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ControlRx®

Prescription Dentifrice 1.1% Neutral Sodium Fluoride (5000 ppm F)
DESCRIPTION: A self-applied dentifrice containing 1.1% Neutral Sodium Fluoride (5000 ppm F) and MICRODENT®,
for use in caries prevention and plaque reduction.

ACTIVE INGREDIENTS: Neutral Sodium Fluoride 1.1% (5000 ppm F) (w/v); MICRODENT® 2.0% (w/v) – a patented
ULTRAMULSION® of Dimethicone and Poloxamer 407.

INACTIVE INGREDIENTS: Deionized Water, Sorbitol, Hydrated Silica, Glycerin, PEG-12, Cellulose Gum, Sodium
Lauryl Sulfate, Flavor, Titanium Dioxide, Sodium Saccharin.

CLINICAL PHARMACOLOGY: Frequent application of preparations containing high concentrations of fluoride
improves tooth resistance to acid dissolution and increases fluoride ion in tooth enamel. Application of MICRODENT®

disrupts the formation of plaque.

INDICATIONS AND USAGE: It is well established that 1.1% Neutral Sodium Fluoride (5000 ppm F) is safe and effec-
tive as a caries preventive when applied frequently in mouthpiece applicators.1-4 Since plaque plays a role in the caries-
causing cycle, reduction of plaque can assist in caries prevention.

CONTRAINDICATIONS: None.

WARNINGS: Do not swallow. Keep out of reach of infants and children. Not indicated for use by patients under 6
years of age due to potential for fluorosis caused by repeated swallowing.

ADVERSE REACTIONS: Allergic reactions and other idiosyncrasies have been rarely reported.

OVERDOSAGE: Ingestion of a normal dosage (.25 g) is not harmful.

DOSAGE AND ADMINISTRATION: For use by adults and children over 6 years of age. Apply a thin ribbon of
ControlRx® along the length of a soft-bristled toothbrush. Total volume should not exceed a “pea-sized” dose. Brush thor-
oughly for two minutes. Use at bedtime in place of your normal toothpaste, or as directed by your dental professional.
After brushing; Adults: Expectorate (spit), do not rinse. Do not eat or drink for 30 minutes. Children 6 years and over:
Expectorate and rinse mouth with water. Your dental professional may recommend replacing your regular toothpaste with
ControlRx®, or otherwise alter the directions.

HOW SUPPLIED: NET WT 2 oz (56 g) tube in tamper-sealed box.
Berry Flavor NDC 48878-3101-6 
Refreshing Vanilla Mint Flavor 
NDC 48878-3100-6

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

Rx only.

Manufactured for:
OMNII Oral Pharmaceuticals 
1500 North Florida Mango Rd
West Palm Beach, FL 33409

Revised June 2003

Cavarest™

Prescription Dental Gel 1.1% Neutral Sodium Fluoride gel (5000 ppm F)
DESCRIPTION: Topical, self-applied, 1.1% Neutral Sodium Fluoride gel for use in the prevention of dental caries. 
This prescription product does not contain abrasives.

ACTIVE INGREDIENTS: 1.1% Neutral Sodium Fluoride (5000 ppm F) (w/w)

INACTIVE INGREDIENTS: Water, Glycerin, (Hydroxyethylcellulose Gum) Natrasol, Flavor (Vanilla Mint), Sodium Saccharin.

CLINICAL PHARMACOLOGY: Frequent topical applications to the teeth with preparations having a relatively high fluoride
content improve tooth resistance to acid dissolution and enhance penetration of the fluoride ion into tooth enamel.

INDICATIONS AND USAGE: A dental caries preventive. This product should be used once daily following use of a
regular toothpaste unless otherwise instructed by your dental professional. May be used in areas where drinking water is
fluoridated since topical fluoride cannot produce fluorosis. (See WARNINGS for exception.) It is well established that
1.1% sodium fluoride is safe and effective as a caries preventive when applied frequently with mouthpiece applicators.1-4.

