FEXOFENADINE HCL- fexofenadine hcl tablet
Shopko Stores Operating Co., LLC.

DRUG FACTS

Active ingredient (in each tablet)
Fexofenadine HCI 180 mg

Purpose

Antihistamine

Uses

temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
® runny nose
¢ itchy, watery eyes
® sneezing
e itching of the nose or throat

Warnings

Do notuse

if you have ever had an allergic reaction to this product or any of its ingredients.

Ask a doctor before use if you have
kidney disease. Your doctor should determine if you need a different dose.
When using this product
® do not take more than directed
¢ do not take at the same time as aluminum or magnesium antacids
¢ do not take with fruit juices (see Directions)
Stop use and ask a doctor if

an allergic reactionto this product occurs. Seek medical help right away.

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away.

Directions

adults and children 12 years of take one 180 mg tablet with water once a day; do not take more than
age and over 1 tablet in 24 hours

children under 12 years of age do not use



adults 65 years of age and older  ask a doctor
consumers with kidney disease ask a doctor

Other information
e store at 20°-25°C (68°-77°F)
e protect from excessive moisture

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, hypromellose, iron oxide red, iron oxide yellow,
lactose monohydrate, magnesium stearate, microcrystalline cellulose, polyethylene glycol, povidone k-
30, talc, titanium dioxide.

Questions or comments?
call toll free 1-877-753-3935 Monday- Friday 9AM- 5PM EST

Package/Label Principal Dis play Panel
*Compare to the active ingredient in Allegra® Allergy 24 hour
ORIGINAL PRESCRIPTION STRENGTH
NON-DROWSY

Fexofenadine HCI tablets, USP 180 mg
Antihistamine

24 Hour Relief of:

sneezing

runny nose

itchy, watery eyes

itchy nose or throat

*This product is not manufactured or distributed by Chattem Inc., distributor of Allegra® Allergy 24
hour

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT INFORMATION.

SAFETY SEALED: DO NOT USE IF CARTON IS OPEN OR IF INNER SEAL IMPRINTED
WITH "SEALED FOR YOUR PROTECTION" IS MISSING OR TORN

Packaged by: PL Developments
200 hicks street
westbury NY 11590

Product Label



SHoPKO'

Original Prescription Strength

NO PRINT, VARNISH, ;girg‘fwenudine HCI
OR COATING Tablets, USP 180 mg

Drug Facts

liose, iron alde 120, ron mecs yellon, * lichy Nose or Throat

Inactive Ingrediens i, scdlum, iy
Iactsa manchydre, magnisium siearss, micracrystalling callubase. polyeityinn: ghyoal, povidane K-30, e, Séanium dioids

Questions or comments? G i i 1-877-753-3935 Mangay-Friday 9AM 5P EST
“This prodctfs ot manufactured oe disivEuted by Chattem, Inc. dsiributor of Allegra® Allergy 24 How T 30 TﬂbIBTS ] 80 mg eGCh

KEEP DUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT IRFORMATION.

SAFETY SEALED: DO NOT USE IF CARTON IS OPEN OR IF INNER SEAL
IMPRINTED WITH “SEALED FOR YOUR PROTECTION™ 15 MISSING O TORN

.
Active fanf (in each fablei, Purpose =] Tz S
Fantenecive HC! 180 mg f i oo Qo 25 HOPKO *Compare fo the aciive ingredient
s gy e s s sy ot iyl E g ga i :I:ruo “,‘:vm;,
Wanesing W ICNing of e iose or ool = i
Warnings ] =<3 Original Prescription Strength O o
Dt ot ot o1 et i ot o s s, ow (] 2 Non-Drowsy. - E
m-nmnunumumnmnnmmmm T you e e e 5 % F ' d = HCI
‘65 nat b more an giecied 2
M ua-nralnal Im?nrumeasahmmm mnn';qmsujm whits [— n = exo en a I n e () 8
' ok ke wath A pices st Direcicns) W o ] T I 1 P 1 s o
Stap use and ask a docler it ol a1 e i . ke T o, H b us 80 £
1 pragnast ar breast-fueding, ask a healh prisessiona before. o= a a e s L] m 5
Keep oul of reach of children, In cas of pveross, get mecicl n!pmcnnuclahxam(;mlmlﬁemﬂnmm - = 5 .U %
Directions &
s and chilfven 12 years o age ond cwer | {2k on 160 mg tabiet with wetsr once 2 day, g m g U -
S armloe o i ol 2 o T Antihistamine £ E",
under 12 years of age o et Lse a
ki 5 yoars of ape onclol ] 3 o Indoor & Outdoor Allergies 3 () 2
| corsuars it ey e =k acodal Qa\ 24 Hour Relief of: e [}
Other inforaation wskes il 27 o 25° (55" 1o 77°F) W protoct om esoessive raishes * Sneezing * Runny Nose + lichy, Walery Eyes % g E
£
5c 00
G2 i =

Non-Drowsy

NO PRINT, VARNISH, Sagaant ., S oot
OR COATING e (BEE) H‘ |||
Fobiters 1 BOTTLE INSIDE sizga7sil 2

Lot ko,

B Date:

{
FEXOFENADINE HCL 180 mg

FEXOFENADINE HCL

fexofenadine hcl tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:37012-189

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
FEXO FENADINE HYDRO CHL O RIDE (UNTL: 2S068B75ZU) (FEXOFENADINE - FEXOFENADINE -
UNILE6582LOH6 V) HYDROCHLORIDE g
Inactive Ingredients
Ingredient Name Strength

SILICON DIOXIDE (UNIL: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNII: M28 OL1HHA48)
HYPROMELLO SES (UNIL: 3NXW29V3WO)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

FERRIC OXIDE YELLOW (UNIL: EX438 02MRT)
LACTOSE MONOHYDRATE (UNI: EWQ57Q8I15X)
MAGNESIUM STEARATE (UNIL: 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
POLYETHYLENE GLYCOLS (UNIL: 3WJQ0SDW1A)
POVIDONES (UNIL: FZ989 GHI4E)

TALC (UNI: 7SEV7J4R1U)




TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics

Color WHITE (Light peach) Score no score

Shape CAPSULE Size 17mm

Flavor Imprint Code w987

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:37012-189-30 1in 1BOX

1 30 in 1 BOTTLE

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDAO079112 06/11/2012

Labeler - shopko Stores Operating Co., LLC. (023252638)

Revised: 8/2012 Shopko Stores Operating Co., LLC.
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