ANAL GLIDE- benzocaine gel
Product Max Group Inc

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.

anal GLIDE - 092

Drug Facts
Active Ingredient

Benzocaine 5%

Purpose

Topical Analgesic

Keep out of reach of children
Keep out of reach of children.

If swallowed get medical help or contact a Poison Control Center right away.

Uses
e For temporary relief of pain or soreness in the perianal area.

Warnings

For external use only.
e Avoid contact with eyes.
e Certain persons candevelop allergic reactions fromingredients in this product. If the symptom
being treated goes not subside or if redness, irritation, swelling, pain or other symptoms develop or
increase, discontinue use and consult a doctor.

Directions
e When practical, cleanse the affected area with mild soap and warm water and rinse thoroughly.
¢ Gently dry by patting or blotting with toilet tissue or a soft cloth before application of this product.
e Apply to the affected area up to 6 times daily.

Other Information

Do not use if safety seal is broken or missing.

Inactive Ingredients

Hydroxyethylcellulose, Methylparaben, PEG-8, Propylene Glycol, Propylparaben, Water
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Product Information

Product Type

Active Ingredient/Active Moiety

HUMAN OTC DRUG

Route of Administration TOPICAL

Ingredient Name
BENZO CAINE (UNIL: U3RS Y48JW5) (BENZO CAINE - UNILU3RS Y48 JW5)

Item Code (Source)

NDC:70742-092

Basis of Strength Strength

BENZOCAINE

2833 mg in 60 mL




Inactive Ingredients
Ingredient Name Strength
HYDRO XYETHYL CELLULOSE (140 MPA.S AT 5%) (UNI: 8136 Y38 GY5)
METHYLPARABEN (UNIE: A2I8 C7HI9T)
POLYETHYLENE GLYCOL 400 (UNIE: B697894SGQ)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
PROPYLPARABEN (UNIL: Z81X2SC10H)
WATER (UNIL: 059QF0KOOR)

Packaging

# Item Code Package Description B Y DU b Lo
Date Date

, NDC:70742-092- 60 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 06/15/2016

01 Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part348 06/15/2016

Labeler - product Max Group Inc (134893911)

Registrant - Product Max Group Inc (134893911)

Revised: 8/2016 Product Max Group Inc
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