CONTRAINDICATIONS: Do not use in children under age 6 years unless recommended by a dentist or physician. 

WARNINGS: Prolonged daily ingestion may result in various degrees of dental fluorosis in children under age 6 years,
especially if the water fluoridation exceeds 0.6 ppm. Use in children under age 6 years requires special supervision to
prevent repeated swallowing of gel. Read directions carefully before using. Keep out of reach of infants and children.

ADVERSE REACTIONS: Allergic reactions and other idiosyncrasies have been rarely reported.

OVERDOSAGE: Accidental ingestion of a normal dosage is not harmful.  If less than 5 mg fluoride/kg body weight (i.e.,
less than 2.3 mg fluoride/lb body weight) have been ingested, give calcium (e.g., milk) orally to relieve gastrointestinal
symptoms and observe for a few hours. If more than 5 mg fluoride/kg body weight (i.e., more than 2.3 mg fluoride/lb
body weight) have been ingested, induce vomiting, give orally soluble calcium (e.g., milk, 5% calcium gluconate or calcium
lactate solution) and immediately seek medical assistance. For accidental ingestion of more than 15 mg fluoride/kg of
body weight (i.e., more than 6.9 mg fluoride/lb body weight), induce vomiting and admit immediately to a hospital

facility.A treatment dose (a thin ribbon) of Cavarest Brush-On Gel contains 2 mg fluoride. A 2 oz. tube contains 
276 mg fluoride.

DOSAGE AND ADMINISTRATION: Follow these instructions unless otherwise instructed by your dental professional: 
1. After brushing thoroughly with toothpaste, rinse as usual. Adults and children 6 years of age or older, apply a thin 
ribbon of gel to the teeth with a toothbrush or mouth trays once daily for at least one minute, preferably at bedtime. For
best results, do not eat, drink or rinse for 30 minutes. 2. After use, adults expectorate gel. Children age 6 years and
over: expectorate gel after use and rinse mouth thoroughly with water.

HOW SUPPLIED: 2 oz. (56g) net wt. plastic tubes. 

STORAGE: Do not freeze or expose to extreme heat. 

Refreshing Vanilla Mint Flavor: 2 oz. tube - NDC 48878-3501-6
Natural Flavor: 2 oz. tube - NDC 48878-3502-6

REFERENCES:
1. American Dental Association, Accepted Dental Therapeutics, Ed. 40, Chicago (1984): 405-407. 
2. H.R. Englander et al., "Clinical Anticaries Effect of Repeated Topical Sodium Fluoride Applications by Mouthpieces,"

JADA, 75 (1967): 638-644. 
3. H.R. Englander et al., "Residual Anticaries Effect of Repeated Topical Sodium Fluoride Applications by Mouthpieces,"

JADA, 78 (1969): 783-787. 
4. H.R. Englander et al., "Incremental Rates of Dental Caries After Repeated Topical Sodium Fluoride Applications in

Children With Lifelong Consumption of Fluoridated Water," JADA, 82 (1971): 354-358.

Rx only.

Manufactured for:
OMNII Oral Pharmaceuticals 
1500 North Florida Mango Rd
West Palm Beach, FL 33409

Issued 2004

PerioMed™

0.63% Stannous Fluoride Oral Care Rinse
DESCRIPTION: A stable, water free suspension of 0.63% stannous fluoride for dilution to 0.1% stannous fluoride for
use as an oral rinse. A 30 ml. dose yields 7.0 mg fluoride ion and 22 mg stannous ion.

ACTIVE INGREDIENT: Stannous Fluoride 0.63% (Wt/Wt).

CLINICAL PHARMACOLOGY: It is well established that stannous fluoride is antimicrobial, promotes remineralization,
and increases tooth resistance to acid dissolution when delivered in adequate, stable concentrations.

INDICATIONS: Label indications of dental caries prevention, severe hypersensitivity and control of gingival inflammation.

