CETIRIZINE HYDROCHLORIDE- cetirizine hydrochloride tablet
RETAIL BUSINESS SERVICES,LLC.

24h

Allergy Relief

Cetirizine Hydrochloride Tablets, USP 10 mg
Antihistamine

INDOOR & OUTDOOR ALLERGIES

Active ingredient (in each tablet)

Cetirizine HCI 10 mg

Purpose

Antihistamine

Uses

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

H runny nose

M sneezing

W itchy, watery eyes

M itching of the nose or throat

Do not use

if you have ever had an allergic reaction to this product or any of its ingredients or to an
antihistamine containing hydroxyzine.

Ask a doctor before use if you have

liver or kidney disease. Your doctor should determine if you need a different dose.

Ask a doctor or pharmacist before use if you are

taking tranquilizers or sedatives.

When using this product

W drowsiness may occur
W avoid alcoholic drinks



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

Stop use and ask a doctor if

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

If pregnant or breast-feeding:

M if breast-feeding: not recommended
M 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 and children 6 years and over

- one 10 mg tablet once daily; do not take more than one 10 mg tablet in 24 hours.
- A5 mg product may be appropriate for less severe symptoms.

adults 65 years and over

- ask a doctor

children under 6 years of age

- ask a doctor

consumers with liver or kidney disease

- ask a doctor

Other information

W store between 20° to 25°C (68° to 77°F)
W contains no ingredient made from a gluten-containing grain (W heat, barley or rye)

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, hypromellose, lactose monohydrate,
magnesium stearate, microcrystalline cellulose, polyethylene glycol, titanium dioxide.

Questions?
call 1-877-770-3183: Weekdays 9:00 AM to 4:30 PM EST.

PDP



LT T T
1AV BT IR MY SEI2 6

010000165
2c500000¢
NI

il
RNIEL oD IAZ 10 JANQURER "D Dck-1ONOW

1P URRA] WEIINH JUWNeIe] AN 4] PN X0 PRITER) MR 00 | Knpas BiEL ,

CAREONE*
e

Indoor & Outdoor Allergles

24 Hour Rellef of:

* Sneezing * Runny Nose
» ltchy, Watery Eyes

« [tchy Throat or Nose

14

TABLETS
{2 x 7 Unlt~-dosa)

Inportant: Read the direciies e memings before use.
Kowp the cartos, It caiwley Inporiant informstion.

905 tsmporarily refieves these sympionrs dus o hay fever o clher upper resplralory alarpes:
mnonyngw  mweesing  mlichy, waiery syes  m kiching of the nom o froat

;&-lmmmMmdmmhﬂhuMwwthMuh #n anthistaming containing
ne.

alk n cocter befors uwe B you e Iver o ddngy diesme. Your coclor [T, difer dowe.

A w iyt e pleruncink bbor o iy sy g browuul e wodibon.

e vk Tl e

m dronsiness may occur  m vold aicoholie drinis  m alcohol, sadadives, and francuitrs may increese dmws/nesss
m be commful wiwn driving 8 moler wehicks or operting machinary

&tap use el gal o derctor H an alispic reaciion 1o thi Bask marical halp right sy,

1t progrant or tesesl-leeding:
llmmmrwmm I prognat: aak & heatth profossiona) bator
54 of merius, oot meckcal wanu?nhnomﬂm oy, (1 -800-220-1203

ona 10 ng Hﬂmﬂ]rﬁonﬂh mare than ana 10 my tablst in 24 hours.
A mg product may B

ek & dockr

k& ook

2 1 docker

lmﬂlmimdbdmhhnwlmm grin (Whnet, beriey or rye

MMMummMmmn Hyrommdion, baciose recnchydne, magrmen
tharaty, icrocryeling colicns fyttend gl Tk s

m7u1mmmmmmmmmm

651000010

(ML 0
300000538
R-DO




14304 X L43/4 X 2318

Thia product

* Thia Kot o
disiribuied try Mehdll Comeumer Hasltheare,

COATING Dbtain af Nt S e it of asterial ;.06 56
Zyrice Tatiss.

FREE AREA

o0-H
LLO0OOLSS
6£500000%

24 hours.
[l

iy, uataryeyes  Wikching of e pota o troal

Important: Rsar e dirsetives sl warniszs bators Ex.
Kaw i eerian, Bt nonkales |reporiar Indormaian,

Ton 24 HOUR RELIEF OF:
Q) * Sneezing + Runny Nose

s Itchy, \Watery Eves

« Itchy Throat or Noss

30

Wiy

‘e and chilron & years md Dwer ‘oz 10 mg tablet cnce dally; do net talke mave than ons 10 myg tabist In

g gin b )
Fractive BIgrachents coloal wicm dodde, coeeamelos s, ypromelion, lncioes momin e,
ek yisarats, micticryctaina callieta, oleihyling ghol thankm doaida.

(Quastions? cal 1-5T7-770-318% Weslisys 800 Al i 4:30 PM EST.

