NEUTRAGEL- sodium fluoride gel, dentifrice
Germiphene Corporation

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.

Neutragel

Recommended use:
A topical anticaries preparation for dental use only.

1.1% Neutral sodium fluoride gel for topical fluoride gel treatments. Neutragel provides 0.5% fluoride
ion from sodium fluoride in a neutral (pH7), unflavored, unsweetened, stabilized gel base. The special
formulation is non-etching on porcelain or ceramic filled restorations. Ideal for chemotherapy and
Zerostomia patients.

Medicinal ingredient:

0.5% fluoride ion (from 1.1% sodium fluoride)

Non-medicinal ingredients:

Purified water, glycerin carboxymethylcellulose sodium, sodium benzoate, sodium citrate, and citric
acid anhydrous.

Directions:

1. Fill Germiphene brand disposable Gel Trays. After thorough prophylaxis, air dry teeth and insert
trays for four minutes. 2. Remove trays and excess gel.

Warning/Caution:

Do not eat, drink, or rinse for 30 minutes after treatment. Do not use if tamper-evident foil seal is
broken. Do not store in direct sunlight.

Keep out of reach of children.



UPC CODE IS BELOW MINIMUM SIZE

Usogs roceanmpsii: Prigernin ogians Pape
articabe, asvée il Mumgn danisir. on Fot dartl
‘asulsmert penanly.
Bal mu fugnare do sockum nealre & 1,1% 1.1% Massien mocun fvasila gal for fepionl
o ok da fumu, Tuscrkio pol Frmimars. prvidon
Moulreged oumk 5% dian Bumure L5% Buaride lon fom sealm fuerids i
0 mavmrwice i ionre e sodkan  nentre 4, rilvore, urmesminsd
darm v base reuire {pH 7. sans: ‘atmbilted ol base. The spscdsl formubsn
‘aswveur, ncum loerns.d ol non v st ez o prortan o cemic Md.
abiind. s frwo apacia mata renterwhorm. kisal br chamotheragy and
S ik P o 1 PrTAN O pairin.
o clsumiqua. dbain pur foe pallonia. asli nal ingrasiiend- 1 %, onds kon
‘sous chimiolhimgle cu el ca feyr
mwouioemie. ) ] mm_ml
s o Nautral Sodium Flucride Gel ook, sy
3 .750" it =G Gel au Fluonae de Sodium Neutrs m""’""‘"‘
Dirsoders: 1. FI
de-sadum, bezoste e noduum, ol de o (e
e, stario chue anfdre. deposabini m-: L%
oris, gl 1. Rerpiy b poris-foes. Iwert gy for lour minuie. 2 Remove:
e e
Dol ot ik or
60, Sl o G O prasys. Cyraraie L
“‘hm- phiviy <utefmach o hlun. D st s
vbi b d “ampe-aidant ol seal e brosn. Do mt
Entvarm poris-Buaes st o mrpks o pol. o e
Ming.on gurda: o pos mengar ouboy ;
_—n;“mm::.'n by | Furipu par.
1378 Colsoma EL E. Braniiord ON
Canada NIT EW [ 4840358 0431
TSR L
(7.7 floz)
227mL WENGHOA gy

5.000"
‘ PHESS DIRECTICN )

PROOF EECOO00
0oooog

COLOURS ARE FOR COLOUR BREAK ONLY
AND ARE NOT 100% ACCURATE.

PRINTER T0 CONFIRM PMS COLOURS
BEFORE PRESS RUN.

Label Design Ltd

Job Number: 97389
Purchase Order: PLT 9261
Job: 97389 NEUTRAGEL 227ML
Date: JAN-19-2016

Revision Date:

Previous Job Number:

File: NEUTRAGEL 227ML_VER-1

PROOF O.K
ASIS

PROCF OK.
WITH CHANGES

NEW PROOF
REQUIRED

Please check proof carefully
for size, apsllin?, layou‘l
and other specifications.
Check Barcodes carefully.

Your signed apgroval accepts
responsibility for any errors!

SIGNATURE & DATE




Usage recommandé: Préparation NDC 61508-0370- fu
topique anticarie, réservée & [usage e

dertaire seulement.