CONTRAINDICATIONS: None

WARNINGS: Product may produce temporary surface staining of teeth. Xerostomia, mouth breathers, and other conditions
where saliva flow is reduced are more susceptible. Adequate brushing may control these stains, which are not permanent
and can be removed by your dental professional.
Keep this, and all other medications out of the reach of children. Dilute with water per label directions prior to use. Pediatric
patients (12 years old and under) require supervision in use of all prescription rinse products to avoid ingestion. Consult
your dentist or physician for use by pediatric patients under 6 years old.

PRECAUTIONS: DO NOT SWALLOW. Instruct children under 12 years of age in proper rinsing habits (to minimize 
swallowing). Supervise children until capable of rinsing without supervision. For use by children under 6 years of age:
Consult a dentist or physician.

OVERDOSAGE: Accidental ingestion of individual dosage (ie: 1/8 oz. of PerioMed concentrate) is not harmful. If 
swallowed and nausea or vomiting occurs, treat with milk or antacids.

DOSAGE AND ADMINISTRATION:

1. Use once daily or as directed by your dentist.
2. Make two (2) complete pump depressions into cup provided (1/8 oz.). Add water to top line on cup. 

This prepares a 0.1% stannous fluoride rinse.                            
3. Mix using bristle end of toothbrush.
4. Place 1/2 of the solution into your mouth. Swish for one (1) minute. Expectorate (spit).
5. Repeat the one (1) minute treatment with the remaining solution. Expectorate (spit).

DOSAGE AND ADMINISTRATION FOR HOME IRRIGATORS: Prepare 1 oz. of PerioMedTM Oral Rinse as
described in the Dosage and Administration section. Pour into irrigator reservoir and add four (4) ounces of water. Mix
thoroughly. This prepares a 0.02% stannous fluoride irrigant. Use irrigator per manufacturer’s directions. Rinse irrigator with
water after each use.

HOW SUPPLIED: Mint, Tropical Fruit, and Cinnamon flavors in 10 oz. bottles with pump dispenser.

Rx only.

Manufactured by:
OMNII Oral Pharmaceuticals 
1500 North Florida Mango Rd
West Palm Beach, FL 33409
Revised July 2004

SootheRx™

Therapy for Sensitive Teeth
CAUTION: Federal law restricts this device to sale by or on the order of a licensed dentist.
DESCRIPTION: SootheRx™ Therapy for Sensitive Teeth incorporates NovaMin® as its active ingredient.  The unique
brushing regimen and NovaMin®-containing formulation provide rapid and continual relief from tooth sensitivity.
NovaMin® (calcium sodium phosphosilicate) is composed of elements that occur naturally in the body (Ca, Na, Si, P,
and O). When exposed to an aqueous environment, NovaMin® rapidly releases mineral-building ions, allowing it to
relieve sensitivity by physically occluding dentin tubules. Within a short period of time, essentially all of the NovaMin®

reacts to form a mineral layer which is chemically and structurally similar to natural tooth mineral.
INGREDIENTS: Glycerin (vegetable origin), Amorphous Silica, PEG 400, Calcium Sodium Phosphosilicate
(NovaMin®), Sodium Lauryl Sulfate, Flavor, Carbomer 934P, Potassium Acesulfame, & Titanium Dioxide
INDICATIONS: Provides rapid and continual relief from tooth hypersensitivity due to cold, heat, acids, sweets, or con-
tact through its action of the occlusion of dentin tubules.
CONTRAINDICATIONS: Persons with a known allergy to silica should not use SootheRx™.
PRECAUTIONS: Safety and effectiveness in children and pregnant women have not been established. If sensitivity 
persists or becomes worse, contact your dentist.
USAGE INSTRUCTIONS:
SootheRx™ therapy is a two stage treatment.
• STAGE 1 - TWICE DAILY - Use the tube twice daily for the first two (2) weeks, in place of your regular toothpaste 

or as directed by your Dental Professional. Always replace cap on tube after use.

• STAGE 2 - ONCE WEEKLY - After the first two weeks, use the small maintenance packets once weekly for
twenty-four (24) weeks. The maintenance packets are for single use only (     ). Discard unused portion.