{553 tpmpornsiy roikovon thas symyioms i o hiy fover or other u pper rospirmiory Ay s

4l
CoNuNars with livar or kidnay dsease | ask a docy
m £krn baiween 207 and 25°C 8" and 77°H)
" g 2 pArten-Contaiing g

Drect
Giher information

W Uiy o8

TRRTA IR [
300000539

551000011
R-00

1]

COATING COATING
FREE AREA FREE AREA




s ¥

size s143/4 T 143/4 T #3/3

+ Thi product b not manufackrd or T i
ek by Wesiall Conataner el 4 T

GOATING Dhviyion of McKlk-PPG Inc., diyiribaior of material :,016 505 [ dat
FREE AREA Zytiac® Taiots,

Fes vl cmativns s v
vt wedl HTT-EBE

2 ST Pl o Losond e
Ty prmian] o7 e e lnck,

<L0000LSS

L500000%
[ W W]

hd

Ingradiot s Suriacs Semvute:
CAREONEe*

e il

than orm 10 my tablet In

24}.‘.‘

24 hours. A5 g product my be sppropriat Jor lom sever BTpIRTR.

am il

Koy te corion, Ht contsins eporist informstion.

Important Read e directions sl weminga helors we.

% "9 ° Sneezing = Runny Nose
' = ltchy, Watery Eyes
= [bchy Throat or Nose

Aol m docior bulors use H ye lews Bror or kidimy diesas, tour dociar stmuid deienmine [ vou nead a diiferant dom.
D ot wee H you tenve: ever ead e aliergic renlion tp this product or any of e ingrodionis or 0 40

T8 thespoirtly i o sttt 16 ey o o ot s ey alacpleg:
anithistuming containing drsyzine,

Warnings

Wu1m-mmwmmuénmm

m alcotol, ssdativos, and frngul kzer mey increses dromeinem

u b

m awoid sieoholle drinka

70

TABLFTS

300000541
551000012
R-B0 3

Lot

COATHG COATING
FREE AREA FREE AREA



114344 X 14374 X 1378

ref §  :PPLA0GNME

material :.016 585

COATING
FREE AREA

WY U AURRLY R
L 0 0 SuspeifLy iy o Auve 30 s BR 0 ot oo e o 3k By oL )| e 1o o

A0 eou e DBy e e Dnen e Cupess e peoy durus
‘aoglioge foyerisa) Joddn k.o 1o ) ABJ 0} 60 UL b0 Bl AiodLR 25

24 HOUR RELINF OF:
» Runny Nose

F,)
kS +5neezing

+ ltehy, Watery Eyes
= ltchy Throat or Nose

m

TP LIS FEAG PG 0N U IREDER HRER 3
EE!H[IEE.E!-!!E!EE:%E-E

b s iy it i Ko o] B &y St
14394 B ), 900 L AL R 0 D AP BIC 159, Bl ). Wi

0d-u
€1L0000LSS
£%500000€

300000543
013

5510001

R-00

i g T i 1, B el SR A Y
{panuguos) o84 Sacy

|

COATING
FREE AREA

GOATING
FREE AREA




code b2
dae I3/ X 143X
*This product I not manufectred :

e T ref § :PPIBOG04E [vien
GOATING Divislon of McNel-PPC Inc., distributor of
FREE AREA Tyriec” Teblets.

n6-4
¥LO00D0LES

$¥500000¢
WA

w

orec 0P o e active ,ﬂ

CAREONE’
24n)
Allergy Relief

JOU D T g ranquilrars o sadutives

INDOOR & DUTDOCR ALLERGIES

B 24 HOUR RELIEF OF:

kA = Sneezing = Runny Nose

o L « Itchy, Watery Eyes
= [tchy Throat or Nose

am 120

Actusi Bire TABLETS

Koop ti sarien, it sostaina impertant informaiion.

Dot s e v e gl o i peschet o ary of B gt e

o
“Mhmﬂ_mhmhmumwmm
antihistamine contaning ydrowpzing.

WMty RS  msnoezing oy, watey aves  m Rehing olthe nosa of throat

Warntngs

sy babwean 207 and 25°C (63" and T7°H

consuman v Fver or Kidney disszse | ask 1 doctor
' goniping G Ing reclant mevds from 3 p

chidrn under f we of nga

e A [

COATING 3 GOATING
FREE AREA FREE AREA

CETIRIZINE HYDROCHLORIDE

cetirizine hydrochloride tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:72476-764

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CETIRIZINE HYDROCHLORIDE (UNII: 640047KTOA) (CETIRIZINE - CETIRIZINE 10 m
UNII:YO7261ME24) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
HYPROMELLOSES (UNII: 3NXW29V3WO0)



LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color white (White to off-white) Score 2 pieces
Shape RECTANGLE (round-off rectangular shaped tablets) Size 9Imm
Flavor Imprint Code G;4
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:72476- 14 in 1 BLISTER PACK; Type 0: Not a Combination
1 764-16 Product Rl e RRE
NDC:72476- 90 in 1 BOTTLE; Type 0: Not a Combination
2 764-09 Product 04/21/2020 12/31/2024
NDC:72476- 120 in 1 BOTTLE; Type 0: Not a Combination
& 764-23 Product A
NDC:72476- 30 in 1 BOTTLE; Type 0: Not a Combination
4 764-03 Product 04/21/2020
NDC:72476- 70 in 1 BOTTLE; Type 0: Not a Combination
5 764-70 Product hieadlpAtPay
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA209274 04/21/2020

Labeler - RETAIL BUSINESS SERVICES,LLC. (967989935)

Revised: 1/2024 RETAIL BUSINESS SERVICES,LLC.
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