NDA 021789
Supplement 0001 - Labeling

ANDC 0299-3820-03

NETWT. 3¢ SAMPLE, NOT FOR SALE
For Topical Use Only. Not for Ophthalmic Use. Store at con-
trolled room temperature, 68" to 77°F (20°25°C). Protect
from freezing. Keep out of reach of children.

Usual dosage: See package insert. Lot number and expira-
tion date on crimp. fwww.metrogel.con)
Marketed by: US Patent No. 6,881,726

GALDERMA LABORATORIES, L.P.
Fort Worth, TX 76177 USA
Made in Canada. P50698-1
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NDA 021789 eCTD Sequence Number 0018

Supplement 0001 - Labeling

For Topical Use Only. Not for Ophthalmic Use. Marketed by:

Store at controlled room temperature, 68° to 77°F (20%25°C), excursions permitted  GALDERMA LABORATORIES, L.P.
between 59° and 86°F {15°-30°C). Protect from freezing. Keep out of reach of Fort Worth, Texas 76177 USA
children. GALDERMA is a registered

trademark.

| : Apply a thin film to the entire affected areas after washi dail
Usual dosage: Apply a thin fi entire affected areas after washing once daily Manufectured by

in the evening or as directed by the physician, Avoid application close to the eyes. Gald Produrtion Canada |

Each gram contains: 10 mg {1%) metronidazole as active ingredient in a gel base 2 erma roduction tanada inc.
LI L Montreal, QC

consisting of betadex, edetate disodium, hydroxyethy! cellulose, methylparaben, HOX 3N7 Canada

niacinamide, phenoxyethanol, propylene glycol, propylparaben, and purified water. Mad\; in Canada.

See crimp of tube for lot number and expiration date.
US Patent No. 6,881,726 P50694-1

NDC 0299-3820-45 Rx only

(metronidazole gel) 1%

NET
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