NOTE: If sensitivity returns, the remaining medication in the tube can be used to supplement the once weekly treatments.
SootheRx™ Application
1. Wet the head of a soft-bristled toothbrush, and apply a ribbon of SootheRx™ medication along the head.
2. Brush thoroughly for two (2) minutes.  
3. After brushing, spit, but do not rinse. Do not eat or drink for at least 30 minutes.
STORAGE:
• Do not use if original packaging is open or damaged.
• Keep packaging dry. Store at room temperature.
HOW SUPPLIED:
Each SootheRx™ package contains a 6-month supply:
• One (1) 42-gram tube for the first 2-weeks of twice-daily use
• Twenty-four (24) 1.5-gram maintenance packets for 24-weeks of once-weekly use

Manufactured by:
NovaMin Technology, Inc.
3709 Progress Blvd., #23
Alachua, FL  32615
Tel:  (386) 418-1551
www.novamin.com   REF 90001
Issued 08/2004 10046
(000)
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PERIDEX®

Chlorhexidine Gluconate 0.12% Oral Rinse
INDICATION: 
Peridex Oral Rinse is indicated for use between dental visits as part of a professional program for
the treatment of gingivitis as characterized by redness and swelling of the gingivae, including 
gingival bleeding upon probing. Peridex Oral Rinse has not been tested among patients with
acute necrotizing ulcerative gingivitis (ANUG). For patients having coexisting gingivitis and 
periodontitis, see PRECAUTIONS.

DESCRIPTION: 
Peridex is an oral rinse containing 0.12% chlorhexidine gluconate (1,11-hexamethylene 
bis[5-(p-chlorophenyl) biguanide] di-D-gluconate) in a base containing water, 11.6% alcohol, 
glycerin, PEG-40 sorbitan diisostearate, flavor, sodium saccharin, and FD&C Blue No.1. Peridex 
is a near-neutral solution (pH range 5-7). Peridex is a salt of chlorhexidine and gluconic acid. Its
chemical structure is:

CLINICAL PHARMACOLOGY:
Peridex Oral Rinse provides antimicrobial activity during oral rinsing. The clinical significance of
Peridex Oral Rinse’s antimicrobial activities is not clear. Microbiological sampling of plaque has
shown a general reduction of counts of certain assayed bacteria, both aerobic and anaerobic,
ranging from 54-97% through six months use. Use of Peridex Oral Rinse in a six month clinical
study did not result in any significant changes in bacterial resistance, overgrowth of potentially
opportunistic organisms or other adverse changes in the oral microbial ecosystem. Three months
after Peridex Oral Rinse use was discontinued, the number of bacteria in plaque had returned to
baseline levels and resistance of plaque bacteria to chlorhexidine gluconate was equal to that at
baseline.

PHARMACOKINETICS:
Pharmacokinetic studies with Peridex Oral Rinse indicate approximately 30% of the active 
ingredient, chlorhexidine gluconate, is retained in the oral cavity following rinsing. This retained
drug is slowly released in the oral fluids. Studies conducted on human subjects and animals
demonstrate chlorhexidine gluconate is poorly absorbed from the gastrointestinal tract. The mean
plasma level of chlorhexidine gluconate reached a peak of 0.206 µg/g in humans 30 minutes after
they ingested a 300mg dose of the drug. Detectable levels of chlorhexidine gluconate were not
present in the plasma of these subjects 12 hours after the compound was administered. Excretion
of chlorhexidine gluconate occurred primarily through the feces (~90%). Less than 1% of the
chlorhexidine gluconate ingested by these subjects was excreted in the urine.

CONTRAINDICATIONS:
Peridex Oral Rinse should not be used by persons who are known to be hypersensitive to
chlorhexidine gluconate or other formula ingredients.

WARNINGS:
The effect of Peridex Oral Rinse on periodontitis has not been determined. An increase in
supragingival calculus was noted in clinical testing in Peridex Oral Rinse users compared with
control users. It is not known if Peridex Oral Rinse use results in an increase in subgingival 
calculus. Calculus deposits should be removed by a dental prophylaxis at intervals not greater
than six months. Hypersensitivity and generalized allergic reactions have occurred. 
SEE CONTRAINDICATIONS.

