FEXOFENADINE HCL- fexofenadine hcl tablet, film coated
Camber Consumer Care

FEXOFENADINE HYDROCHLORIDE TABLETS USP, 60mg and 180 mg

Allergy

ALLERGY

Active ingredient (in each film-coated tablet)
Fexofenadine HClI USP, 60mg and 180 mg

Purpose

Antihistamine

Uses

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

® runny nose

e itchy, watery eyes

e sneezing

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

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 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
(1800-222-1222).

Directions

FOR 60mg

adults and children 12 take two 60mg tablets with water evrery 12 hours; do not
years of age and over take more than 2 tablets in 24 hours

children under 12 years of do not use

age

adults 65 years of age and ask a doctor

older

consumers with kidney ask a doctor

disease

FOR 180mg

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

children under 12 years of do not use

age

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

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

protect from excessive moisture

each tablet contains: sodium 8.2 mg (for 180mg)

each tablet contains: sodium 2.7 mg (for 60mg)

this product meets the requirements of USP Dissolution Test 2

Inactive ingredients

anhydrous lactose, colloidal silicon dioxide, corn starch, croscarmellose sodium, lactose
monohydrate, pregelatinized starch (maize), stearic acid, opadry pink 03884893
containing hypromellose, polyethylene glycol, red iron oxide, titanium dioxide and yellow
iron oxide.



Questions or comments?
Call 1-888-588-1418

Distributed by:
Camber Consumer Care, Inc.
Piscataway, NJ 08854, USA,

Made in USA

Camber Consumer Care - Compare to the active ingredient in Allegra®
Allergy 24 Hour Tablets

Allergy Relief - 24 HOUR

FEXOFENADINE HYDROCHLORIDE TABLETS USP, 180 mg

Antihistamine

Indoor & Outdoor Allergies

Fexofenadine Hydrochloride Tablets USP,

180'mo/ Antihistamine
e i o ]l CAMBE | ALLERGY =
el i GeNe i| <M x2e%  RELIEF

b e A .
L e —
[F vt i P il F— REL'EF : :
e e ?:Emnagglﬂydmdlhﬂe Wl’fﬂnﬂll Hy&::lh’l e Tablets USP,

160 mg/Antihistaming Indoorand
Indoor and Qutdoor Allergies

1| i
Tablets
180 mg Each |

M (I Dutdoor Allergies 24 Hour Relief ot

69230

20260

CAMBER CONSUMER CARE

NDC 69230-201-01 Compare to the active ingredient in Allegra® Allergy*
Non-Drowsy

Fexofenadine Hydrochloride Tablets USP

60 mg

Antihistamine

12 HR Indoor/Outdoor Allergy Relief

Sneezing
Runny Nose



o N N N NN RSN N R,
a* . o N S NN NN NN S R R,
L ., % s

4 )

By '+, o

8 43 7\ . ,
107 m@.‘

—_rcrcm___ummm,@— £

IR

EZm0 ey WEN W apey
VSN ‘PSEE0 N ‘e mejEasy

"o "B SUINE 0] BOUE]

Aq panaLasa

s
&
s

s

Aaa)y 1By o ngusp *ueduog joueg
B “au) WeyEyg A pEpngUsip 10 paimaen uew jou 5 janpod sy,
{19087 j %oy WY panuEeeg)

o (suonasug 938) S80INT 1LY yIm S4E) J0U 0p m

Spiejue wnsaUbew 8Ly L-885-883-1 |IED Jsuonsanp
10 WAUILUN|E SE3LUT) SLUES 81 |8 a4E) ol op |
PalJaUIp UEL] SJ0UW axEe] Jou op | BP0 UOJ| MO||B4 PUE pIX0ID WN|UEd}

‘apixo uod) pad ‘joad|6 auafyadod
‘aso|@woldAiy Guneluos eEEFREED
yud Apedo ‘plae aues)s ‘(aziew)
yaels paziugeabad ‘aqeipfyouow
A50]98| "WNIPOS 950||SLIBIS0ID ' UB)S
LUOD "IPIXOIP UOD|(IS [ERIO||0D ‘aS0ja8|
SnopAYUe  spranpasBun aag ey

Janposd siy} Guisn uayp

"FS0P JUBIEYIP B pagu nod J aulwaiap
pINOYS 103200 N0 aseas|p Aaupy

@AEY NoA JI 85N 810}8q JOJI0P E Y5y
"sjugipaJbul sy Jo Aue

10 pnpoid sjyy 0} uojoeal o)fia)e ue pey
1ana aney nok Jl asn Jou og sbuptey
JEOJL 10 350U 8y} 10 Buiyay m

fuizaaus m saha Aaem Auo) m

asou Auun) m o saifuge Anendsal

Jaddn Jayio Jo Jansy fey 0] anp swoldwis
asal) samaljad AlLelodwa) sasy
BUIWBISIYIIY e Bl gg
‘dSN [JH suIpEUaj0XES

(12108} pajeoa-wy yaes ui)

asoding Juaipaibiu] aanoy
spae4 Gnug

ONISSIN HO NINDHA S1,N0 LLAL0H HN0A H0d 03795, HLIM
O3LNIH dWIHIONN T¥ES 104 41330 10N 00 1N30IE H34N VL

Z 188 uonnoss|g
dSn 40 suawsainbag ayy sieaw
Pnposd siyy @ Gw gz wnipos
ISUIEIL 0D 18|08] YOS W 84nisS|ow

aAlSsaIxe wodg joaond m (4.0 M

-89) 0.G2 PUE .0z Usamlaq a10ls M

uonewlogul 18ayl0

1000p B HSE
aseas|p Aaupy ylim sI8Wnsuos m
103000 B HSE AP0 pue alie

0 sieah g sjnpe M@ 95N JoU op abe
JO sIeaf ZL Japun uaJpiyo W SN0y
2 U| 519|081 g UBL] 2I0LU BYE] JOU

