FEXOFENADINE HYDROCHLORIDE - fexofenadine hydrochloride tablet, film coated
Aurolife Pharma, LL.C

Active ingredient (in each tablet)

For 60 mg:

Fexofenadine HCI USP, 60 mg

For 180 mg:

Fexofenadine HCI USP, 180 mg

Purpose
Antihistamine
Uses

temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
® runny nose
® sneezing
¢ itchy, watery eyes
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 aluminium or magnesium antacids
¢ do not take with fruit juices (see Directions)

Stop use and ask 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

For 60 mg:

adults and children 12 years of age and over take one 60 mg tablet with water every 12 hours;
do not take more than 2 tablets 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

For 180 mg:

adults and children 12 years of age and over  take one 180 mg tablet with water once a day;
do not take more than 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 safety sealed: do not use if cartonis opened or if printed foil inner seal on bottle is torn or missing
® store between 20°and 25°C (68°and 77°F)
e protect fromexcessive moisture and light

Inactive ingredients

anhydrous lactose, colloidal silicon dioxide, corn starch,croscarmellose sodium, hypromellose,
lactose monohydrate, polyethylene glycol 400, pregelatinized corn starch, red iron oxide, stearic acid,
titanium dioxide, and yellow iron oxide

Questions or comments?

call toll free 1-866-850-2876



Principal Display Panel - 60 mg 500's count

NDC 13107-066-05

*Compare to 12 Hour Allegra®

Allergy active ingredient

Fexofenadine Hydrochloride Tablets USP, 60 mg/antihis tamine
Allergy

Relief of:

Sneezing

Runny nose

Itchy, watery eyes

Itchy nose or throat 12 Hour

Indoor & Outdoor Allergies

DO NOT USE IF FOIL SEAL IS TORN OR MISSING

500 Tablets 60 mg each
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Drug Facts (continued)
Directions

adults and children | take one 60 mg tablet with

1Zl¥ears of age water every 12 hours; do

and over not take more than
2tablets in 24 hours

children under do not use

12 years of age

adults 65 years of | aska doctor

age and older

consumers with ask a doctor

kidney disease

Other information

or if printed foil inner seal on botile is tom
oF missing
= store hetwaen 20° and 26°C (68° and 77°F)
+ protect from excessive moisture and light

+ safety sealed: do not use if carton is opened

Inactive ingredients

anhydrous lactose, colloidal silicon dioxide,
com starch, croscarmellose sodium,
hypromelloss, lactose monohydiate,
polyethylene glycol 400, pregelatinized corn
starch, red iron oxide, stearic acid, titanium
dioxide, and yellow iren oxide

Questions or comments?
call toll-free 1-866-850-2876

*This product is not manufactured or
distributed by Chattem Inc. {wholly-owned
subsidiary of the Sancofi-Aventis Group),
distributer of ALLEGRA® Allergy Tablsts.
ALLEGRA is a registered trademark of
Aventisub 1] Inc.

/5 AUROBINDO

Manufactured by:
Aurolife Pharma LLC
Dayton, NJ 08810

Manufactured for:

Aurobindo Pharma USA, Inc.
Dayton, NJ 08810

3iM13107"06605 M4

N

Afs: 45 x 85 x 45 mm

Principal Display Panel - 180 mg 500's count
NDC 13107-067-05

*Compare to 24 Hour Allegra®

Allergy active ingredient

Original Prescription Strength
Non-Drowsy

NDC 13107-066-06

*Compare to 12 Hour Allegra®
Allergy active ingredient

Fexofenadine
Hydrochloride
Tablets USP,
60 mg/antihistamine

Relief of:

® Sneezing

® Runny nose

® Itchy, watery eyes
® ltchy nose or throat
Indoor &

Cutdoor

Allergies

DO NOT USE IF FOIL SEAL IS
TORN OR MISSING

Batch :

Expiry:

Drug Facts

Active ingredient
(in each tablet)
F ine HCI USR, 80 mg

Purpose

Uses

temporarily relieves these symptoms due to
hay fever or other upper respiratory allergies:
- Tunny nose ~sneezing

« itchy, watery eyes « 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 youneed a different dose.

When using this product

« do not take more than directed

« to not take at the same time as aluminum
oF magnesium antacids

+ to noftake with fruit juices {see Directions)

Stop use and ask a doctor if an allergic
reaction to this product occurs. Seek medical
help right away.

If pregnant or breast-feeding, ask a health
professicnal before use.

Keep out of reach of children. In case of
overdose, get medical help or contacta
Poison Contiol Center right away.

Fexofenadine Hydrochloride Tablets USP, 180 mg/antihis tamine

Allergy




Relief of:

Sneezing
Runny nose
Itchy, watery eyes

Itchy nose or throat 24 Hour

Indoor & Outdoor Allergies

DO NOT USE IF FOIL SEAL IS TORN OR MISSING

500 Tablets 180 mg each

1

UL

e By Qg1 ™=

e By w g A By
—.ﬁnurlm W m e,

ey oD g wmp |
auLg o e Ay .

i, ek Ao AT e |
Lsx wrou iy - ||
Sl Bupssug « |

0 .