PRECAUTIONS:
GENERAL:
1. For patients having coexisting gingivitis and periodontitis, the presence or absence of gingival

inflammation following treatment with Peridex Oral Rinse should not be used as a major indicator
of underlying periodontitis.

2. Peridex Oral Rinse can cause staining of oral surfaces, such as tooth surfaces, restorations,
and the dorsum of the tongue. Not all patients will experience a visually significant increase in
tooth staining. In clinical testing, 56% of Peridex Oral Rinse users exhibited a measurable
increase in facial anterior stain, compared to 35% of control users after six months; 15% of
Peridex Oral Rinse users developed what was judged to be heavy stain, compared to 1% of
control users after six months. Stain will be more pronounced in patients who have heavier
accumulations of unremoved plaque. Stain resulting from use of Peridex Oral Rinse does not
adversely affect health of the gingivae or other oral tissues. Stain can be removed from most
tooth surfaces by conventional professional prophylactic techniques. Additional time may be
required to complete the prophylaxis. Discretion should be used when prescribing to patients
with anterior facial restorations with rough surfaces or margins. If natural stain cannot be
removed from these surfaces by a dental prophylaxis, patients should be excluded from
Peridex Oral Rinse treatment if permanent discoloration is unacceptable. Stain in these areas
may be difficult to remove by dental prophylaxis and on rare occasions may necessitate
replacement of these restorations.

3. Some patients may experience an alteration in taste perception while undergoing treatment 
with Peridex Oral Rinse. Rare instances of permanent taste alteration following Peridex Oral
Rinse use have been reported via post-marketing product surveillance.

PREGNANCY:
TERATOGENIC EFFECTS Pregnancy Category B. Reproduction studies have been performed in
rats and rabbits at chlorhexidine gluconate doses up to 300mg/kg/day and 40mg/kg/day respectively,
and have not revealed evidence of harm to fetus. However, adequate and well-controlled studies
in pregnant women have not been done. Because, animal reproduction studies are not always
predictive of human response, this drug should be used during pregnancy only if clearly needed.

NURSING MOTHERS:
It is not known whether this drug is excreted in human milk. Because many drugs are excreted in
human milk, caution should be exercised when Peridex Oral Rinse is administered to nursing
women. In parturition and lactation studies with rats, no evidence of impaired parturition or of toxic
effects to suckling pups was observed when chlorhexidine gluconate was administered to dams at
doses that were over 100 times greater than that which would result from a person’s ingesting
30ml (2 capfuls) of Peridex Oral Rinse per day.

PEDIATRIC USE:
Clinical effectiveness and safety of Peridex Oral Rinse have not been established in children
under the age of 18.

CARCINOGENESIS, MUTAGENESIS, AND IMPAIRMENT OF FERTILITY:
In a drinking water study in rats, carcinogenic effects were not observed at doses up to
38mg/kg/day. Mutagenic effects were not observed in two mammalian in vivo mutagenesis studies
with chlorhexidine gluconate. The highest doses of chlorhexidine used in a mouse dominant-lethal
assay and a hamster cytogenetics test were 1000mg/kg/day and 250mg/kg/day, respectively. No
evidence of impaired fertility was observed in rats at doses up to 100mg/kg/day. 

ADVERSE REACTIONS:
The most common side effects associated with chlorhexidine gluconate oral rinses are: 1) an
increase in staining of teeth and other oral surfaces; 2) an increase in calculus formation; and 3)
an alteration in taste perception; see WARNINGS and PRECAUTIONS. Oral irritation and local
allergy-type symptoms have been spontaneously reported as side effects associated with use of
chlorhexidine gluconate rinse. The following oral mucosal side effects were reported during 
placebo-controlled adult clinical trials: aphthous ulcer, grossly obvious gingivitis, trauma, 
ulceration, erythema, desquamation, coated tongue, keratinization, geographic tongue, mucocele,
and short frenum. Each occurred at a frequency of less than 1.0%.

