PRO-DEN RX- sodium fluoride gel
DEN-MAT HOLDINGS, LLC

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.

Pro-Den Rx

Drug Facts
Description:

A home care, self-applied topical fluoride treatment containing 1.1% Neutral Sodium Fluoride (5000
ppm F) for daily use to aid in the protection against dental caries in adults and pediatric patients.

OTC - ACTIVE INGREDIENT
Neutral Sodium Fluoride 1.1% w/w (5000 ppm F).

INACTIVE INGREDIENT

Diatomite, Flavor, Glycerin, Carboxymethyl Cellulose, Phosphoric Acid, Sodium Benzoate, Sodium
Saccharin and Purified Water.

OTC - PURPOSE

Clinical Pharmacology: Applying preparations containing high fluoride concentrations on a regular
basis increases the fluoride ionlevels intooth enamel and improves tooth resistance to acid dissolution.

INDICATIONS AND USAGE

Itis well recognized that regular use of 1.1% Neutral Sodium Fluoride (5000 ppm F) in mouthpiece
applicators is safe and effective in preventing caries. 14 ProDenRx Brush-On Gel may be applied using
a toothbrush. Plaque contributes to caries; therefore, reduction of plaque can help in preventing caries.

Contraindications: Do not use in children under 6 unless recommended by a dentist.

OTC - KEEP OUT OF REACH OF CHILDREN
PLEASE KEEP OUT OF REACH OF CHILDREN.

WARNINGS
Children under 6 years old:

The potential for fluorosis fromrepeated swallowing is possible; therefore, children under 6 years old
should use only if ordered by dentist and carefully supervised by parent.

Precautions:
Limited to topical use in mouth only. DO NOT SWALLOW.
Overdosage:

Swallowing a normal treatment dose (approx. 2 mg of fluoride) is not harmful.



DOSAGE AND ADMINISTRATION

Adults and Children over 6 years of age: Use in place of your regular toothpaste. Apply at bedtime or
more often if your dentist recommends additional therapy based on the diagnosis. Cover brush head with
ProDenRx 1.1% Neutral Sodium Fluoride Gel and brush around all tooth surfaces and gum line for at
least 1 minute. Spit out gel.

Adults : Wait 30 minutes before rinsing mouth. For children under age 12: Rinse mouth thoroughly
immediately after use.

Store at Room Temperature

How Supplied: Net Wt. 2 0z. (56 g) tube in a box.
Berry Fresh: NDC 59883-822-02

Cherry Limeade: NDC 59883-821-02

Cool Mint: NDC 59883-820-02

References:

1. Accepted Dental Therapeutics Ed. 40 ADA Chicago, p. 405-407, 1984.
2. Englander HR, et al.: JADA 83:354-358 1971.
3. Englander HR, et al.: JADA 78:783-787 1969.
4. Englander HR, et al.: JADA 75:638-644 1967.

Rx Only
1-800-228-5595
REORDER NUMBER: 2250RBM

Made for and Distributed in US by: Zila Therapeutics, Inc.
P.O.Box 3889, Batesville, AR 72503

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL



SRUBPISCNG $1) PUE 2U| 87 J0 SYBWSPED 28 ) PUE )

BAZIYE 2004 4 hay
WLNSZE “HIFNNN Y3aH03IY

sz vy s ssscsea o0 N ALALAERHL

@ "ou| ‘sainadesay] ez :kq g ul paInqusi pue oj opepy

Aoy

LOBL YRE-BEOGE WOV TIR 10 HH Japueifiug v

B96L 7B -SBIBF VINT TR 18 HH Japueifiug §

L6 BSE-RGEEE VT T 19 HH Jopuifiug ¢

w61 H0s-G0k d 'oBeang) vy o pa sannedeay| jeuag) paidacay |
S UBIBJY

G6G5-822-008-1

Z0-E28-ER%AG D (IN sa Aueg

- DEB-EAHES DUIN “UA) o)

20- |Z8-S886% TN BpeRu] Ay
ey & i argn) (6 9) 70 £ g7 1oy payddng moy
aunjesadiie] ooy e 81015

TES) EERE] 2124 (uoj apuonj4 wdd gps) apuon){ wnIpos 9" | :sulewo?) (wh gg) 'zo z ‘Jw 19N