=

e B G dEN
EINQE | BOUORS0N B RLDOTR)

fougta i gl R s ]
|

L¥E LT

Drug Facts |continusd)

Direciions

ks and ohlldran | baka ona 1830 mg babdat

2 yaars of age wlih watar onoa a day; da

and ovar nattaka mora than £ tablat
In24hours

ohildran undar o ok

2 yaars of ago

aduls 65 yaars of | aska doctor

aga and okiar

N LT s with aska doctor

Ky 20

Other ino rmation

ormissing

= sabibysaalad: & notusd P orten [§oponad
o [T prinisd fail Innarsaal on battio is om

= afora bolwasn 207 and 25°C (B8 and TTF)
= probact from aonassiv moksos @ and fght

Inactive ingredients

o sfarch, o noses e oo sodium,
ey e, | achios & man oh wdrala,

paiyanyiana gienl 400, prag
e, and yalow e odda

anhydrous o Do, odlioidal siloon diod ki

akafini 2ot aom
atarch, nadiIr an ouidie, 5 Bl add, 1Rnium

Ouestons or comments?
cail befb tro $-888-BE0ETH

“Thia pmcict & POl mancfactacd o
dedbaed by Chabem e |(wholly-owrsd
sibadary of o Sarcfduards Gnop)
davbtor of ALIEGRAE Aliceagy Tabioh
ALEGRA & & mostaned Fadomam o
Ayardab i

P AUROBINDD

Daryien, W 08810

N1 307 ED

6705

.

Als: 45 ¥ 85 x 45 mm

MIOIC 1180 -0 08

"ompas B 24 Howr Allegral
Alzmyy sclwe g adierm

Fexofenadine
Hydrochloride
Tablets USP,

180 mofantibistamine

D0 NOT USE IF FOIL SEAL IS
TORN OR MISSING

500 Tablets 180 MQ sxn

Drug Facts

Active ingredient
(im each tabiet)
Fuonfonading HC! LS, 180 g _Snthistaming

Uses
Empoadyrdeasthaess o ma disa bo
rwnﬁmrcrmrmmrﬁﬂlhr@m

LY Mo S

1ing
= Edhy, waitry oy =Echingaf hanosaar ot
mnp

Do et e F you have @ had an alkege
muﬁmnh'ﬁpmﬂuaawd‘h
ngadants.

ol S B dom ol .I}E [l ] ]
Iicinay disgas & Your dioe v should demaming
W o naad a difanant dioss

T RS mond fan dhactat

!t I'I'!!m :ﬂ'li m-: Bma as aluminum
Hllﬂ llﬂ I'rI.II i.im aaa Diractions)

&p-l--d i a docior il an alangic
raaction b his product aneurs Sack madoal
halp Aghtasay

B pragrant o bowast - dinag. a5k a haalth

o nal bafong uss
edul maeh ol chillden N o of

Gﬂ? il cal had -u' mr:acl:a
vl Caniar rig *

Batch :

Expiry :

NS 11,




FEXOFENADINE HYDROCHLORIDE
fexofenadine hydrochloride tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:13107-066

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
FEXO FENADINE HYDRO CHL O RIDE (UNIE: 2S068B75ZU) (FEXOFENADINE - FEXOFENADINE 60/m
UNILE6582LOH6V) HYDROCHLORIDE g
Inactive Ingredients
Ingredient Name Strength

ANHYDROUS LACTO SE (UNIL: 3SY5LHS PMK)
COLLOIDAL SILICON DIOXIDE (UNIL: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
HYPROMELLOSES (UNII: 3NXW29V3WO)

LACTO SE MONOHYDRATE (UNI: EWQ57Q8I15X)
STARCH, PREGELATINIZED CORN (UNI: 08232NY3SJ)
STEARIC ACID (UNI: 4ELV7Z65AP)

FERRIC O XIDE RED (UNIL: 1IKO9F3G675)

FERRIC OXIDE YELLOW (UNIL: EX438 O2MRT)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

Product Characteristics

Color ORANGE (Peach) Score no score

Shape CAPSULE (Bevel Edge, Biconvex) Size 12mm

Flavor Imprint Code E;42

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:13107-066-05 1in 1 CARTON

1 500 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA202039 08/26/2015



FEXOFENADINE HYDROCHLORIDE
fexofenadine hydrochloride tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:13107-067

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
FEXOFENADINE HYDRO CHLORIDE (UNII: 25068B75ZU) (FEXOFENADINE - FEXOFENADINE 180 m
UNILE6582LOH6V) HYDROCHLORIDE &
Inactive Ingredients
Ingredient Name Strength

ANHYDROUS LACTO SE (UNIL: 3SY5LHS PMK)
COLLOIDAL SILICON DIOXIDE (UNIL: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
HYPROMELLO SES (UNIL: 3NXW29V3WO)

LACTO SE MONOHYDRATE (UNI: EWQ57Q8I15X)
STARCH, PREGELATINIZED CORN (UNI: 0O8232NY3SJ)
STEARIC ACID (UNII: 4ELV7Z65AP)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

FERRIC O XIDE YELLOW (UNIL: EX438 O2MRT)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

Product Characteristics

Color ORANGE (Peach) Score no score

Shape CAPSULE (Bevel Edge, Biconvex) Size 17mm

Flavor Imprint Code E;44

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:13107-067-05 1in 1 CARTON

1 500 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDA202039 11/19/2014



Aurolife Pharma, LLC 829084461 MANUFACTURE(13107-066, 13107-067)

Revised: 8/2015 Aurolife Pharma, LLC
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