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Products on NDA 020485 v
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Drug
Name Active Ingredients Strength Dosage Form/Route Marketing Status TE Code RLD RS
VISINE NAPHAZOLINE HYDROCHLORIDE; 0. ;0.3% SOLUTION/DROPS;OPHTHALMIC Over-the-counter None Yes Yes

MALEATE
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Arnproval Date(s) and History, Letters, Labels, Reviews for NDA 020485 v
Labels for NDA 020485 v
Other OTC Drugs with the Same Active Ingredient. Strength and Dosage Form/Route A
VISINE

The products listed here are over-the-counter (OTC) drugs and do not receive therapeut c equivalence ratings. They may not be interchangeable.

SOLUTION/DROPS OPHTHALMIC 0.025% 0.3%
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NAPHAZOLINE NAPHAZOLINE 0.025%;0.3% SOLUTION/DROPS; OPHTHALMIC Over-the-counter No 202795 AKORN

HYDROCHLORIDE AND HYDROCHLORIDE;

PHENIRAMINE MALEATE PHENIRAMINE MALEATE

NAPHCON-A NAPHAZOLINE 0.025%;0.3% SOLUTION/DROPS; OPHTHALMIC Over-the-counter Yes 020226 ALCON
HYDROCHLORIDE;

PHENIRAMINE MALEATE

VISINE NAPHAZOLINE 0.025%;0.3% SOLUTION/DROPS; OPHTHALMIC Over-the-counter Yes 020485 JOHNSON AND
HYDROCHLORIDE; JOHNSON
PHENIRAMINE MALEATE
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