BLANX INTENSIVE STAIN REMOVAL- sodium monofluorophosphate, sodium fluoride paste
Coswell Spa

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.

BlanX Intensive Stain Removal

Contains:

Sodium Monofluorophosphate 0.4% (528 ppm F)
Sodium Fluoride 0.08% (362 ppmF)
Ingredients:

Aqua, Glycerin, Hydrated Silica, Sorbitol, Silica, Cellulose Gum, Xylitol, Aroma, Cetraria Islandica
Extract, Usnea Barbata Extract, Bambusa Arundinacea Stem Extract, Sodium Monofluorophosphate,
Sodium Fluoride, Mentha Piperita Oil, Papain, Sodium Saccharin, Sodium Myristoyl Sarcosinate,
Sodium Methyl Cocoyl Taurate, Sodium Benzoate, Phenoxyethanol, Benzyl Alcohol, Maltodextrin,
Anethol, Menthol, Eugenol, Limonene, CI 77891.

Non-Abrasive Whitening Toothpaste

Intensive Stain Removal

Removes stubborn stains

For daily use

Complete dental care with Arctic Lichen for natural whitening

BlanX Stain Prevention toothpaste containing Arctic Lichen cleans without abrasiveness, restoring the
teeth's original whiteness day by day while combatin stains. Its unique formula enriched with
microscopic bamboo powder removes stains and pigmentation due to smoking, food, beverages and
plaque deposits.

Keep out of reach of children
For daily use
For daily use
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Ingredients:

Aqua, Glycerin, Hydrated Silica, Sorbitol, Silica,
Cellulose Gum, Xyltol, Aroma, Cetraria klandica
Extract, Usnea Barbata Extract, Bambusa
Arundinacea Stem Extract, Sodium Monofluoropho-
sphate, Sodium Fluoride, Mentha Piperita Oil, Papain,
Sodium Saccharin, Sodium Myristoy Sarcosinate,
Sodium Methyl Cocoy Taurate, Sodium Benzoate,
Phenoxyethanol, Benzd Alcohol, Maltodexdrin,
Anethole, Menthal, Eugenol, Limonene, Cl 77891,

Contains:

Sodium Monofluorophosphate 0.4% (528 ppm F);

~ Sodium Fluoride 0.08% (362 ppm £)
Osszetevoket lasd " Ingredients” cimszo alatt.
Nétrium Fluoridot 0,08% (362 ppm F) és Natrium
Monofluorofoszfatot 0.4% (528 plpm F) tartalmaz.
Mindennapos hasznalatra.
International patent
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Cleans, protects and whitens
For daily use

. BlanX Stain  Prevention  toothpaste
containing  Arctic  Lichen  cleans  without
ahrasiveness, restoring the testh's original
whiteness day by day while combating stains.
Its unique formula enriched with microscopic
bhamboo powder removes stains and pigmenta-
tion due to smoking, food, beverages and
plague deposits.

. 1 dentifricio BlanX Antimacchia a base di
Licheni Artici, garantisce un effetto pulente non
abrasivo ripristinande giorno dopo giome il
hianco originale dei denti abbinando all'effetto
shiancante un'azione antimacchia. la sua
formula unica amicchita di micro-polvere di
bambis imuove ke macchie e | pigmenti dovuti
2 fumo, alimenti, bevande e depositi di placca.

. BlanX  Folteltavolitt  Fogkrém, Sarki
zuzmot tartalmaz, karcolas nélkal tisztit. Napi
hasznalata  segit  visszaalltani a  fogak
természetes fehérségét és véd a foltok ellen
anélkdl, hogy kdrositand a fogzoméncot.
Bambuszporral  gazdagitott  egyediilalls
formulda elidvolita a dohanyzas, ételek,
italok és lepedék lerakodésck okozta foltokat
és elszinezodeseket.

. BlanX bélici zubni pasta chsahuje vytazky

7 arktickjch  ldejnikis, které  odstranuji
povrchové zabarveni bez abrazivnino Geinku a
kazdodenné navracejl zubum jejich prirodni
belost.  Unikdtni formule  obchacena o
mikroskopicky bambusovy prasek odstrafiuje
zabarveni a pigmentace zplsobené koufenim,
jidlem, napoji a zubnim plakem.

Complete dental care with Arctic
Lichen for natural whitening

i

WHITENING
TOOTHPASTE

Non-abrasive whitening toothpastes

BASED ON NATURAL
ARCTIC LICHEN
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Removes stubborn stains

’ For daily use #

BlanX® Intensive Stdin Removal effoctively
removes stubbom sfains caused by smoke,
food, drink and plague. Its unigue formula,

which contains lichens and bamboo
micrapawider, is spedally designed to restore
the natural whiteness of teeth. [ts intense
aroma leaves the mduth feeling fresh, while
the active ingreclienty effectively prevent the
build up of phgue and tartar.

Test the|whiteness
of your teeth
with our

BLANXOMETER

Push in hefe and pull
back to open along the
perforated line
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Complets dental care
with Arctic Lichen for
natural whitening

BLANX INTENSIVE STAIN REMOVAL

sodium monofluorophosphate, sodium fluoride paste

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

ORAL

Active Ingredient/Active Moiety

SODIUM FLUORIDE (UNI: 82YQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080)

SODIUM MONOFLUOROPHO SPHATE (UNII: C810JCZ56Q) (FLUORIDE ION -

UNI:Q80VPU4080)

Ingredient Name

Item Code (Source)

NDC:70781-003

Basis of Strength
Strength
0.002 g
FLUORIDE ION in 100 g

FLUORIDE ION

0.01g in 100 g




Inactive Ingredients

Ingredient Name
MENTHOL, UNSPECIFIED FORM (UNI: L7T10EIP3A)
PEPPERMINT OIL (UNII: AV092KU4JH)
ANETHOLE (UNII: Q3JEK5D0O4K)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
SODIUM METHYL COCOYL TAURATE (UNI: JVL98CG53G)
XYLITOL (UNII: VCQO006KQ1E)
SODIUM MYRISTO YL SARCOSINATE (UNII: J07237209D)
EUGENOL (UNIL: 3T8H1794QW)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
TITANIUM DIO XIDE (UNIL: 15FIX9V2JP)
BENZYL ALCOHOL (UNI: LKG8494WBH)
PHENO XYETHANOL (UNII: HIE492Z73T)
SACCHARIN SODIUM (UNII: SB8ZUX40TY)
SODIUM BENZOATE (UNII: OJ245FE5EU)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
GLYCERIN (UNII: PDC6A3C00X)
CETRARIA ISLANDICA SUBSP. ISLANDICA (UNI: BJ7YPN79A1)
WATER (UNI: 059QF0KOOR)
SORBITOL (UNI: 506 T60A25R)
HYDRATED SILICA (UNIL: Y6O7T4G8P9)
BAMBUSA BAMBOS STEM (UNIl: NRA4497HC5)
PAPAIN (UNII: A236 A06Y32)
USNEA BARBATA (UNI: D6DVASTCAP)
MALTODEXTRIN (UNII: 7CVR7L4A2D)

Packaging
# Item Code Package Description

Strength

Marketing Start Date Marketing End Date

1 NDC:70781-003-01 75 g in 1 TUBE; Type 0: Nota Combination Product 04/26/2017

Marketing Information

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

OTC monograph final part355

Labeler - coswell Spa (429512304)

Establishment

Name Address

Incos Cosmeceutica Industriale Srl

Revised: 2/2019

04/26/2017
ID/FEI Business Operations
434933032 manufacture(70781-003)

Coswell Spa
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