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Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

----------

Store at 20° to 25° C (68° to 77° F)

PRED-GATI-BROM  
prednisolone-gatifloxacin-bromfenac suspension/ drops

Product Information
Product T ype HUMAN PRESCRIPTION DRUG Ite m Code  (Source ) NDC:70 26 1-50 4

Route  of Adminis tration OPHTHALMIC

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

GATIFLO XACIN HEMIHYDRATE (UNII: AN20 1CY0 9 J) (GATIFLOXACIN -
UNII:L46 18 BD7KJ)

GATIFLOXACIN
HEMIHYDRATE 5 mg  in 1 mL

BRO MFENAC (UNII: 8 6 4P0 9 21DW) (BROMFENAC - UNII:8 6 4P0 9 21DW) BROMFENAC 0 .75 mg
 in 1 mL

PREDNISO LO NE ACETATE (UNII: 8 B28 0 7733D) (PREDNISOLONE -
UNII:9 PHQ9 Y1OLM) PREDNISOLONE ACETATE 10  mg  in 1 mL

Packaging

# Item Code Package Description Marketing  Start
Date

Marketing  End
Date

1 NDC:70 26 1-50 4-
0 3

3.5 mL in 1 BOTTLE, DROPPER; Type 0 : No t a  Co mbinatio n
Pro duct 0 1/0 1/20 18

Marketing Information
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Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date
unappro ved drug o ther 0 1/0 1/20 18
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