CETIRIZINE HYDROCHLORIDE- cetirizine hydrochloride tablet, chewable
Novel Laboratories, Inc.

Cetirizine Hydrochloride Chewable T ablets

Active Ingredient in each chewable tablet
For 5mg:

Cetirizine hydrochloride 5 mg

For 10 mg:

Cetirizine hydrochloride 10 mg

PURPOSE

Antihistamine

Uses

Temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
runny nose

sneezing

itchy, watery eyes

itching of the nose or throat

WARNINGS

Do not use if you have ever had an allergic reactions 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 when driving a motor vehicle or operating machinery

Stop use and ask 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 the reach of children

In case of overdose, get medical help or contact a Poison Control Center right away at (1-800-222-
1222).

Directions
® may be taken with or without water

For Cetirizine Hydrochloride Chewable Tablets, 5 mg

adults and children 6 years 1to 2 tablets once daily depending upon severity of symptoms; do not take
and over more than 2 tablets in 24 hours.
adults 65 years and over 1 tablet once a day; do not take more than 1 tablet in 24 hours

children under 6 years of ask a doctor
age

consumers with liver or ask a doctor
kidney disease

For Cetirizine Hydrochloride Chewable Tablets, 10 mg

adults and children 6 one 10 mg tablet once daily; do not take more than one 10 mg tablet in 24 hours. A
years and over 5 mg product may be appropriate for less severe symptoms.

adults 65 years and ask a doctor

over

children under 6 years of age ask a doctor

consumers with liver ask a doctor

or kidney disease

Other information
e store between 20° to 25°C (68° to 77°F)
® Do notuse if individual blister unit is open or torn

Inactive Ingredients

acesulfame potassium, colloidal silicon dioxide, D&C YELLOW # 10, FD&C RED # 40, FD&C
YELLOW # 6, low substituted hydroxypropyl cellulose, magnesium stearate, microcrystalline
cellulose, polacrilex resin, sodium starch glycolate, sucralose and tutti frutti flavor

QUESTIONS

Call 1-866-403-7592
Manufactured by:

Novel Laboratories, Inc.
Somerset, NJ 08873

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
For 5 mg Allergy:
NDC 40032-653-03



Cetirizine Hydrochloride Chewable Tablets

5 mg

30 CHEWABLE TABLETS

Indoor & Outdoor Allergies
Container Label

Children's
ALLERGY
Antihistamine
Tutti-frutti Flavor
6 yrs. & older

dxd
#107

Peel Hera"‘

OL-£59-2200% £

£

S10¢/70 'S3| LOLOOEOESOY]
£.880 MN Jeslauiog

[

"al| ‘$alI0]eI10qET [anoN
:Aq paimoenuely

L,

auLEISIyLY B G |9H auizurgag
(131qe) ajqemaya yaea uj)

asoding Juaipaibul annay

sjae4 bnig

30 Tablets
HCI

Children’s
irizine

Ch ewble Tablets

Antihistamine

Tutti Frutti Flavored

Cet

NDC 40032-653-03

— (e2z1-222-008-1) 1
fepe b sequan jonuog UosIog B J0eju0d
10 djay jespalw 130 ‘3s0pIang jo ased
*WRp| 1y J0 Yaeal ay) jo pno daay

881 210j3q

[euotssajosd gyeay e yse ueubad i m
papuawwca jou Bupsspseg e
bujpaa)-jseaiq jo weubad |

“Aeme Jybu djay [easpan
¥eBg "SI0 Janpoad S1g) o) uopDEa)
aifisz(e ue 1 J0ja0p Y5 pue asn dojg

faunpew Bunesado

10 #2yan sojouw & Buiip uaym |njaie aq
B SSAUIsMOoIp aszaou) Mo slaainbuey
puE ‘sanEpas OY0oJE m s¥ULp

OYDI[E PIOAE B N30 AEL SSUSMOID B
1anpodd 1) buisn uaym

"SANEPIS 10 SiaD|Inbuel) Burye) aie nok
11 350 310)3q |siTeuLeyd 10 JojI0p € §sy

“350p JUAlaYIP B paaL nok j1 auiLuE]ap
PINOYS J0j00p IN0), “Eseasip faupo)
10 Janij aney nok ji 85N a10jaq Jojaop e ysy

Tombia

nNOveL

“auizfxoapfy Buepuog

BUELLEJSIYIUE UE 0} 40 5jus pabu)

&)1 0 fue Jo janpoud L) o) uogaess
aifuape ue pey s2nz aney nof ) asn jou og

shimuiey

JedU) B0 asou Ay o Buya) e

safa Lagem fysy m Guzasus m

as00 fuuns m saifuage Oopadsa

Jaddn saupo 1o Jang) Aey o) anp swopdwds
asaly sanaijel fjmiodw) Sasf

(panunuoa) spae4 Gnig




=
=1
&8
e
=
(5]
=1

upon severity of

symploms; do not
lake more than 2
tablets in 24 hours.
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than 1 tablet in
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Drug Facts (continued)

and aver

adults 65 years |1 tablet once a day;
children under

6 years of age

consumers with| ask a doctor

liver or kidney

disease

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

and over

m do not use if printed foil seal under

cap is missing, open ar broken

hydroxypropyl cellulose, magnesium
stearate, microcrystalline cellulose,
polacrilex resin, sedium starch
ghycalate, sucralose and tuthi frutti flavor
Questions? call 1-866-403-7592

Inactive ingredienls acesuliame
potassium, colloidal silicon dicxide,
D&C YELLOW # 10, FD&G RED # 40,
FO&C YELLOW # 6, low substifuted

Container Carton
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Drug Facts

Active ingredient fm each chewable lablet) Purpose

Drug Facts (continued)

Keep oul of the reach of children. In cass of ewerdose, get medical help
or contact a Poison Control Center right away af {1-800-222-1222].

