BRUSHBUDDIES SHOPKINS ANTICAVITY FLUORIDE- sodium fluoride mouthwash
Ashtel Studio Inc

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 Ingredient

Sodium Fluoride 0.05%
Purpose:

Anticavity

Uses:

Helps protect against cavities
Warnings:

If you accidentally swallow more than used for brushing, seek professional help or contact a Poison
Control Center immediately

Keep out of reach of children

Directions:

Adults and children 6 years and older:

Use daily after your normal brush

Shake well before each use

Rinse or gargle for 30 seconds with 15 mL (3 teaspoonful) and then spit out
Supervise children's brushing untill good habits are established.

Do not Swallow the rinse

Other Information
Store in cool and dry place away fromdirect sun light
Inactive Ingredients:

Water, Glycerin, PEG-40 Hydrogenated Castor Oil, Xylitor, Flavor, Acesulfame, Sodium Benzoate,
Saccharin Sodium, Rose Red 1



b ug8£900

PZ-vBL90 # WaY|

R BT A
VITVULSTY 2616 A

K02 TN AL Fcki] Enou
dgrn e, o QUOOW

8

ey

EELE
.__s_wew_w__%,uuﬁuﬁ J0ITTE0M DHITH3J HO GILNVHD
: SYHYWIOVHL ONY SLHOIMAD)
TYNOLLVNHALN] L L60-¥E¥-506- |
SFI NI 3344 THOL BSEB-#LT-(20:) VNI N1 G3UNUVINKYRY
{SIMIWIOD HO SNOUSIND VST N G3NI1530
| P3 350y UIRYIIRG USUPOS I IPOZUR LN
LRSI 'SOARE YOTRAK 1103 201183 paeuaBRIpiH 01-93d WIadAD Saies
“srapaniu; sagoeuy
b S 15200 1)) AEMD BT AR DUT 100D 1Y QXIS
VOREULIO/L] 1B
“S5ulH iNf} MOGEMS J0u 0 »

10 ds wauy pue (jnjuoodsea) £) T 51 UM SPUCSes OF Jo) aifired 10 osul «
"@5N 323 210G M MEYS »

‘859 0} 10ud oW WKLY Bfsecio0; asup ‘s uuou mod Jaye Kgep o5 «
53pio pue abe 10 s5ead 4 LI pue SNpY

suogzang

“Reme i smuag 007 YosHy 1R

10 Uy [Eapdul 128 PammiemMs ATEIIPRIE | UM JO 1IR3 10 110 daay

k]

Apeaguy

.danﬁt

RSO0 ‘apuong wnpog
JUNPLIO) SV
‘spoe4 brug

HSYMHLOOW 3013001 ALINYIILNY

ssippngysnig

B

Ce0® 9" 0 v

‘o © 2 Y
LY

ity O

q”
JONY

WU
18808

|BRUSHBUDDIES SHOPKINS ANTICAVITY FLUORIDE



sodium fluoride mouthwash

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70108-502

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNI: 8Z2YQ1474W7) (FLUORIDE ION - UNI:Q80 VPU4080) FLUORIDE ION 0.0225¢g in100 g
Inactive Ingredients
Ingredient Name Strength

WATER (UNI: 059QF0KOOR)

GLYCERIN (UNII: PDC6A3C00X)
XYLITOL (UNI: VCQO006KQI1E)
ACESULFAME (UNII: MA3UYZ6 K1H)
SODIUM BENZOATE (UNII: OJ245FESEU)
ROSE BENGAL AT (UNIL: 1IID5XA5GB)
SACCHARIN SODIUM (UNIL: SB8ZUX40TY)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70108-502-01 500 g in 1 BOTTLE; Type 0: Not a Combination Product 12/03/2016

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part355 11/28/2016

Labeler - Ashtel Studio Inc (148689180)

Establishment
Name Address ID/FEI Business Operations
Foshan Nanhai JiaChun Biology Engineering Co., Ltd 527935253 manufacture(70108-502)

Revised: 12/2016 Ashtel Studio Inc