Among post marketing reports, the most frequently reported oral mucosal symptoms associated
with Peridex Oral Rinse are stomatitis, gingivitis, glossitis, ulcer, dry mouth, hypesthesia, glossal
edema, and paresthesia.

Minor irritation and superficial desquamation of the oral mucosa have been noted in patients using
Peridex Oral Rinse.

There have been cases of parotid gland swelling and inflammation of the salivary glands
(sialadenitis) reported in patients using Peridex Oral Rinse.

OVERDOSAGE:
Ingestion of 1 or 2 ounces of Peridex Oral Rinse by a small child (~10kg body weight) might result
in gastric distress, including nausea, or signs of alcohol intoxication. Medical attention should be
sought if more than 4 ounces of Peridex Oral Rinse is ingested by a small child or if signs of 
alcohol intoxication develop.

DOSAGE AND ADMINISTRATION:
Peridex Oral Rinse therapy should be initiated directly following a dental prophylaxis. Patients
using Peridex Oral Rinse should be reevaluated and given a thorough prophylaxis at intervals no
longer than six months.

Recommended use is twice daily rinsing for 30 seconds, morning and evening after tooth brushing.
Usual dosage is 15 ml of undiluted Peridex Oral Rinse. Patients should be instructed to not rinse
with water, or other mouthwashes, brush teeth, or eat immediately after using Peridex Oral Rinse.
Peridex Oral Rinse is not intended for ingestion and should be expectorated after rinsing.

HOW SUPPLIED:
Peridex Oral Rinse is supplied as a blue liquid in:

• 16 fl. oz. (473 ml) (NDC 51284-620-22) amber plastic bottles with
child resistant dispensing closures

• 4 fl. oz. (118 ml) (NDC 51284-620-12) amber plastic bottles with
child resistant dispensing closures

• 64 oz. (NDC 51284-620-32) plastic bottle with pump dispensing closure

DIRECTIONS FOR USE:
Swish 15mL (one tablespoon) undiluted for 30 seconds, then spit out. Use after breakfast and
before bedtime. Or, use as prescribed. NOTE:  To minimize medicinal taste, do not rinse with
water immediately after use.

WHAT TO EXPECT WHEN USING PERIDEX ORAL RINSE:
Peridex Oral Rinse is prescribed to treat gingivitis, to help reduce the redness and swelling of the
gums, and also to help control any gum bleeding. Peridex Oral Rinse should be used regularly as
directed by a dentist, in addition to daily brushing. Peridex should be spit out after use. It should
not be swallowed.

Peridex Oral Rinse may cause some tooth discoloration, or increase in tartar (calculus) formation,
particularly in areas where stain and tartar usually form. It is important to see a dentist for removal
of any stain or tartar at least every six months or more frequently if a dentist advises.

• Both stain and tartar can be removed by your dentist or hygienist. Peridex Oral Rinse
may cause permanent discoloration of some front-tooth fillings.

• To minimize discoloration, you should brush and floss daily, emphasizing areas 
which begin to discolor.

• Local hypersensitivity and sometimes generalized allergic reactions have also been
reported. Peridex Oral Rinse should not be used by persons who have a sensitivity to
it or its components.

• Peridex Oral Rinse may taste bitter to some patients and can affect how foods and
beverages taste. This will become less noticeable in most cases with continued use of
Peridex Oral Rinse.

• To avoid taste interference, rinse with Peridex Oral Rinse after meals. Do not rinse with
water or other mouthwashes immediately after rinsing with Peridex Oral Rinse.

If you have any questions or comments about Peridex Oral Rinse, contact your dentist or 
pharmacist.

STORE ABOVE FREEZING (32°F or 0°C)
Caution: Federal law prohibits dispensing without prescription.

Revision: August 2004
Distributed by:
OMNII Oral Pharmaceuticals 
1500 North Florida Mango Rd
West Palm Beach, FL 33409
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