Gel au fluonure de sodium neutre &
1,1% pour applications topiques de
fluorure. Neutrage fournit 0,5%dion
fluorure en provenance du fluenre de
sodium dans une base neutre (pH T),
sans savelr, sous forme de gei non
sucré et stabilisé. La fomule spéciale
n'attagque pas les restaurations en
porcelaine ou en céramique. |déae
pour les patierts sous chimiothérapie
ousouffrants de xérostomie.
Ingrédient medicamentew:

0,5% ion fuonre du fuorre de
sodium & 1,1% Ingrédients non
miédicamentews: Eau purifiée,
ghycérine, carboxymeéthyicellulose de
sodium, benzoate de sodium, cirate
de sodium, et acide citrique anhydre.

Mode d'emploi 1. Remplir |es porte-
fluors jetables de margue Gemiphene
degel jusqu'au niveau indiqué. Aprés
les soins prophylactioues, sécher les
derts avec de ['ar et placer les porte-
fluors en couvrant les dents pendant
quatre minutes. 2. Enlever les porte-
fliors et le surplus de gel
IMise en garde: Ne pas manger ou
boire pendant 30 minutes. Tenir hors
delaportee des enfants. Ne pas
utifiser sile sceau est endommage.

NPN 01922017

Neutral Sodium Fluoride Gel
Gel au Fluorure de Sodium Neutre

Recommended use or purpose: A
topical anticaries preparation for
dental use only.

1.1%MNeutral sodium fluorde gel

for topical fluoride gel treatments.
Neutrage! provides 0 5% fluoride
ion from sodium floride in a neutral
(pHT), unflavered, unsweetened
stabilzed gel base. The special
fomulation is non-etching

on porcelain or ceramic filed
restorations. ldeal for chemotherapy
and Xerostomia patients.

Medicinal ingredient: 0.5%

flioride ion frem 1.1%sodium
fuoride. Non-medicinal
ingredients: Purified water, glycerin,
carboxymethylcellulose sodium,
sodium benzoate, sodium citrate and
citric acid anhydrous.

Directions: 1. Fill Germiphene brand
disposable Gel Trays to fill line. After
thorough prophylaxis, air dry teeth
and insert trays for four minutes. 2.
Remuove trays and excess gel.
Warming/Caution: Do not eat,

drink or rinse for 30 minutes after
treatment. Keep out of reach of
children. Do not use if tamper-evident
foil seal is broken. Do not store in
direct sunlight.

Manufactured by | Fabriqué par.
GERMIPHENE CORPORATION

i 1379 Golborne St E. Brantford ON
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sodium fluoride gel, dentifrice

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration DENTAL

Active Ingredient/Active Moiety

NDC:61508-0370

Ingredient Name Basis of Strength Strength
SODIUM FLUO RIDE (UNIL: 8ZYQ1474W7) (FLUORIDE ION - UNI:Q80 VPU4080) FLUORIDE ION 11g in 100 g

Inactive Ingredients
Ingredient Name
CARBOXYMETHYLCELLULOSE SODIUM (UNIL: K6790BS311)

Strength
26 g in100 g




WATER (UNII: 059QF0KOOR) 86.1g in100 g

GLYCERIN (UNIL: PDC6A3C00X) 10 g in100 g
SODIUM BENZOATE (UNII: OJ245FE5EU) 0.12g in100 g
ANHYDRO US CITRIC ACID (UNII: XF417D3PSL) 0.007 g in100 g
SODIUM CITRATE (UNIL: 1Q73Q2JULR) 0.093g in100 g
Packaging
# Item Code Package Description AL S b L [l
Date Date

1 NDC:61508-0370- 120 g in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 02/06/2017

1 Product
2 SIDC:G 1508-0370- ;fc())diclrtl 1BOTTLE, PLASTIC; Type 0: Not a Combination 02/06/2017

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
unapproved drug other 02/06/2017

Labeler - Germiphene Corporation (206412512)

Establishment
Name Address ID/FEI Business Operations
Germiphene Corporation 206412512 manufacture(61508-0370)

Revised: 2/2017 Germiphene Corporation
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