GRX DYNE SCRUB - povidone-iodine solution
Geritrex Corp.

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.

GRx Dyne Scrub

Active Ingredient
Active Ingredient: Purpose

Povidone-lodine, 7.5% Antiseptic

(Equal to 0.75% available Iodine)

uses
Disinfectant hand wash and skin cleanser.

Significantly reduces bacteria on the skin.

Directions

Wet skin and apply a sufficient amount for lather to
cover all surfaces.

Wash vigorously for at least 15 seconds.

Rinse and dry thoroughly.

Wash vigorously for at least 15 seconds.

Warnings

For External Use Only

Do not use this product:

If you are sensitive to iodine or other products ingredients.
In the eyes.

Over large areas of the body.

Longer than 1 week unless directed by a doctor.

Ask a doctor before use if you have

Deep puncture wounds: serious burns: or animal bites.

Stop using this product and ask a doctor if;

Redness, irritation, swelling, or pain continues or increases, or infection occurs.

Inactive Ingredient
Citric acid, glycerin, Nonoxynol 10, purified water, sodium hydroxide



Store at 25'C (77'F); excursions permitted between
15'-30'C (59'-86'F)

If swallowed get medical help or contact a Poison Control Center right away.
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Drug Facts
Activelngredient: .. .........0000iii Purpose
Povidone-iodine, 7.5% Antiseptic

{Equal to 0.75% available iodine)

Usas: Disinfectant hand wash and skin dleanser.
Significantly reduces bacteria on the skin.

Warnings:
For External Use Only

Do not use this product:

» If you are sensitive to iodine or other products
ingredients,

* In the eyes.

® Over large areas of the body.

» Longer than 1 week unless directed by a doctor.

Ask a doctor before use if you have
Deep puncture wounds; serious burms; or animal bites.

Stop using this product and ask a dector (f;
Redness, irrtation, swelling or pain continues or
Increases, of infectlon occurs.

KEEP OUT OF REACH OF CHELDREN. If swallowed get
medical help or contact a Poison Control Center right away.

Mount Vemon, NY 10550
1-800-736-3437
www.geritrex.com

Geritrex Co
144 Kingsbridge Road East
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Directions: n
Skin cleaner = Wet skin and apply a suffident amount for lather to —
Povidone-iodine, 7.5% cover all surfaces. A—
» Wash vigorously for at least 15 seconds. —
® Rinse and dry thoroughly. j—"1
Skin Sanitizer T mor::_ﬂm: gy ==
Kills Germs Promptly Store at 25°C (77°F); excursions permitied between =$
15°-30°C (59°-86°F) _—
Inactive Ingredients: =;
Citric Acid, Glycerin, Nonoxynol 10, Purified water, =
4FL. OZ. (118ml) Seadiii i Fhdvonide —-n
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GRX DYNE SCRUB
povidone-iodine solution
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:54162-268
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

Inactive Ingredients

CITRIC ACID MONOHYDRATE (UNIL: 296 8 PHW8 QP)

PO VIDO NE-IO DINE (UNII: 85HO0HZU99M) (PO VIDONE-IODINE -

Ingredient Name

UNII:8 5SHOHZU99 M) POVIDONE-IODINE

7500 mg in 100 mL

Strength




GLYCERIN (UNII: PDC6A3C00X)
NONOXYNOL-10 (UNII: K7076887AP)
WATER (UNIL: 059QF0KOOR)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:54162-268-04 118 mL in 1 BOTTLE, PLASTIC

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 07/03/2012

Labeler - Geritrex Corp. (112796248)

Revised: 7/2012 Geritrex Corp.
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