (FLUORIDE ION - 0.454 g
UNII:Q80VPU4080) FLUORIDE ION in 100 g
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QFO0KOOR)

CALCIUM PHOSPHATE, UNSPECIFIED FORM (UNII: 97Z 1W3NDX)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)
GLYCERIN (UNII: PDC6A3CO00OX)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

SACCHARIN SODIUM (UNIl: SB8ZUX40TY)

ETHYLPARABEN (UNII: 14255EXE39)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

SORBITOL (UNII: 506T60A25R)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))

XYLITOL (UNIl: VCQO06KQ1E)

PROPYLPARABEN (UNII: Z8IX2SC10H)

BUTYLPARABEN (UNII: 3QPI1LU3FV8)

SODIUM CITRATE, UNSPECIFIED FORM (UNII: 1Q73Q2JULR)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color Score
Shape Size

Flavor MINT Imprint Code
Contains

Packaging

Marketing Start Marketing End
Date Date

10 in 1 BOX 02/01/2022

# [Item Code Package Description
NDC:61596-300-
10

NDC:61596-300-
41

. NDC:61596-300- 42 gin 1 TUBE; Type 0: Not a Combination

1in 1 BOTTLE, UNIT-DOSE



40 Product

Marketing Information

Marketing
Category

OTC Monograph Drug MO021

Application Number or Monograph
Citation

Labeler - Gc America Inc. (005473608)

Establishment
Name Address ID/FEI
GC America Inc. 005473608

Revised: 12/2025

Marketing Start
Date

02/01/2022

Marketing End
Date

Business Operations
manufacture(61596-300)

GC America Inc.
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