0P J8IN0Y Z 1 A19Aa Ja1em Y 191qe]
B 09 auo ayel Jaao pue abe jo sieal
ZLU24pjya pue synpe M SuogoANg
(Z2Z1-222-008-1) feme

WE JMUaD |0JU0D UDS|I0H B JDBU0D
10 djay [eapaww 186 ‘asopiasn Jo

9SED U| "UsaJp|iya Jo yaeal jo jno daay
‘98N 8108 [euoissagold yyeay

B ¥SE ‘Duipaaj-jsealq Jo jueubaid j)
“Ae e

Whu diay eapaw yaag "SIN330
1anpoad 1Yy 03 uopoeas b e

Ue Jj 10120p B ¥SEe pue asn do)g
(panunuoa) sjoeq Grnag

.

NDC e0220-201-01

100 Tablets Allergy

Non-Drowsy

- Itchy, Walery Eyes - fchy Mose or Throat

=
._ﬂP
o
MU
S
L
= (0
L=

(1]
=
T

(1]

c
208 o

058 E

>

TR=T =]
_Ll_ﬁ

o SN NN NN N N NN NN N N S N NN N N NN N N SN NN N NS SN N N NN N SN SN N N NN NN A NN A AN A AN AR AR e,
f #,
. .t
N N N N N NN N N N NN N N NN N N N N N N N NN N NN NN S NN AN S I
aue EENEEEEEE SN NN SN NN NS IS NN NN NN S AN NN SN NS AN I NN AN NN NN NN N AEEE SN AN NS A EEE SN AN NN SN N SN A NN N A A NN S AN NN I AN N R R
. ",
0

0

(3
-
+

Itchy, Watery Eyes
Itchy Nose or Throat

a¥

Allegra® Allergy*

ient

d

ive Ingre

. .
s EEETEEE NN SN EEE NN AN SN N NN NN S NN AN AN NN AN NN AN NN NN NN AN AN AN AN I NN AN NN SEE NS AN NN N NS SN NN AN ANE S A NN NN AN AN SN NN AN

e Runny Nose
e Itchy, Watery Eyes
e ltchy Nose or Throat

Fexofenadine Hydrochloride Tablets USP
e Sneezing

NDC 69230-201-05 Compare to the act

Non-Drowsy
12 HR Indoor/Outdoor Allergy Relief

Antihistamine

60 mg
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FEXOFENADINE HCL
fexofenadine hcl tablet, film coated
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69230-202
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
FEXOFENADINE HYDROCHLORIDE (UNIl: 25068B75ZU) (FEXOFENADINE - FEXOFENADINE 180 m
UNII:E6582LOH6V) HYDROCHLORIDE 9
Inactive Ingredients
Ingredient Name Strength
ANHYDROUS LACTOSE (UNIl: 3SY5LH9PMK)
SILICON DIOXIDE (UNII: ET)7Z6XBU4)
STARCH, CORN (UNIIl: 08232NY3S))
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)
LACTOSE MONOHYDRATE (UNIl: EAMQ57Q8I5X)
STEARIC ACID (UNII: 4ELV7Z65AP)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO0)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQO0SDW1A)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
TITANIUM DIOXIDE (UNII: 15FIX9V2]P)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
Product Characteristics
Color pink Score no score
Shape CAPSULE Size 17mm

Flavor Imprint Code 5G;202



Contains

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:09230-202 4 i 1 caRTON 09/16/2015
1 30 in 1 BOTTLE; Type 0: Not a Combination
Product
2 2'5DC169230'202' 1in 1 CARTON 09/16/2015
2 45 in 1 BOTTLE; Type 0: Not a Combination
Product
3 25069230‘202‘ 1in 1 CARTON 09/16/2015
3 60 in 1 BOTTLE; Type 0: Not a Combination
Product
4 g‘gC:69230‘202' 1in 1 CARTON 09/16/2015
a 90 in 1 BOTTLE; Type 0: Not a Combination
Product
5 £DC:09230202- 1 in 1 carTON 09/16/2015
5 100 in 1 BOTTLE; Type 0: Not a Combination
Product
6 NDC:69230-202- 500 in 1 BOTTLE; Type 0: Not a Combination 09/16/2015
05 Product
7 NDC:69230-202- 1000 in 1 BOTTLE; Type 0: Not a Combination 09/16/2015
11 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA204507 09/16/2015
FEXOFENADINE HCL
fexofenadine hcl tablet, film coated
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69230-201
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
FEXOFENADINE HYDROCHLORIDE (UNIl: 25068B75ZU) (FEXOFENADINE - FEXOFENADINE 50 e

UNII:E6582LOH6V) HYDROCHLORIDE



Inactive Ingredients

Ingredient Name
ANHYDROUS LACTOSE (UNII: 3SY5LHIPMK)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
STEARIC ACID (UNII: 4ELV7Z65AP)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)

Product Characteristics

Color pink Score

Shape OVAL (Modified Oval) Size

Flavor Imprint Code
Contains

Packaging

Marketing Start

# Item Code Package Description Date

1 NDC:69230-201- 500 in 1 BOTTLE; Type 0: Not a Combination
05 Product

2 NDC:69230-201- 100 in 1 BOTTLE; Type 0: Not a Combination
01 Product

12/08/2021

12/08/2021

Marketing Information

Strength

no score
12mm
SG;201

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date
ANDA ANDA204507 12/08/2021

Labeler - camber consumer care (079539968)

Revised: 11/2023

Date

Camber Consumer Care
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