NAPHCON A- naphazoline hydrochloride and pheniramine maleate solution/ drops
H.J. Harkins Company, Inc.

0107-03
For external use only

e if you are sensitive to any ingredient in this product
e if this solution changes color or becomes cloudy

narrow angle glaucoma
heart disease

high blood pressure
trouble urinating

pupils may become enlarged temporarily causing light sensitivity
overuse may cause more eye redness

remove contact lenses before using

to avoid contamination, do not touch tip of container to any surface
replace cap after each use

¢ you feel eye pain
e changes invisionoccur
¢ redness or irritation of the eye(s) gets worse or lasts more than 72 hours

e [f swallowed, get medical help or contact a Poison Control Center right away. Accidental
swallowing by infants and children may lead to coma and marked reduction in body temperature.

® adults and children 6 years and over: put 1 or 2 drops in the affected eye(s) up to 4 times daily
e childrenunder 6 years: ask a doctor

benzalkonium chloride, boric acid, edetate disodium, purified water, sodium borate, sodium chloride,
sodium hydroxide and/or hydrochloric acid

for the temporary relief of redness and itching of the eye(s) due to:
® ragweed

pollen

grass

animal dander and hair

Redness Reliever and Antihistamine Eye Drops

Relieves Itching & Redness

EYE ALLERGY RELIEF

Naphazoline HCI] 0.025% and Pheniramine Maleate 0.3%



%

CAUTION: federal Law PROHIBITS the transfer of thiz drug to anyona othar than the person whom
prescribed and prohibitz dispenaing without a prescription, unless OTC. See outssrt for add'l Ax
info. KEEP OUT OF REACH OF CHILDREM Store in & eool, dry place at 68-77 F unless printed
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52959-0107-03 NAPHCOM A OTC EYE DROPS
MAPHCON A OTC EYE DROPS 15ml NDC: 52853-0107-03 QaTy: 15mi
Compare: Exp. 00/00 Lot#: ABODCD
Exp. 00/00 Lot#: ABOODCD MFG NDC 00065-0085-13
Mfg. ALCON 00065-0085-15 MAPHCON A OTC EYE DROPS
ACCOUNT: 00-0000 NDC: 52959-0107-03 QTy: 13mi
Exp. 00/00 Lot# ABOOCD

Use As Directed by Physician MFG NDC 00085-0085-13

MNAPHCON A OTC EYE DROPS
NDC: 52959-0107-03 QTY: 15ml
Exp. 00400 Lot#: ABOOCD

MFG NDC 00065-0085-15

MAPHCON A OTC EYE DROPS

AR AT Ty
TR REERT]

NDC: 52259-0107-03 QTY: 15ml
Exp. 00/00 Lot#: ABOOCD

MFG NDC 00065-0083-15

Repack: H.J. Harkineg Co., Inc. Grover Beach, CA 83433

NAPHCON A

naphazoline hydrochloride and pheniramine maleate solution/ drops

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52959-107

Route of Administration OPHTHALMIC

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
NAPHAZOLINE HYDRO CHLORIDE (UNII: MZ1131787D) (NAPHAZOLINE - NAPHAZOLINE 0.25 mg
UNI:H231GF11BV) HYDROCHLORIDE in 1 mL
PHENIRAMINE MALEATE (UNIl: NYW905655B) (PHENIRAMINE - .
UNIL:134FM9 ZZ6 M) PHENIRAMINE MALEATE 3mg in 1mL
Inactive Ingredients
Ingredient Name Strength

BENZALKO NIUM CHLORIDE (UNIL: FSUM2KM3W?7)
WATER (UNII: 059QF0KOOR)

SODIUM BORATE (UNIL: 91IMBZ8H3QO)

SODIUM CHLORIDE (UNII: 451W471Q8 X)

BORIC ACID (UNI: R57ZHV85D4)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)

SODIUM HYDRO XIDE (UNIL: 55X04QC32I)




HYDRO CHLORIC ACID (UNIL: QTT17582CB)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:52959-107-03 15 mL in 1 BOTTLE; Type 0: Not a Combination Product 01/26/2016

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
NDA NDA020226 01/26/2016

Labeler - 1J. Harkins Company, Inc. (147681894)

Establishment
Name Address ID/FEI Business Operations
H.J. Harkins Company, Inc. 147681894 relabel(52959-107) , repack(52959-107) , manufacture(52959-107)

Revised: 8/2018 H.J. Harkins Company, Inc.
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