24HR ALLERGY RELIEF- levocetirizine dihydrochloride tablet, coated
LEADER/ Cardinal Health 110, Inc.

Drug Facts

Active ingredient (in each tablet)

Levocetirizine dihydrochloride USP, 5 mg

Purpose

Antihistamine

Uses

temporarily relieves these symptoms due to hay fever or other respiratory allergies:
e runny nose

® sneezing

e jtchy, watery eyes

e jtching of the nose or throat

Warnings

Do not use

e if you have kidney disease
¢ if you have ever had an allergic reaction to this product or any of its ingredients or to
an antihistamine containing cetirizine

Ask a doctor before use if you have

e ever had trouble urinating or emptying your bladder

When using this product

drowsiness may occur

avoid alcoholic drinks

alcohol, sedatives, and tranquilizers may increase drowsiness
be careful when driving a motor vehicle or operating machinery

Stop use and ask doctor if

e you have trouble urinating or emptying your bladder
e an allergic reaction to this product occurs. Seek medical help right away.

If pregnant or breast-feeding:
e if breast-feding: not recommended
e if pregnant: 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

adults 65 years of
age and older

ask a doctor

adults and children
12-64 years of age

take 1 tablet (5 mg) once daily in the evening

do not take more than 1 tablet (5 mg) in 24
hours

1/2 tablet (2.5 mg) once daily in the evening may
be appropriate for less severe symptoms

children 6-11 years
of age

take 1/2 tablet (2.5 mg) once daily in the evening
do not take more than 1/2 tablet (2.5 mq) in 24
hours

children under 6
years of age

do not use

consumers with
kidney disease

do not use

Other information

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

e (bottles only) safety sealed: do not use if carton was opened or if printed foil inner

seal on bottle is torn or missing

e (blister only) safety sealed: do not use if seal is broken or if individual blister unit is

open or torn

Inactive ingredients

colloidal silicon dioxide, hypromellose, lactose monohydrate, magnesium stearate,

microcrystalline cellulose, polyethylene glycol, titanium dioxide

Questions or comments?

Call 1-888-375-3784

Carton Label
LEADER
NDC 70000-0362-2




Original Prescription Strength

24HR Allergy Relief
Levocetirizine Dihydrochloride
Tablets USP, 5 mg | Antihistamine

24 Hour Relief of

Sneezing, Runny Nose
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ltchy, Watery Eyes
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100% Money
Back Guarantee

35 TABLETS

Drug Facts (continued)

' aska doctor

e PR i W ks 1 tablat {5 mg) oncs daly

temperer e symptoms o en In‘the srerin

e mpiny alergi: = 0 it 12 morean 1 et

nunmy noee

= uzg‘mrz.s g ns daly n
M8 EvBNINg may be approprie
for lees savers symptome

W ko 12 tablet (2.5 ) once

chikren &11
sal L
A o not ke more than 1/2tabit
{26 g In 24 hours
ot uza

& ywars of aga

consumers with | g pot e [Ep—
Hilnay disesa

sk 3 doctor before use If you h
' ot o ol vt o eping your bl

‘ihen using thla product

B —
0SS M ncur 24HR Allergy Rellef

Other information
W ke bawasn 20° and 26°C (50° and 77°F) T ot e A

B gk alcohol drinks

 akcohol, sadathes, s anquilzers may Incresss
AMOWEINEEE

= o IS o A 3 o vt pati
machinary

Stop use and ask a doster 1T

ol LPaing of ey ur biEcilar
-mlugn reummmlgpmugf'c‘c'm Saak

= ey e oot i I carbe s apenacor
prii il e 56l on Dotk ks tom of misaing

Inactive ingredienis

el slcn b, Iprcmlhes, aciics
umemlma METOCIYS@Ing

ot pwangu ghycal, Hanium closide

Questions or comments?
Call 1-858-975-8784.

madcal heip fght sy
Wpragnartor readt teedng:
2 1 gty at oo
1 pragrent: ask 3 health pmmmmrem
g wtotriach ¢r ahiiren,

Eoi o ngmmm-aw

LE et Bood dirions and wamings beforo use.
GBI Bl e, this csrion. It has important informatien,

Bottle Label
LEADER
NDC 70000-0362-2

|
r ™ Orlglnal Prescription Strength

LEADER”?

24HR Allergy Relief

Levocetirizine Dihydrochloride
Tablets USP, 5 mg | Antihistamine

« Clinlcally Proven
Rellef In 60 Minutes

LEADER”

« Clinically Proven
Relief For 24 Hours

Orlginal Prescription Strength

24HR Allergy Relief

Levocetirizine Dihydrochloride
Tablets USP, 5 mg | Antihistamine

“This product s nat merdactured ar
distributed by Chettsm, Inc. (pert of tha
Sanofi Group), diswibutor of Xyzal* Alkrgy
24HR. iyl o & ragicired tmdemark of
UCE Biophama SAL.