INIW
1009

€¢0-0Z8-£8865 JAN

B R Al Sulnasogs yinow ssug) zL abie
1epun usIpj Jog “Pnow Busun aioag soinuiw of Neg synpy @0 no wdg snuiw
1 1582] I8 Joj au) wnb pue SA0RINS 1Ro0) (|8 PUNDE YSIG PUB |30 ApUON|] WPOS
[N S 1| *HUS0I] UK eay ysie) sares) sisoulielp oy uo paseq Adesau) puonippe
SPUAMILINTS] JSAURD N0 || Ueqo aow 1o aumpad 8 Addy ssedipon senbas mod jo
sotyd u o) :efe jo sieef 9 JBa0 US|y puE SYNpPY uogelsiuUpY pue ebesoq
usey 10 s) Gapuony jo Bu g xodde) asop e [Ews e Guseess :ebesopiesp

MOTTYMS LON 00 Hjuo ynoew i asn eoido) o) paiur] Suonnessd

e ) pasyadng Gnjanes pue jsauap Ao pasp e i &ue asn pinoys po sead

9 JRpUR BRI Angasay) agssod s) Bupno)ems payeadal wol) soaon|) a0 [epustod sy
‘i sieak g spun WP NIHATHO 40 HOVIYH 40 LNO d33X 38VI1d shuem

— IHIHUIG OpHOn -
WNIPoS [BANaN

TGP B AQ U WIGIEL SSA[UN § 1[N USIPRD U1 3SN J0U 0f] SUC|RIPURNUGS)
sapen funusaaxd urdigy ues anbepd §o uogonpas GIojaIsY] SHIES 0]

saunquites anbelg ysruguion) & Guisn packde sq Az g ug-ysng SHuago ,  seues
fuguessid ur supaye pue ajes st saogeandde sserdyinow (4§ wdd gops) apuon)y
WNIPOS [Rnay G| | Jo asn enbal jey) paauliosal (o ¢ ) eBesn pue suogealpu
UOINPSSIP P b) B0USIISal

1300 sanokdw) pUB JEEUE [I00] U) Sasa) un| BpUong sl ssseaiul sseq senia) e
1o sunfeguaiue apuony. yiin) Guuees suogemsdasd Guifddy KHopxewueyy gag
IRIE PRI PUR UL RIXKIES WNIEOS, 3102U3g Wnipog

[ PLIORISON BS0| IR AL LAR GO ULSOAE) Kkl SIleYE(] Suaipelbu) eapael)|
{4 wdd 000) M 51 L 8PN Whipos [enapy sweipedbiul enpay

salED [Eep suee vopayd agy oy ssn Apep sop () wdd ooos) ppong| wnpos

(e 5171 Guueues Juswess apony eado pade-jies ‘siea swol i uondussq

e EEREE] 214V (uoj apuoni4 wdd :8& apuoN|4 WNIPos 0y] | :sureuoy (wh 9g) 'zo Z Im 19N

ININ
1009

Z0-0Z8-£8865 JON

anuuag] apuonyy
Ipog [egnay

sSijd ..I'L

tuaGoIg

COOL MINT

PRO-DEN RX

sodium fluoride gel

Product Information

NDC:59883-820

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
SODIUM FLUORIDE (UNII: 8ZYQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) SODIUM FLUORIDE 43ginlg
Inactive Ingredients
Ingredient Name Strength

DIATOMACEO US EARTH (UNIL: 2RF6EJOM85)
GLYCERIN (UNII: PDC6A3C00X)
CARBOXYMETHYLCELLULOSE (UNIL: 05JZI7B19 X)
PHO SPHO RIC ACID (UNII: E4AGA8884NN)

SODIUM BENZOATE (UNII: OJ245FE5EU)
SACCHARIN SODIUM (UNII: SB8ZUX40TY)

WATER (UNIL: 059QF0KOOR)

Product Characteristics

Color Score

Shape Size

Flavor MINT Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:59883-820-02 1in 1CARTON 10/31/2008

1 56 gin 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part355 10/31/2008

Labeler - DEN-MAT HOLDINGS, LLC (809857704)

Establishment

Name Address ID/FEI Business Operations
Medical Products Laboratories, Inc. 002290302 manufacture(59883-820)

Revised: 2/2019 DEN-MAT HOLDINGS, LLC
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