FEXOFENADINE HYDROCHLORIDE - fexofenadine hydrochloride tablet, film coated
Hetero Labs Limited

Fexofenadine Hydrochloride Tablets USP, 30 mg, 60 mg and 180 mg

ACTIVE INGREDIENT(S)

(in each tablet)

Fexofenadine Hydrochloride USP, 30 mg
Fexofenadine Hydrochloride USP, 60 mg
Fexofenadine Hydrochloride USP, 180 mg

PURPOSE

Antihistamine

USE(S)

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 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

¢ 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 ASKDOCTORIF

an allergic reaction to this product occurs. Seek medical help right away.

PREGNANCY/BREASTFEEDING

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
30 mg

adults and children 12 years of take two 30 mg tablets with water every 12 hours; do not take

age and over more than 4 tablets in 24 hours

children 6 to under 12 years of take one 30 mg tablet with water every 12 hours; do not take more than
age 2 tablets in 24 hours

children under 6 years of age do notuse

adults 65 years of age and ask a doctor

older

consumers with kidney disease ask a doctor

60 mg

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

180 mg

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

OTHER INFORMATION

Tamper Evident: Do not use if printed foil seal under cap is missing
This unit-dose package is not child-resistant

store between 20° and 25°C (68° and 77°F)

protect from excessive moisture

INACTIVE INGREDIENTS

Colloidal silicon dioxide, hypromellose, light liquid paraffin, magnesium stearate, microcrystalline
cellulose, polyethylene glycol, polysorbate 80, pregelatinized starch, red iron oxide, sodium starch
glycolate, talc, titanium dioxide and yellow iron oxide.

QUESTIONS?
Call 1-866-495-1995
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Active Ingredient (in each tablet) Purpose
Fexofenadine hydrochloride USP, 30 M. s A0tHIStaMine
Uses temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
®  runnynose ® sneezing m itchy, watery eyes m itching of the nose or throat
Warnings Do not use if you have ever had an allergic reaction to this praduct 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

B do not take at the same time as aluminum or magnesium antacids  m do not take 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 professional before
use. Keep out of reach of children. In case of overdose, get medical help or contact a Poison
Control Center right away. 4

Directions madults and children 12 years of age and over take two 30 mg tablets with
water every 12 hours; do not take more than 4 tablets in 24 hours  m children 6 to under
12 years of age take one 30 mg tablet with water every 12 hours; do not take more than

2 tablets in 24 hours  m children under 6 years of age do not use  m adults 65 years of
age and older ask a doctor ® consumers with kidney disease ask a doctor

Other information m Tamper-Evident: Do not use if printed foil seal under cap is missing
m store between 20° and 25°C (68° and 77°F) m protect from excessive moisture
Inactive ingredients colloidal silicon dioxide, hypromellose, light liquid paraffin, magnesium
stearate, microcrystalline cellulose, polyethylene glycol, polysorbate B0, pregelatinized starch,
red iron oxide, sodium starch glycolate, talc, titanium dioxide and yellow iron oxide.
Questions? Call 1-866-495-1995
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HETERQ™
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Active Ingredient (in each tablet) Purpose
Fexofenadine hydrochloride USP, 60 mg Antihistamine
Uses temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
B runnynose @ sneezing mitchy, watery eyes W 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
it you need a different dose. When using this product mdo not take more than directed

W do not take at the same time as aluminum or magnesium antacids mdo not take 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 professional before
use. Keep out of reach of children. In case of overdose, get medical help or contact a Poiso

Contral Center right away. 4
2 vy
=
Directions W 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 W children under
12 years of age do not use W adults 65 years of age and older ask a doctor
W consumers with kidney disease ask a doctor
Other information W@ Tamper-Evident: Do not use if printed foil seal under cap is missing
W store between 20° and 25°C (68° and 77°F) W protect from excessive moisture
Inactive ingredients colloidal silicon dioxide, hypromellose, light liquid paraffin, magnesium
stearate, microcrystalline cellulose, polyethylene glycol, polysorbate BO, pregelatinized starch,
red iron oxide, sodium starch glycolate, talc, titanium dioxide and yellow iron oxide.
Questions? Call 1-866-495-1995
L i,
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Manutactured by

HETERO™
HETERO LABS LIMITED
Unit v, Palepally, Jadchara,

Mahabooh Nager - 508 301, India.
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Active Ingredient (in each tablet) Purpose
Fexofenadine hydrochloride USP, 180 mg... ..Antihistamine
Uses temporarily relieves these symptoms due to hay fever or other upper respnralory dlergies:

E runnynose W sneezing m itchy, watery eyes m 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 = do not take more than directed