Fardinalieait

XvZAL EE
ALLERGY 24HR Somi i
active Ingredient* i

= S Cacig e, | s Besene, (AFDINAL FEAITH,
100% Money Back Guarantee n;.@mirnmmm umcﬂﬁmm

mmnmrmnm Pty i

CIM 5426735 REV. 02,25

L6295l 341!|

V 4l LEADER™ Brand Drocucts Hive .
100% Money Back Guarantee

Ristum 1= place of purchase f ot satished




Original Prescription Strength
24HR Allergy Relief

Levocetirizine Dihydrochloride
Tablets USP, 5 mg | Antihistamine

24 Hour
35 TABLETS
 Active ingredient (in each tablet) ~ Purpose 12 R
Levocetirizine dihydrochloride USP, 5 mg................ Antihistamine 3
NDC 70000-0362-2 Uses temporarily relieves these symptoms due to hay fever or other | £
e T respiratory allergies: ® runny nose M sneezing M itchy, watery eyes 3 =
Original Prescription Strength i B ching o T noé =5 - 2
24H R AI Iergy Rel Ief Wammgs Do not use M if you have kidney disease Wifyouhave |3 _SE & 2 5
Levocetirizine Dihydrochloride ever had an allergic reaction to this product or any of its ingredientsor | 2 2= = = g o
Tablets USP, 5 mg | Antihistamine to an antihistamine containing cetirizine Ask a doctor before use if 5 g§ =i 8
| you have M ever had trouble urinating or emptying your bladder S 58°© .§'§ = 5 %
| When using this product B drowsiness may occur B avoid alcoholic B8, 8 g T
[ 100% Money drinks M alcohol, sedatives, and tranquilizers may increase drowsiness S22 288 ‘f‘%"
i RNV W be careful when driving a motor vehicle or operating machinery =55 £ g
e e s ey Stop use and ask a doctor if Myou have trouble urinatingor -~ — - = E£ 2335 T L/

emptying your bladder M an allergic reaction to this product
oceurs. Seek medical help right away. If pregnant or _
breast-feeding: ® if breast- qedn?):eimt recommended M if
pregnant: ask a health professional before use out of
reach of children. In case of overdose, get m help or
contact a Poison Control Center right away (1-800-222-1222),
Directions adults 65 years of age and older M ask a
doctor adults and children 12-64 years of age M take 1 tablet
E me?) once daily in the evening M do not take more than 1

blet (5 mg) in 24 hours M 1/Ztablet (2.5 mg) once daily in the
evening may be appropriate for less severe symptoms children
6-11 years of age W take 1/2 tablet (2.5 mg) once dailyin p

the evening @ do not take more than 1/2 tablet (2.5 mg) in 24
hours children under 6 years of age ® do not use consumers
with hdqey dlsease_l do not use

Other information m store between 20°and 25T (68"
and 77°F) W safety sealed: do not use if carton was opened or if
printed foil inner seal on bottle is torn or missing

Inactive ingredients colloidal silicon dioxide,
hypromellose, lactose monohydrate, magnesium stearate,
microcrystaline cellulose, polyethyiene glycol, titanium dioxide
Questions and comments? call 1-838-375-3784

=

24HR ALLERGY RELIEF

levocetirizine dihydrochloride tablet, coated

Product Information
Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

levocetirizine dihydrochloride (UNIl: SOD6A38AGA) (levocetirizine -

UNII:6USEA9RT20)

Inactive Ingredients

HUMAN OTC DRUG

Item Code (Source)

NDC:70000-0362(NDC:43598-735)

Basis of Strength Strength

levocetirizine
dihydrochloride

Ingredient Name
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)

5 mg

Strength




SILICON DIOXIDE (UNII: ET)7Z6XBU4)

MAGNESIUM STEARATE (UNIl: 70097M6130)
HYPROMELLOSES (UNIl: 3NXW29V3WO)

TITANIUM DIOXIDE (UNII: 15FIX9V2]P)

Polyethylene Glycol, Unspecified (UNIl: 3WQOSDW1A)

Product Characteristics

Color white Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description
NDC:70000- .

1 0362-2 1in 1 CARTON

1 35 in 1 BOTTLE; Type 0: Not a Combination

Product

NDC:70000- :

2 0362-1 2 in 1 CARTON

2 5in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
ANDA ANDA210375

Labeler - LEADER/ Cardinal Health 110, Inc. (063997360)

Revised: 1/2026

2 pieces
9mm
L

Marketing Start Marketing End
Date Date

03/12/2018

08/14/2018

Marketing Start Marketing End
Date Date

03/12/2018

LEADER/ Cardinal Health 110, Inc.
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