POVIDINE IODINE- povidine iodine swab
Dynarex Corporation

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.

Povidone lodine Prep Pad

Active Ingredient
Povidone lodine 10% w/v (9.85% w/w)

Purpose

Antiseptic

Uses

e Antiseptic cleanser to help prevent skin infection in minor cuts, scrapes and burns.
e For preparation of the skin prior to surgery.

e Helps reduce bacteria that can potentially cause skin infections.

Warnings

For external use only

Do not use

¢ in the eyes.

e as a first aid antiseptic for more than 1 week.
e over large areas of the body.

Ask a doctor before use if you have:
e deep or puncture wounds

e animal bites

e serious burns

Stop use and ask a doctor if
e condition worsens or persists for more than 72 hours
e |Irritation and redness develop
Keep out of reach of children

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

Directions:
e Tear at notch



e Remove applicator
e Use only once.

As a first aid antiseptic
e clean affected area
apply 1 to 3 times daily

[ J
e may be covered with a sterile bandage
[ J

If bandaged, let dry first.

Other information:
e Store at room temperature.
e Avoid excessive heat

Inactive ingredients

Citric acid, Glycerin, Polysorbate 80 (Tween 80), Sodium Citrate USP, Sodium Phosphate

Dibasic, Water
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

NDC:67777-420




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

POVIDONE-IODINE (UNII: 85HOHZU99M) (IODINE - UNII:9679TC07X4) IODINE

Inactive Ingredients

Ingredient Name
CITRIC ACID ACETATE (UNII: DSO12WL7AU)
GLYCERIN (UNIl: PDC6A3COO0X)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
SODIUM CITRATE (UNIl: 1Q73Q2JULR)
SODIUM PHOSPHATE, DIBASIC, ANHYDROUS (UNII: 22ADO53M6F)
WATER (UNIl: 059QFOKOOR)
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1 NDC:67777-420- 0.3 g in 1 POUCH; Type 0: Not a Combination 09/13/2016
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