FRAICHE 5000 SENSITIVE- sodium fluoride,potassium nitrate gel
True Marker Pharmaceuticals, Inc.

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.

Drug Facts

Active Ingredient (s)

Sodium Fluoride 1.1% and Potassium Nitrate 4.5%.

Uses|]

This 1.1% neutral sodium fluoride and 4.5% potassium nitrate dental gel is intended to
aid in the prevention of dental decay and to help treat tooth sensitivity to cold, heat,
sweets, acids, or contact.

Warnings

Do no swallow. Keep out of reach of children. Read the prescribing information fully
before using this product. If the product is accidentally swallowed in quantities greater
than would normally occur with a toothpaste, seek medical help right away. Sensitive
teeth may indicate a serious problem that may need prompt care by a dentist. See your
dentist if the problem persists or worsens. Do not use this product longer than 4 weeks
unless recommended by a dentist or physician.

Adverse reactions

To report suspected adverse reactions, contact True Marker Pharmaceuticals at (877)
887-9879 or the FDA at (800) FDA-1088 or www.fda.gov/medwatch.

Children under 6 years of age

Consult a dentist or physician.

Directions

Use twice a day (morning and evening) in place of regular toothpaste or as
recommended by a dentist or a physician. Adults and children 6 years of age and older.
Twist off cap and remove foil seal. Apply at least a 1-inch strip of gel onto a soft bristle
toothbrush. Brush teeth thoroughly for at least 1 minute. Spit out and rinse mouth
thoroughly. Make sure to brush all sensitive areas of the teeth.

Children under 6 years of age: Consult a dentist or physician.



Dosage form and Strengths

Dental gel containing 1.1% sodium fluoride and 4.5% potassium nitrate.

Contraindications

Avoid use in patients with known hypersensitivity to fluoride. Do not use in pediatric
patients under 6 unless directed by a dentist or physician.

Description

Fraiche 5000 Previ dental gel is a flavored, pH neutral 1.1 % sodium fluoride and 3%
calcium hydroxy apatite that aids in the prevention of dental decay and helps to treat
sensitive teeth.

Inactive Ingredients

Water, Glycerin, Hydrated Silica, Calcium Carbonate, Xylitol, Sorbitol, Xanthan Gum,
Flavor, Yucca Shidigera Root Extract, Quillaja Saponaria Bark Extract, Smilax
Aristolochiaefolia Root Extract, Dioscorea Villosa Root Extract, Tocopheryl Acetate,
Cocamidopropyl Betaine, Benzyl Alcohol.

How supplied/storage

4.3 ounces (1229) in plastic tube. Store at room temperature 59-86° F
(15-30 - °C)

Product label



MDC B3502-016=04

FRAICHE
] SENSITIVE]

1.1% newtral sodium luoride £
4.5% potassium nifrals
daental gel

Gluten-free, dye-free,
sadium laurd sullate=lree

RX Orly

4.3 oz (122q) [ MINT )

1.1% neutral sodium flucride f
4.5% potassium nitrate dental gel

FRAICHE 5000 EEEL0OTZ

Indisationa & vange: This & a e de and

irate defile] gal Intendad 12 aid in
It persieticn of denle] decay and Io bl el
ioaih seralivity io cold, heal, Sweais, aeids, o
T

Dosage and administration: Lise beice o cay
Imorming and esening| n plsce of regular
Iicthpasts or as moommendes by 8 dentst or g
phymician, Adulle srd chijdren 12 yeses of ags
el ofder, Twisl off e ard o bol maad
Wﬂmnhmﬂhdﬂmjuh

bitaa toabibiuih, Brush eeth Boenoughly for o
beaisi 1 minute. Spi oull e rinses meuls
Theroughhc Maks suna 5 brush all seralive
wrpas ol e Wl

Chilldren under & yeare of age: Conal a
dents or physican,

Dosags for= and Strangths: Dama| g
canlalning 1,1% sodum fuorida and 4,5%
PELABSLT i
Contraindlcations: fAvakl U in patonis wit
known hppersensibsity o Huoridio. Do not use in
pediainic patksmis wnder 12 urllass cieacled by s
denbe or physican,

Wharnings and Precaulions: Do no swallow,
Kaap ol of Faich of coifdras, Radd Sa
peiseiting ivformatien Ll bofars wang s
proszuct, K the product b acciderally swillzwed
I quanttios graatar tran would rormally oo
with & ipothpaste, sozk modical help ight awae
Eansiwo tzoin may indlcrie o sedous problam
that may need prompd can oy 3 dentist. Sea
your damiet F the problem persests or sorsone,
[z nof usa s produst longar Fan 4 seaks
urjes decdl bry m dectisl or physkck

Advaris reReliofic T tapeil fispaslil
Doearse reactions, contact Tees Marker
Pharmassutoals at (B77) BET-0879 o tha FIA
ol (E00) FDve] 088 or wew. Ida. powmaswonche

Deacripion: Fraiche G000 Sonmtive do-tal gel
iz m llavorad, pH reuiral 1.1% sodium flucnids
o 4,5% polnsslom ritats Tal sids in the
proensticn of dents] decay and helo i st
s fuaitien bl

Artiva ingradisats: Sodiem Flucnids 1.1% wnd
Folnssium Niate 45%

Innctivn ingradisnte: Wisar, Glyoorn, Mysrates
Sihea, Caloum Catonete, Xyltol Sorbiol
Mantan dum, Flees, Yucoa Shidigem Ao
Extwct. Cuillaja Saponaria Bark Exiract, Smilax
Arsifechianicla Real Exrag, Dascoras
Willeas Aoel Bxvas, Teooprand Soatata,
Cezamingrepy] Jutaice, Bosad Alsanal,

How poppliadiesorage: 4.9 cunces |1230) in
plastic Jube. Sone at oo lemperalurs GREE"F
RS ]

Manufactummd in LSA far Tra Markar
Phasfaceuteals b, Phosnle, AZ.
(BT BEFGETS,

!JL!I

FRAICHE 5000 EEELITE i o codn honde .