M do not take at the same time as aluminum or magnesium antacids  mdo not take 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 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 wmadults 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 m children 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 information = Tamper-Evident: Do not use if printed foil seal under cap is missing

m store between 20° and 25°C (68° and 77°F)  m protect from excessive moisture
Inactive ingredients colloidal silicon dioxide, hypromellose, light liquid paraffin, magnesium
stearate, microcrystalline cellulose, polyethylene glycol, polysorbate 80, pregelatinized starch,
red iron oxide, sodium starch glycolate, talc, titanium dioxide and yellow iron oxide.
Questions? Call 1-866-495-1995

Fexofenadine Hydrochloride Tablets USP, 180 mg - Blister Foil
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Fexofenadine Hydrochloride Tablets USP, 180 mg - Blister Carton
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Mig. Lic. No.: S0/MNAP/2004F/R L :

N ‘l
3 68554-15063-5

Manufactured by:

HETERO™

HETERO LABS LIMITED

Unit V, Polepally, Jadcherta,
Mahabook Nagar - 509 301, India.

NON-DROWSY

Fexofenadine Hydrochloride
Tablets USP,{EIILF)/Antihistamine

Allergy

NDODOR .l" OUTDOOR ALLERGY RELIEF

NDC 68554-5063-5

70 (7x10) Unit-dose Tablets

tchy, Watery Eyes
Altchy Nose or Throat

Fexofenadine
Hydrochloride
Tablets USP, i)
/Antihistami

Drug Facts

Active Ingredient (in cach tabled)
Fi [ ide LUSP, 180 mg. A

Uses

tampararly rolievas $esa symploms due o hay fevar or alhar uppar raspiratary allergias:
W niny nose Wiichy, watery epas

W ENSEZIT W iiching of e nose or lhooat

wnet uaE I you newe evar Ned &n allengic reaction 1o his product or any of i ingrediants,
#Ask a doctor before use if you have kidney disease. Yaour doctor shauld determine if you
need & diffarent dose.

When using this product

W rat take mars than dircted

Mo nat take At tha sama timae as akiminum or magnasium antacids

W da ol Rake Wil Bl julces (Se8 Direcihons)

Stop use and ask a doctor if an allergic reaction 1o this product occurs. Seek medical
help right awmy.

I pragnant or brasst-feading, ask a heakh profossional before use. Keap out of reach of
children. In case of overdose. gat medical help or contact a Paisan Cantrol Canter ight away.
-

Drug Facts (Continued)

Directions
adulle and childnen 12 yesrs of age and over

iake ane 150 meg iablet with water once a day;
de: ol lakos more than 1 tabialin 24 hours

childran urder 12 years of ags i not Lss

adults 85 years of age and older
consumers with kidney disease ask a docior

Other information
W salely sealed- do not use if carton is opered ar if individual blster units are forn ar cpened
W His unit-dosa package is not chikl-rasstant
W stora batwean 207 and 25°C (68° and 77°F)
W pratect from excessive msre

Inactive ingredients

Nllumal sllcon dicede, 'wpamlone lgha Bquid paraffin, maanes-\.lrn slearabs,
b e callloga, poly glyeol, p stanch,

mu wron axkde, sodlum slalﬂ! EHWIm. fale, l-lammclm-da and yellow bron oide.

Questions ? Call 1-886-435-1885

ask a docior

[T

FEXOFENADINE HYDROCHLORIDE
fexofenadine hydrochloride tablet, film coated

Product Information




Product Type

HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

FEXO FENADINE HYDRO CHLORIDE (UNII: 2S068B75ZU) (FEXOFENADINE -

UNILE658 2LOH6 V)

Ingredient Name

Inactive Ingredients

Ingredient Name

SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)

MAGNESIUM STEARATE (UNIL: 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
STARCH, CORN (UNII: 08232NY3SJ)

SODIUM STARCHGLYCOLATE TYPE APOTATO (UNII: 5856J3G2A2)
HYPROMELLOSES (UNII: 3NXW29V3WO)

LIGHT MINERAL OIL (UNIL: N6K5787QVP)
POLYETHYLENE GLYCOLS (UNI: 3WJQO0SDW1A)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)

