ALLERGY RELIEF- fexofenadine hydrochloride tablet
AMERIFOODS TRADING COMPANY

1192B-FIR-2023-1101
Drug Facts

Active ingredient (in each tablet)

Fexofenadine HCl 180 mg

Purpose

Antihistamine

Uses

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

® runny nose

= sneezing

= jtchy, watery eyes

= jtching 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 havekidney 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 ifan 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 (1-800-222-1222).

Directions

ladults and children  [take one 180 mg tablet with water once a



12 years of age and |day; do not take more than 1 tablet in 24
over hours

children under 12
years of age
adults 65 years of
age and older
consumers with
kidney disease

do not use

ask a doctor

ask a doctor

Other information

= store between 20-25°C (68-77°F)

= protect from excessive moisture

= retain carton for complete product information and warnings

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, hypromellose, iron oxide black, iron
oxide red, iron oxide yellow, lactose monohydrate, macrogol, magnesium stearate,
microcrystalline cellulose, pregelatinized starch, titanium dioxide

Questions or comments?
1-844-705-4384

PRINCIPAL DISPLAY PANEL

First Street®

NDC 61504-192-03

TCOMPARE TO THE ACTIVE INGREDIENT IN ALLEGRA® ALLERGY 24 HOUR
24 HOUR

NON-DROWSY

Allergy Relief

Fexofenadine

Hydrochloride Tablets

180 mg / Antihistamine

INDOOR / OUTDOOR ALLERGY RELIEF
For Relief of:

Sneezing * Runny Nose

ltchy, Watery Eyes

Iltchy Nose or Throat



ACTUAL SIZE
15 TABLETS
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Relief

Fexofenadine Hydrochloride Tablets
180 mg / Antihistamine

VREP-SOL-vP8-L S SJUBLLLUOD JO SUOSaND

aPIX0Ip NI}, ‘Y0I)S Paziuefabaid ‘a50jn)a auelskia0.on
‘gleseals wnisaubiew ‘obooew ‘aleIpfyouow 250128 ‘MojRi 3P0 uol
‘Pl BP0 UOJL “HOBIQ A010 U0 ‘350|[SLUodRY WPoS SS0)HULRBISID
“apoip Loalls [epiolio  SpUApaIBLY aAIeu]

shuiem pue voneloju Janposd 38| dWo Joj OPED UrRja) m
ANJSIOLY BMSSAINA Loy 19a00.d m

(da4£-89) D:G2-0Z UsaMa 31005 m

uoijewojur 1ayjo

aseasip

10300 B HSE RBUpMy WM SIaWNSu0D

4 (z2z1-222-008- 1) Aeme JyBu 181U3] |0U0J UOSIOG B 108JU03 10
dj3y [eaipalw 186 "as0panD Jo 35BD U] "URIPIIYD Jo Ydeal Jo yno daay
“35N 810430 [BULISSBI0N UYEaY B Yse ‘Buipaa)-1seauq Jo jueubaud §)

“Rene Jybu djay [eNpaw 43ag $INI0

Janpoxd siy} 0} worea) JBIsje UE J1 10j00p € YSE pue asn dojg
(501199010 @) SaAINT UM LA @3 10U 0D m

SPIOEIUE WNISSUDRLW JO WNUILIN[E SB 3LUI JWES U} V& 3%} Jou 0p m
PajaaJip UBL) S50W BE] J0U Op m

Jonposd sy Buisn uaym

“as0p JUBI3 P B paau nok J1 auILIBIAP PINOYS

10120 Inoy, "aseasip Kaupy aney nok J1 asn a10jaq 10400p B ¥SY
“syuaipaibun syl jo fue

10 jonposd i o) uonaea) difisa|e Ue pey Jana arey nok i asn Jou og
sbuiurem

J3pI0 pue

afie jo sieak ¢y synpe
afie jo

SJeak 21 Japun uaipjyd

10j90D B Y5

35N 10U 0p
sinoy ¥2

1e0uy) J0 350U ay) Jo Buyay w Guizaaus m

saka luagem fuoy w asou fuun m

ssalfisa|e Lojesdsas

1addn Jao 10 janag Aey o} anp swojdwAs asau senaia) Kuelodwa)
$asf]

13m0 pue abe jo sieak 21
URIPJI3 pue SHnpe
suonaaiig

U118} | UBL) J0w axe) Jou op ep e
U0 JaJeM LM J2/qe) Bw 81 2u0 aye)

e G gL 10H SUIPRURJOXS

(1819e} yaes wi)
Juaipaibul aanay

UIBJSIU e

asoding

(panunuoa) spae4 6nug

NON-DROWSY

Allergy

sjae4 6nig

24
HOUR

Relief

Fexofenadine Hydrochloride Tablets

180 mg / Antihistamine

2~
FIRST

NON-DROWSY

Allergy
Relief

Fexofenadine
Hydrochloride Tablets
180 mg / Antihistamine

)
Z

MDC 61504-192-03

1(OMPARE TO THE ACTIVE INGREDIENT
IN ALLEGRA® ALLERGY 24 HOUR

INDOOR/
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ALLERGY RELIEF

fexofenadine hydrochloride tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:61504-192
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
FEXOFENADINE HYDROCHLORIDE (UNII: 2S068B75ZU) (FEXOFENADINE - FEXOFENADINE 180 m
UNII:E6582LOH6V) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
HYPROMELLOSE 2910 (15 MPA.S) (UNIl: 36SFW2JZ 0W)
LACTOSE MONOHYDRATE (UNIl: EMQ57Q8I5X)
MAGNESIUM STEARATE (UNIl: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 6000 (UNII: 301QX730WE)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNIIl: 08232NY3S))
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color orange ((PEACH)) Score no score

Shape OVAL (Capsule-shaped) Size 17mm

Flavor Imprint Code G6

Contains

Packaging

# Item Code Package Description UERLIEEIE, SR PR e
Date Date

1 (’;'?'?C:615°4‘192' 3in 1 CARTON 10/30/2023

1 5 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End



Category Citation Date Date
ANDA ANDA211075 10/30/2023

Labeler - AMERIFOODS TRADING COMPANY (626388680)

Revised: 11/2023 AMERIFOODS TRADING COMPANY
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