CABINET ALLERGY RELIEF- cetirizine hydrochloride tablet, film coated
Spirit Pharmaceutical LLC

Allergy Relief
Drug Facts

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:

e runny nose

e sneezing

e 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 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

e drowsiness may occur

e avoid alcoholic drinks

¢ alcohol, sedatives, and tranquilizers may increase drowsiness

e 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
e if breast-feeding: 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

one 10 mg tablet once daily; do not take
adults and children 6 years more than one 10 mg tablet in 24 hours.
and over A 5 mg product may be appropriate for
less severe symptoms.
adults 65 years and over  ask a doctor
children under 6 years of
age
consumers with liver or
kidney disease

ask a doctor

ask a doctor

Other information
= store between 20° to 25°C (68° to 77°F)

Inactive ingredients

colloidal silicon dioxide*, croscarmellose sodium*, hypromellose, lactose, magnesium
stearate, maize starch*, microcrystalline cellulose*, polyethylene glycol, povidone*,
titanium dioxide

*containes one or more of these ingrdients

Questions or comments?
1-888-333-9792

PRINCIPAL DISPLAY PANEL

Compare to the active ingredient
in Zyrtec®*

Allergy Relief
Cetirizine HCI 10mg
100 Tablets

*This product is not manufactured or distributed
by McNeil Consumer Healthcare, owner of the
registered trademark Zyrtec®
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24 hour relief of:

*runny nose

= sneszing

= itchy, watery eyes

* itching of the nose or throat

30caplets  Actual Size

24 hour relief of:

* FURMY Nose
= sneazing

= itchy, watery eyes

* itching of the nose or throat

30caplets  ActualSize

[ KEEP LARTIN FOR COMPLETE PRODUCT INFIRMATIN |

Drug Facs

l:d:rszﬂ:I mp.

mmﬁﬂhmm

taver arather uppar respintory dlengies:
WU MEE WAHEANG W ikchy, walry s
Lnlmnn‘ﬂalmwgu e

Us®s tampomrly viiewas thase eymptans dus 1o bay

Warnings

D ot wzm it yan bave aver had an allamic reactian ihis
presductar any of it ingredisnts o 1o ananthistamine
cantzining hydhasydne.

sk o Tocior hefore 1z Ty eva Tver arki
dizsase. Your doctor shauld detarmine Fyou

diferer dase.

Bak v duetor ar pharmacist bafers usa ¥ you are tddng
trnuiizers ar sedatives.

‘Whan vzing this praduet

wdrmainass may cur

wavaid sahdic dinks

I:Iﬂ‘!l saditives, and tmnqeizere mayincrassa

lhl m‘llli"l drmang a malarvehidear opacing

:‘5 [T ||l 2k Tocdor iT 20 Al reachian o this
uctaceurs. Sask medical hlp ripht awey.

T progrant or broastTesding:

wif breact-Faudingr act recommundsd >

fThic: praduct is nat marnutactared ar ditribukd by
MMl Gonsumer Haakheare Divion of

WCREIL-PRC, In2., oaner of the rapiskered
ingemark A,

Mistribute By:
it 0 1
1
QRIG 03HE

Wadkin lnda

Nz

\



ikt .&J_

E._

SEHBIZE 20
Eu..?ﬁr.
] 10 s
ENRTERTEITE T
jpuaang
£-5227 Aall UIEAES BB
LI TR
SLEDNTH BLCLL RN TRLCECRL X GETEE VRS
A1 ORI 5 pnEn a8 b

(19| J8pun panuguod) gaed g

‘SBNJEPRS )3 B DRI}

Ly R k|| S 30 5 TRULIGYd 4510300 € A
"BOp | LEIRR

& peau Nod j) LD Ao KHa0p Na) wEeiap
s 20 Gy ey Wik ) S 000 e JR30P B §EY

‘i piy fuwEpo
B RSN R 3 20 S o 50 fue o npd
au i uapesd ifuage ve pey sea aveg o ) as2npoag
shurusem

e ) ]
FOSIEE T (] - THEHTA TR
il B AR S OO0 55 3]
Fiay asnpawaputs s AR fuucdes g3,

PR Ao e f ) Y A
asoiing (jayelea 4aea uf) Jueipalbi) say
sjoe4 Bnig

EWIEETH BY M0 dEE £ 00 O
WE LV (LN 1350 J0N00  BE0RI 5 ]

Metual Siea

|
b g ]
ar thr

* ibchy, watery eyes
tohing of

24 heour reliof of:

* FURINY Mo

,.\LEGD caplets

DAL D 4 SIURIUIIGT 10 SUONSAND

5 D e 1O RU0L 20 0 SN0,
0P unam ' auapnod Eakh

puEipatod * s spB sl | e
HETE AR N R LR Y iR iy
* LIPS DU * RO LRSS iRy )

EmmEms aipey

Hat2 9 290 u5E m T UesEq B

U BIADADT 42510
amEp |
faupny 10 Bey
Mpap ys YlmSRURELD |
il p s
WPIpEYE| 1§ Kp UEPED
10 P
Npape g R ga SIniE
“al ()AL BIEES
5| 10 Ao de
o pnposd B ¢y ey
W WD [ ) e
VBN R A o op gEp | Jeno puE Eeg
asu0 e B g b | wap(La pUR SgnpE

stonsaing
e e o L S Rl

(EZ20-Z22-06er 1) Peme Bghi

1815 U0 R0 B PR 10 SR RapaL 46

“ESDUEAD 0 3SET L) WRIPIIYI 0y 288 0 jm0 desy

W 0 [euiu b and gy € e endd pm

pepusmucazd 1oa Bupse-seag pm

gy o ek ||

e by Sy DML Yo LIN00 janpasd i

0 oo 268 D0E|E UE § 209 EYIX put 330 g
[CE T BT

103|388 1030 B Brmpp g njae g m
SHLLA0

aEaiay fow st pue 'SaEees owag

SR AJ0yoopE pode B

1020 Jenn sssugmup B

_ popaad sy Sapsa v
(panuuoa) spae4 insg

CABINET ALLERGY RELIEF

cetirizine hydrochloride tablet, film coated

Product Information

Item Code (Source) NDC:68210-0119

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

CETIRIZINE

Ingredient Name

CETIRIZINE HYDROCHLORIDE (UNII: 640047KTOA) (CETIRIZINE -

UNI:YO7261ME24)

10 mg

HYDROCHLORIDE

Inactive Ingredients

Strength

Ingredient Name

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

CROSCARMELLOSE SODIUM (UNIIl: M280OL1HH48)

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
POVIDONE (UNIl: FZ989GH94E)



STARCH, CORN (UNIIl: 08232NY3S))

Product Characteristics

Color white (white to off-white)

Shape RECTANGLE (rounded-off rectangular biconvex tablet)

Flavor

Contains

Packaging

# Item Code Package Description

1 NDC:68210- 100 in 1 BOTTLE, PLASTIC; Type 0: Not a
0119-0 Combination Product
NDC:68210- .

2 0119-3 1in 1 CARTON

2 30 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product
3 NDC:68210- 300 in 1 BOTTLE; Type 0: Not a Combination

0119-1 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA209274

Labeler - spirit Pharmaceutical LLC (179621011)

Revised: 12/2023

Score 2 pieces
Size 10mm
Imprint Code G4

Marketing Start Marketing End
Date Date

10/25/2019

03/10/2020

03/10/2020

Marketing Start Marketing End
Date Date

10/25/2019

Spirit Pharmaceutical LLC
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