Product Characteristics

Color

Shape

Flavor

Contains

Packaging

#
1
1
2
2
3
3
4
4
5
5

Item Code
NDC:68554-5061-0

NDC:68554-5061-1

NDC:68554-5061-2

NDC:68554-5061-5

NDC:68554-5061-4

NDC:68554-5061-6
NDC:68554-5061-3

PINK Score
ROUND (biconvex) Size
Imprint Code

FEXOFENADINE
HYDROCHLORIDE

NDC:68554-5061

Basis of Strength Strength

30 mg

Strength

no score
6mm

j;42

Package Description Marketing Start Date Marketing End Date

1in 1 CARTON 08/23/2016
30 in 1 BOTTLE; Type 0: Nota Combination Product

1in 1 CARTON 08/23/2016
100 in 1 BOTTLE; Type 0: Nota Combination Product

1in 1 CARTON 08/23/2016
500 in 1 BOTTLE; Type 0: Nota Combination Product

10 in 1 CARTON 08/23/2016
10 in 1 BLISTER PACK; Type 0: Nota Combination Product

22 in 1 CARTON 08/23/2016
10 in 1 BLISTER PACK; Type 0: Not a Combination Product



Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA204097 08/23/2016

FEXOFENADINE HYDROCHLORIDE
fexofenadine hydrochloride tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:68554-5062

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
FEXOFENADINE HYDRO CHLORIDE (UNI: 25068B75ZU) (FEXOFENADINE - FEXOFENADINE 60 m
UNILE658 2LOH6 V) HYDROCHLORIDE g
Inactive Ingredients
Ingredient Name Strength

SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)

MAGNESIUM STEARATE (UNIL: 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
STARCH, CORN (UNI: 08232NY3SJ)

SODIUM STARCHGLYCOLATE TYPE APOTATO (UNII: 5856J3G2A2)
HYPROMELLOSES (UNIL: 3NXW29V3WO)

LIGHT MINERAL OIL (UNIL: N6K5787QVP)
POLYETHYLENE GLYCOLS (UNII: 3WJQ0SDW1A)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)

FERRIC O XIDE RED (UNIL: 1IKO9F3G675)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)

Product Characteristics

Color PINK Score no score

Shape OVAL (biconvex) Size 12mm

Flavor Imprint Code j;43

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68554-5062- 4 4 4 caRTON 08/23/2016

0
1 30 in 1 BOTTLE; Type 0: Not a Combination Product



2 NDC:68554-5062-1 1in 1 CARTON 08/23/2016
2 100 in 1 BOTTLE; Type 0: Nota Combination Product

3 NDC:68554-5062-2 1in 1 CARTON 08/23/2016
3 500 in 1 BOTTLE; Type 0: Nota Combination Product

4 NDC:68554-5062-5 7 in 1 CARTON 08/23/2016
4 NDC:68554-5062-4 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

5 gDC:68554'5062' 15 in 1 CARTON 08/23/2016

5 NDC:68554-5062-3 10 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date

ANDA ANDA204097

FEXOFENADINE HYDROCHLORIDE
fexofenadine hydrochloride tablet, film coated

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

08/23/2016

Item Code (Source) NDC:68554-5063

Basis of Strength

FEXOFENADINE HYDRO CHLORIDE (UNII: 2S068B75ZU) (FEXOFENADINE - FEXOFENADINE

UNILE6582LOH6V)

Inactive Ingredients

Ingredient Name
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)
MAGNESIUM STEARATE (UNIL 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
STARCH, CORN (UNI: 08232NY3SJ)

HYDROCHLORIDE

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856J3G2A2)

HYPROMELLOSES (UNII: 3NXW29V3WO)

LIGHT MINERAL OIL (UNII: N6 K5787QVP)
POLYETHYLENE GLYCOLS (UNIL: 3WJQ0SDWI1A)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)

FERRIC O XIDE RED (UNII: 1KO9F3G675)

TALC (UNIL: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

FERRIC O XIDE YELLOW (UNIL: EX438 O2MRT)

Strength

180 mg

Strength



Product Characteristics

Color PINK

Shape CAPSULE (biconvex)
Flavor

Contains

Packaging

# Item Code

1 0NDC:68554-5063- 1in 1 CARTON

Package Description

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

NDC:68554-5063-1 1in 1 CARTON

Score no score
Size 18 mm
Imprint Code ;44

Marketing Start Date Marketing End Date

08/23/2016

08/23/2016

100 in 1 BOTTLE; Type 0: Nota Combination Product

08/23/2016

500 in 1 BOTTLE; Type 0: Nota Combination Product

1
2
2
3 NDC:68554-5063-2 1in 1 CARTON
3
4 NDC:68554-5063-5 7 in 1 CARTON
4

08/23/2016

NDC:68554-5063-4 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

5 lgIDC:68554—5063— 15 in 1 CARTON

08/23/2016

5 NDC:68554-5063-3 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

ANDA ANDA204097

Labeler - Hetero Labs Limited (917261950)

Revised: 9/2016

08/23/2016

Hetero Labs Limited
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