CETIRIZINE HYDROCHLORIDE- cetirizine hydrochloride tablet
Marc Glassman, Inc.

Cetirizine Hydrochloride
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
= itchy, watery eyes
® ijtching 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 an allergic 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

one 10 mg tablet once daily;
. do not take more than one 10
adults and children mg tablet in 24 hours. A 5 mg
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O yrals it Ovel product may be appropriate

for less severe symptoms.
adults 65 years and
over
children under 6
years of age
consumers with
liver or kidney ask a doctor
disease

ask a doctor

ask a doctor

Other information
s TAMPER EVIDENT:DO NOT USE IF IMPRINTED SEAL IS BROKEN OR MISSING
FROM BOTTLE.
® 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

Distributed by:

Marc Glassman, Inc.
West 130th Street
Cleveland, OH 44130

PRINCIPAL DISPLAY PANEL - 10 mg Tablet Bottle Carton

Compare to the active
ingredient in Zyrtec®”*

Marc's g

Indoor/Outdoor

Original Prescription Strength

Allergy Relief

Cetirizine HC] T ablets, USP 10 mg / Antihis tamine
Allergy

24
Hour

Relief of:

Sneezing

Runny Nose

Itchy, Watery Eyes
Itchy Throat or Nose

30 TABLETS 10 mg EACH






|
| Indoor/Outdoor

Allergy Relief

Cetlnzlne HCI Tablets, USP 10 mg / Antlhlstamlne

Compare o the active
ingredient in Zyrtec®*

Indoor/Outdoor Original Prescription Strength

Allergy Relief

Allergy

s,

R L -
oW W . ") g - [ il n
" o . . L Bt B R R .

| Indoor/Outdoor

: AIIergy Relief

IIIIII



"gPOLUAZ O SIUMO/SIENBL SU} Yim paleilyfe Jou S| Jonpoid siLL
'siaumo aaoadsal Jiey jo Auadold aie syewspedn |Iv,

ajep uonesdxa Jo0j jpued pus aag "uoijewlojul Juepodw) sulRjuod }j "uclea ay) daay

¥86.=004=008=1 §20 S SUOfSOND

apixoip winiuey) ofe; 'sucpmod '|ooflB susiyiadjod ‘ajerens
winisaufiew “sleipAyouowl asowe] ‘asojjewnidiy Yaes woa
sjuaipalbu) anjoeu|

(4 L4 ©).BE) D G2 0,02 UseMis] 8015l

"TLLOE WOHL DNISSIN HO NIAOHE
S171v35 Q3LNIYdINE 41 35N LON 00 JLNIJIAT H3dWvV.LE

uopewojul Jeylo
aseas|p Asupiy

10 Jan] Ujim SISLINSL0D

afie jo sieal g Japun usippyo
1ano pue sieak 5o synpe

W0j00p B YSE

FOLD0M B Y58

10190p B Y

swduls sianas sse)|

Ay eudosdde aq few jonpod
Bt 6 v 'sanoy ¢z ujsjae Bw gL
BUO LB S40W 88} J0U 0p
“Ajrep aouo jajqey Bw o) suo

Jano pue sieaf g
uaJpjys pue synpe
suonaalig

"(22el-g2e-00e-1)

feme Wbl Js1UBD) PIUOD LOSIO] B 10BIUCO J0 djsY [eDipalu
180 'BS0pIBAD JO S5BD U] "USIPJIYD JO yoERI jo N0 daay
=550 s40jaq [eunissajoid uesy e yse Jusubsid Im
papusWWOa jou Buipaai-isesid jm

:Buipsapisealq Jo ueubaid j|

e 1By djay [eoipew yees "5n200 npoid
4 Siys of uoiioeal Kbiefe ue j J0l20p B ¥SE pue asn dolg

Assuigoew Bugelsdo Jo a)aiyes Joroul e Buaup sy [nisieD sql
SSEWSMOID Bseaudu) ABU SIeZinbuel) pue 'sanjepes ‘oucie
SHULP Dljoucfe pioae B

IN9ao AB SSaUSMOID B

jonpoad spy) Buisn uayp

'SAANBDES 10 SlaZ|Inbuen
Bupye; aue nof )1 asn auojaq 1sioeuueyd 10 JDJ20P B Y5y

'950P UBIBYIP B PaaU Nok ji BLIWLSISP PINOYS J0KI0D INOA
'FERESID AAUpIY 40 Jan] SARY NOK )| 98N A0J8G JOJ20P B HSY

“almupAl GUsuEuos sUIWBSIIUE e o) o sjuspsdiu s jo fue
Jo pnpoad sap o) ucgoeal piege ue pey Jane aney nod j 25N Jou og

sbujurep

Yeaa Jo asou ey Jo Buyoy |

safa fapem fysum

furzesus |

a@sou Auun m

:seifssye Aoyesdsss saddn sauo

10 sanag ARy 0y anp swiopdwis asay) sans|a) Aueiodius)
sasn

B gL SN I0H BuiZUNSD
(1219e} yoea uy)
Juaipaibul anndy

SIS ==

asoding

(penunuoo) syoe4 Bnig

sjoe4 bnug

JoopinQ/io0puj

|'ai:| ABIally |

e —

Ligg2lle
Expiration Date

ish Area



m—

UJep UON

"N Yeg

0EL¥P HO ‘pueanel)
18ais JOE| 158/
“IU| ‘UBLUSSE[L) ey
:Aq panquisig

Original
Prescription
Strength

lief

5099668

2996605

CETIRIZINE HYDROCHLORIDE

cetirizine hydrochloride tablet

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:68998-939

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

CETIRIZINE HYDRO CHLORIDE (UNI: 640047KTOA) (CETIRIZINE -
UNILEYO 726 IME24)

Inactive Ingredients
Ingredient Name
PO VIDO NE, UNSPECIFIED (UNIL: FZ989 GHI4E)
LACTOSE MONOHYDRATE (UNI: EWQ57Q815X)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
STARCH, CORN (UNI: 08232NY3SJ)
TALC (UNI: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)
HYPROMELLO SE, UNSPECIFIED (UNI: 3NXW29 V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)

Product Characteristics
Color white
Shape RECTANGLE (rounded-o ff)

Flavor

Contains

Packaging
# Item Code Package Description
1 NDC:68998-939-30 30 in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation
ANDA ANDA077498

Labeler - Marc Glassman, Inc. (094487477)

Registrant - Ranbaxy Pharmaceuticals Inc. (937890044)

Establishment
Name Address ID/FEI
Ohm Laboratories Inc. 184769029

Basis of Strength Strength
CETIRIZINE 10 m
HYDROCHLORIDE £
Strength
Score no score
Size 9mm
Imprint Code RI52

Marketing Start Date Marketing End Date
11/01/2012

Marketing Start Date Marketing End Date
11/01/2012

Business Operations
manufacture(68998-939)



Revised: 6/2018 Marc Glassman, Inc.



	Cetirizine Hydrochloride
	Active ingredient (in each tablet)
	Purpose
	Uses
	Warnings
	When using this product

	Directions
	Other information
	Inactive ingredients
	Questions?
	PRINCIPAL DISPLAY PANEL - 10 mg Tablet Bottle Carton

