FEXOFENADINE HYDROCHLORIDE- fexofenadine hydrochloride tablet
Strategic Sourcing Services, LLC

Fexofenadine HCI Tablets USP

Active ingredient (in each tablet)
Fexofenadine HClI USP, 180 mg

Purpose

Antihistamine

Uses

temporarily relieves these symptoms due to hay fever or other upper respiratory
allergies:

runny nose

itchy, watery eyes

sneezing

itching of the nose or throat

Warnings

Do not use

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

e do not take more than directed

e do not take at the same time as aluminum or magnesium antacids
e do not take with fruit juices (see Directions)

Stop use and ask doctor if

an allergic reaction to 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
age and over take more than 1 tablet in 24 hours

children under 12 years of age |do not use

adults 65 years of age and ask a doctor
older

consumers with kidney ask a doctor
disease

Other information

e safety sealed: do not use if carton is opened or if printed foil inner seal on bottle is
torn or missing

e store between 20° and 25°C (68° and 77°F)
e protect from excessive moisture
e this product meets the requirements of USP Dissolution Test 4

Inactive ingredients

colloidal silicon dioxide, corn starch, croscarmellose sodium, FD&C Red no. 40,
hypromellose, iron oxide black, magnesium stearate, mannitol, polyethylene glycol,
powder cellulose and titantium dioxide

Questions?
call 1-888-375-3784

Carton Label

70ct Container and Container Carton labels
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Drug Facts

hnu___.m ingredient (in each tablef)
HCI USF, 180 mg

nwmw tamporarly relieves thess sympioms dua to hay fever or oher uppar respiratory alargies:

Ry noss W jtchy, watery ayes W snesding m itching of e nosa or froat

Wamings

Do mot use if you have ever had an allergic reaction o this product or any of its ingradiant:

Ask a doctor you have kidney disazse. Your dociorshoull detamine if you need a different dose.

When using this product @ do not take mers then drecled = do nottake at the sama tima as duminum or magnesium antacids

w do nottake with fiuit juices (sse Directions)

Siop uss and ask a doctor if an allemic madion tothis poduct ocours. Seek medical help right away.

If pregnant or b ing, ask a health professional bafore use.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Carter right away

Directions

adults and children 12 years

of age and over

children under 12 years of age do not uze
adults 65 years of age and older ask a doctor
consumerswith kidney diseae ek a doctor

(ifrer information w safsty sealst donot usa if carton is opened o if incividuel biistar units are fom or cpered
W sfom befween 20° and 25°C (B8 and 77°F) ™ pmbect from ® this product of ISP Disscluiion Test 4

Inactive ingredienis coliidal sikon dioxida, corn starch llosa sodium, FD&C Rad no. 40, hypromelkse, iron axida black,
e gn esium stearats, mannkal, polyethylena ghcol, powdar cellulose and fianium dioxide

take one 180 my tablet wih water once a day; do not take more than 1 tabletin 24howrs
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Drug Facts

Active Ingredient (In each tablet) Purpose

Facofonading HC1UBP, 180 M .uuuiuuus wisuunss sossmssss sssisssss ssssssss ssssssas ssssssiss ssssisass sssssssss sssssss sssssssssssssssss o Antihistamine

Do ifyou e Fead an alergic reaction o tis product or any of it ingredent
-}:52!55; u hawe kidney dissase. Your doctor should datsminaif you nesd adifferent dese

‘When using this product ® do nat take more than directed  ® do not take atthe sama tim e s aluminum or magnesium antadds
® do not take !._::_a uicas (see Directions

If pregnant or bres st-feeding, s=k a health profesionsl befora use,
Keep out of reach of children. In czss of overdoss, get medical help or contact a Poion Control Cener right 1-800-22 2-1222).
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‘take on e 180 my tablet with water ones a day;
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L] fom sxcessivamoisturs B s product mests the requirament of USP Dissduion Tstd

__aunsa ingredients collidal silicon diosids, com starch, croscamalloss sodium, FORG Red no. 40, hypromaloss, iron xida
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Drug Facts (continued)
Stop use and ask a doctor if an
allergic reaction to this product
occurs. Seek medical help right
away. If pregnant or
hreast-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 madults and
children 12 years of age and
over take one 180 mg tablet
with water once a day; do not
take more than 1 tabletin 24
hours mchildren under 12
years of age do not use

m adults 65 years of age and
older ask a doctor

m consumers with kidney
disease ask a doctor

Other informalion m safety
sealed: do not use if carton was
opened or if printed foil inner seal
on bottle istorn or missing

m store between 20° and 25°C
(68° and 77°F) m protect from
excessive moisture m this
product meets the requirements
of USP Dissolution Test 4

Inactive ingredients colloidal
silicon dioxide, corn starch,
croscarmellose sodium, FD&C Red no.
40, hypromellose, iron oxide black,
magnesium stearate, mannitol,
polyethylene glycol, powder cellulose
and titanium dioxide.

Questions? Call 1-888-375-3784

FEXOFENADINE HYDROCHLORIDE

fexofenadine hydrochloride tablet

Product Information

NDC:70677-0074(NDC:55111-784)

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

Fexofenadine

Ingredient Name

Fexofenadine Hydrochloride (UNIl: 25068B75ZU) (FEXOFENADINE -

UNII:E6582LOH6V)

180 mg

Hydrochloride

Inactive Ingredients

Strength

Ingredient Name

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)
magnesium stearate (UNIl: 70097M6130)
mannitol (UNIl: 30WL53L36A)

POWDERED CELLULOSE (UNIl: SMD1X3XO9M)
FD&C RED NO. 40 (UNIl: WZB9127X0A)

HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)

FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

polyethylene glycol 400 (UNIl: B697894SGQ)



TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
STARCH, CORN (UNIIl: 08232NY3S))

Product Characteristics

Color PINK Score
Shape OVAL Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description
NDC:70677- ;
1 0074-2 1in 1 CARTON
1 30 in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:70677- .
2 0074-1 3in 1 CARTON
2 5in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:70677- ;
3 0074-3 70 in 1 CARTON
3 70 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA076502

Labeler - Strategic Sourcing Services, LLC (116956644)

Revised: 8/2020

no score
7mm
194;R

Marketing Start Marketing End
Date Date

09/09/2019

09/09/2019

08/06/2020

Marketing Start Marketing End
Date Date

09/09/2019

Strategic Sourcing Services, LLC
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