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DORZOLAMIDE HYDROCHLORIDE  
dorzolamide hydrochloride solution

Product Information
Product T ype HUMAN PRESCRIPTION DRUG Ite m Code  (Source ) NDC:55545-10 0 8

Route  of Adminis tration OPHTHALMIC

Active Ingredient/Active Moiety

Ingredient Name Basis o f
Strength Strength

DO RZO LAMIDE HYDRO CHLO RIDE (UNII: QZO536 6 EW7) (DORZOLAMIDE -
UNII:9 JDX0 55TW1) DORZOLAMIDE 20  mg

 in 1 mL

Inactive Ingredients
Ingredient Name Strength

HYDRO XYETHYL CELLULO SE ( 2 0 0 0  MPA.S AT 1%)  (UNII: S38 J6 RZN16 )  



FDC Limited

HYDRO XYETHYL CELLULO SE ( 4 0 0 0  MPA.S AT 1%)  (UNII: ZYD53NBL45)  

MANNITO L (UNII: 3OWL53L36 A)  

SO DIUM CITRATE (UNII: 1Q73Q2JULR)  

BENZALKO NIUM CHLO RIDE (UNII: F5UM2KM3W7)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

WATER (UNII: 0 59 QF0 KO0 R)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:55545-10 0 8 -1 1 in 1 CARTON 11/16 /20 19

1 5 mL in 1 BOTTLE; Type 0 : No t a  Co mbinatio n Pro duct

2 NDC:55545-10 0 8 -2 1 in 1 CARTON 11/16 /20 19

2 10  mL in 1 BOTTLE; Type 0 : No t a  Co mbinatio n Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA20 529 4 11/16 /20 19

Labeler - FDC Limited (650441301)

Registrant - FDC Limited (650078413)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

FDC Limited 8 6 226 79 9 4 analysis(55545-10 0 8 ) , manufacture(55545-10 0 8 )
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