1.1% neutral sodium fluoride
4.5% potassium nitrate dental gel

Indbcations & usage: This is a fuoride and potassium nitrale dental
gel inkended 1o aid in e pevention of dental decay and o halp reat
oot sensldly o cold heal sweels, ackds, or contac.

Dosage and administration: Uss twice a day [moming and evening)
in place of mguiar WoTpaste of as recommanded by a dentistor a
physician. Adulis and children 12 years ol age and older Twist ofl cap
and rermove Toll ssal. Apply al least a 14nch stdp ol gel onlo asall
briste bathbreh. Bash leet thoroughiy for o least 1 minute. Spit out
and rinse mouth horoughly Make e 10 brush ol sensitve areas of
e eeh.

NDC 83592-816-04

Children under 6 ye=ars of age: Consul a dentistor physician

Desage form and Strengths: Dental gel containing 1.13% sodium
fuoride and 4.5% potassiurm nilrate.

Contrmindications: Avod use in paiens with known hypersensivily io
fuaride. Do not use in pediatic patents under & unkess discad by a
dentst o physician.

Warnings and Precautions: Do no swallow. Keep autol mach of
children. Aead e prescriting inlonmalon fuly belore wing fis
moduct. | e product is accidentally swallowed in guantles greder
han wauld normaly cceur wih 2 oothpaste, seek madical halp right
aua'.! Sans=tve el m'.lmdmmaﬂthus mﬂllm‘m‘.‘m@ﬂ
mﬂnmmadm.mmdmmlmemmu
worsens. Do nat use Tis product longer han 4 weeks unlees
recommended by a deniist or piysician.

] Adverse reactions: Torepon suspeced adverss reachons, contac
True Marker Phammaceutcaks @ (877) 887-9879 or the FDW at (800)
FDA-1088 or weee. ida gowimede alich.

Desaiplion: Fraiche 5100 Senslive dental gel & a favored, pH
: : neutral 1.1% sodium Suorde and 4. 5% potassum nitrate that ads in
1.1% neutral sodium fluoride / e preventon of dental decay and helps D Yest sensiie leet.
4.5% pg[a55ilrn nitrate Acthe ingredients: Sodum Fuoride 1.1% and Potassium Nirsle 4.5%
Inactive ingredients: Wales, Giyoern, Hydrated Slica, Calcum
dental gel Carbonate, Xyiiol, Soslol Xantan Gum, Flavor, Yucca Shidgera

Aoat Extract, Quillaja Saponaria Bark Exiract, Smilax Arstoochiasdolia
Aoat Extract, Dioscarea Villosa Root Extmct, Tocophend Acetale,

Gluten-free, dye-free, Cocamiopropy| Betsine, Benzyl Abahol
sodium lauryl sulfate-free Hiow sy qumé-ﬁ Duscss fibigh it M. S

Manuiactared in USA fof True Marker Phamacesticals N, Phoenix, AZ,
{&TT) SET-SETA.

RX Only

— ‘UH ““H‘
MINT 393356281504 " &

FRAICHE 5000 SENSITIVE

sodium fluoride,potassium nitrate gel

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:83592-816

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNII: 8ZYQ1474W7) (FLUORIDE ION - UNIl:Q80VPU4080) FLUORIDE ION 1.1g in100g




POTASSIUM NITRATE (UNIIl: RU45X2JNOZ) (NITRATE ION - UNI:T93E9Y2844)  POTASSIUM NITRATE

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
GLYCERIN (UNII: PDC6A3C00X)
HYDRATED SILICA (UNIl: Y607T4G8P9)
CALCIUM CARBONATE (UNIIl: HOG9379FGK)
XYLITOL (UNII: VCQOO6KQLE)
SORBITOL (UNIl: 506T60A25R)
XANTHAN GUM (UNII: TTV12P4NEE)
YUCCA SCHIDIGERA WHOLE (UNII: 08A0YG3VIC)
QUILLAJA SAPONARIA BARK (UNIl: 8NOK3807ZW)
SMILAX ARISTOLOCHIIFOLIA ROOT (UNIl: NR100Y25G0)
DIOSCOREA VILLOSA ROOT (UNII: IWY3IWX2G8)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
BENZYL ALCOHOL (UNII: LKG8494WBH)

Packaging
# Item Code Package Description Marke;uantge Start
1 (DC183592:816 4 i 1 carTON 03/12/2024
1 122 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start

Category Citation Date
unapproved drug 03/12/2024

other

Labeler - true Marker Pharmaceuticals, Inc. (119046582)

Revised: 4/2024

459 in100g
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Marketing End
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Marketing End
Date

True Marker Pharmaceuticals, Inc.
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