CETIRIZINE HYDROCHLORIDE- cetirizine hydrochloride tablet
Kinray

Drug Facts

ACTIVE INGREDIENT (IN EACH TABLET)
Cetirizine HCI, USP 10 mg

PURPOSE

Antihistamine

USES

Temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
® runny nose
® sneezing
= ijtchy, watery eyes
® itching of the nose or throat

WARNINGS

Do notuse

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
® drowsiness may occur
avoid alcoholic drinks
alcohol, sedatives, and tranquilizers may increase drowsiness
be careful whendriving a motor vehicle or operating machinery

Stop use and ask a doctor if
Anallergic reaction to this product occurs. Seek medical help right away.
If pregnant or breast-feeding:
® if breast-feeding: not recommended
® 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 children6 one 10 mg tablet once daily; do not take more than one 10 mg tablet in 24 hours.
years and over A 5 mg product may be appropriate for less severe symptoms.

adults 65 years and
over

children under 6
years of age

consumers with liver
5 . ask a doctor
or kidney disease

ask a doctor

ask a doctor

OTHER INFORMATION
s TAMPER EVIDENT: DO NOT USE IF BLISTER UNITS ARE TORN, BROKEN OR
SHOW ANY SIGNS OF TAMPERING.
® store between 20° to 25° C (68° to 77° F)

INACTIVE INGREDIENTS

Corn starch, hypromellose, lactose monohydrate, magnesium stearate, polyethylene glycol, povidone,
talc, titanium dioxide

QUESTIONS?
Call 1-800-406-7984

PRINCIPAL DISPLAY PANEL
Preferred Plus Pharmacy®

NDC 61715-062-14

*Compare to the Active Ingredient in Zyrtec®
Original Prescription Strength
ALL DAY ALLERGY

Cetirizine HCI Tablets, USP 10 mg
Antihis tamine

Indoor & Outdoor Allergies

24 HOUR RELIEF OF:

V Sneezing

V Itchy, Watery Eyes

vV Runny Nose

V Itchy Throat or Nose

14 Tablets 10 mg Each

Dis tributed By: Kinray, Inc.
5103484/R0613



=ajep uopedxs Joj [sued pus 985 "Uo|IRUIOM] JUBLIOdW] SUTRIUOD ) "UOIED 34} daay

e Jubu dey [EHPaW ¥8ag =sIrxa0 janposd

) o1 vopaea HE UR j| 00309 € ¥5E puE asn dog
Aamupyew Buneiac o apgas erous e Busup uays nparEs oqm
SEOUISMOID BSEaIaU| Aew sPnbuR) pue ‘savgepas 'joyede

BOROP WwniuEy g suopinod 'kl susyipadod aeieas
Lnjsoulieus YRR DUOW S50 asogawnIdiy Y Wi

| anfjaedl]

YLD MPUOIE HIDNE W
(o .2 0 .88} 0 52 04 0T UBBWLB0 BUTIS B 1900 AR SSOUSMOUR I
"DNIHINYL A0 SHDIS ANY MOHS HO NIHOYE ‘NHOL yanpead sy Bugen uauyy

“SEAJEPAS 10 Si8a|nbues
Bupye) sue nod ) asn aiojag |s|aewueyd Jo J0j20p E Y5y

"RG0 BB @ POAU NOA || SUILLLIGED PINOUYS JOR0R anay,
0D B HEE 20 180 e Srauneucd W ceseeep ABUpD S0 JeN] BAEY AGA J) B8N BI0JBG JOLIOP E NEY

Joaop e yse | abe jo sead 6 SoUn uIppYD PPl B SR R o1 0 Sepali =) o e

JHY SLNN HILENE 4l 35N LON 00 :ANI0IAT H3dWYL B
uoiewlogul Jay10

asEasp ABupn|

5103484

suajduifs aranes S59 sBuLe,
oy eyeudodde ag few paposd M

FEFEOLS

B gy sanoy ¢ u) Jajass B gy

L) 0 8500 a1 o Buysy) |

i
|
|
|
|
|
|
|
|
|

Jopop EXER | A pue aead oo ainpe B g oo g1 0 uostea 3Eiige U pey Mva ave:y ok | 860 10U 8Q !
|
i
|
|
|
|
|
E
i
|
i
|

LA UBA) D0 B 14 Op s pue el § sada daqem Yy m

fyep souo jayme) Buw ) sun UBIDJ DUE £)|ngE ‘ﬁm=

FUoNoena -emifisaie Asoiridsa saddn Jeyw

ZEE 1 -EEe-00e-1) 40 Jana) fey oy 8NP SwWoQiUAS Bsay) sasagl ApEIoduE)

pod e et gt 2y o

-95n asoyeq Eucissayud LyEey & yae JupuBaxd g [ PUREISIUBUY" ST SIS S LGS 1O Sz
LIS |0u [aag=tERR] r
mﬁmmt::m |uum:u.| asoding J%wv
(penuiuoo) spoey Bnug sjoe4 bnig
j, e S e e i
- Dy '
| =S5 A0 DAy s
| ALLERGY Allergies i
— Cetirizine HCI Tablets, USP 10 mg_antistamine 7

S *C bt PR Wit |
1R ompare to the Active Ingredient
il | (Preferred e
LY i
o ; FaE i .
¥§§;§§?i |
%EEEEii |
=23z gg& | v U—? f |
il i
SHE Cefil HCI Tablets, USP |
- 5% : e rmne aovie j
: 1%, 10 mg i
o | Antihistamine :
M | Indoor & Outdoor Allergies j
:SEEN: 24 HOUR RELIEF OF: |
—— SRS neezing MitchyAWaterylEyes! |
om— ARunnylNos el ditchydihroatfordNose] |

|\ R indoor &
. s AL, DAY bl
| ALLERGY Riergies |

Expiration Dlate;
Non Varnish Area

Bath Mo,




i Cetirizine HCI Tablets, USP 10 mg aAntihistamine

CETIRIZINE HYDROCHLORIDE

cetirizine hydrochloride tablet

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

CETIRIZINE HYDRO CHLORIDE (UNIl: 640047KTOA) (CETIRIZINE -

UNILEYO 726 IME24)

Inactive Ingredients

Ingredient Name

STARCH, CORN (UNI: 08232NY3SJ)
HYPROMELLOSES (UNII: 3NXW29V3WO)

LACTO SE MONOHYDRATE (UNI: EWQ57Q8I15X)
MAGNESIUM STEARATE (UNIL: 70097M6130)
POLYETHYLENE GLYCOLS (UNI: 3WJQ0SDW1A)
POVIDONES (UNII: FZ989 GH94E)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics

Color white

Shape RECTANGLE (Rounded-Off)
Flavor

Contains

Packaging

# Item Code Package Description
1 NDC:61715-062-30 1in 1 CARTON

1 30 in 1 BOTTLE

2 NDC:61715-062-90 1in 1 CARTON

2 90 in 1 BOTTLE

3 NDC:61715-062-14 14 in 1 CARTON

3 1in 1 BLISTER PACK

Marketing Information

Item Code (Source)

NDC:61715-062

Basis of Strength Strength
CETIRIZINE 10 m
HYDROCHLORIDE g
Strength
Score no score
Size 9mm
Imprint Code R152

Marketing Start Date

Marketing End Date



ANDA ANDAO077498 12/07/2011

Ohm Laboratories Inc. 184769029 manufacture(61715-062)

Revised: 3/2014 Kinray
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