Celirinne HI1 10mg ........... Ant histaming

Directions w may be taken with or without water

Uses Le!npﬂralri relievas these symptoms due fo bay fever or other
upper respiratory aliergles.

= unny nose u sneezing

uitchy, wateryeyes  w ifching of the nose or throat

adults and children
byears and over

Jess severe symploms.

ong 10 meg fablet onca dady: do not ake
more than ana 10 ma tabdel in 24 hours.
A 5 mg product may be appropriate for

Wamings

Do nod wsa if you have ever had an alkergic reaction to this product or and oves

adults &5 years

ask a doctar

any of its ingredients or to an antihistaming containing hydroyzing.

childran under &
years of age

ask a doctor

Ask a doctor balore use if you have Ever of kidney dissase. Your

doctor should debeerming if you need a different dose,

Ask a docbor or pharmacist befors use if you are taking franquilizers

of sedatives,

When using this producl w drowsingss may eceur w 2void alcoholic drinks

w alcohol, sadatives, and branquilizess may increase drowsinass

w be carsbul when driving a motor vehicl or operating machinery

Slop use and ask doctor il an aBergic reaction to this product oecurs.
medical help nght away

Il preqnant or breas-feeding w if breast-feeding: not recommendad

u if pregnant: ask a haalth professional before use.

CETIRIZINE HYDROCHLORIDE

cetirizine hydrochloride tablet, chewable

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

CETIRIZINE HYDRO CHLORIDE (UNIL: 640047KTOA) (CETIRIZINE -
UNILYO726 1IME24)

Inactive Ingredients
Ingredient Name
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)

consurmers with fiver
O kidney diseasa

Othet information w store betesen 20% to 25°C (63% 1o 77F)
 do not use if individual bisster umit is open of tom

Item Code (Source)

10, FOS RED #40, FOBC YELLOW # 6, low sebstituted
hryde Dmmnfl celluboss, magmsmal sharats, ||1|¢rw}‘stedim-,elwhss

Questions ? Cal 1-866-403-7542

Basis of Strength

CETIRIZINE
HYDROCHLORIDE

HYDRO XYPROPYL CELLULOSE, LOW SUBSTITUTED (UNIL: 216 5RE0K14)

POLACRILIN (UNII: RCZ785HI7S)

ACESULFAME PO TASSIUM (UNII: 230V73Q5G9)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIL: 5856J3G2A2)
SILICON DIOXIDE (UNI: ETJ7Z6 XBU4)

SUCRALOSE (UNIL: 96 K6 UQ3ZD4)

MAGNESIUM STEARATE (UNI: 70097M6130)

D&C YELLOW NO. 10 (UNIE: 35SW5USQ3G)

FD&C RED NO. 40 (UNIl: WZB9127X0OA)

FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)

Product Characteristics

Color yellow Score

no score

NDC:40032-653

Strength

5 mg

Strength



Shape ROUND Size 7mm

Flavor TUTTIFRUTTI Imprint Code n;5

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:40032-653-10 1000 in 1 BOTTLE; Type 0: Nota Combination Product 03/08/2016

2 NDC:40032-653-30 3 in 1 CARTON 03/08/2016

2 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

3 NDC:40032-653-03 1in 1 CARTON 03/08/2016

3 30 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
ANDA ANDA206793 03/08/2016

CETIRIZINE HYDROCHLORIDE

cetirizine hydrochloride tablet, chewable

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:40032-652

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CETIRIZINE HYDRO CHLORIDE (UNIL: 640047KTOA) (CETIRIZINE - CETIRIZINE 10 m
UNILYO726 1IME24) HYDROCHLORIDE g
Inactive Ingredients
Ingredient Name Strength

CELLULOSE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)

HYDRO XYPROPYL CELLULOSE, LOW SUBSTITUTED (UNII: 216 5RE0K14)
POLACRILIN (UNII: RCZ785HI7S)

ACESULFAME POTASSIUM (UNII: 230V73Q5G9)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIL: 5856J3G2A2)
SILICON DIOXIDE (UNI: ETJ7Z26 XBU4)

SUCRALOSE (UNI: 96 K6 UQ3ZD4)

MAGNESIUM STEARATE (UNI: 70097M6130)

D&C YELLOW NO. 10 (UNIL: 35SW5USQ3G)

FD&C RED NO. 40 (UNIl: WZB9127X0OA)

FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)

Product Characteristics



Color yellow Score

Shape ROUND Size

Flavor TUTTIFRUTTI Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:40032-652-30 3 in 1 CARTON

03/08/2016

1 10 in 1 BLISTER PACK; Type 0: Not a Combination Product

2 NDC:40032-652-10 1000 in 1 BOTTLE; Type 0: Not a Combination Product
3 NDC:40032-652-03 1in 1 CARTON
3 30 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation
ANDA ANDA206793

Labeler - Novel Laboratories, Inc. (793518643)

Registrant - Novel Laboratories, Inc. (793518643)

03/08/2016
03/08/2016

Marketing Start Date
03/08/2016

no score
10mm

n;10

Marketing End Date

Marketing End Date

Establishment
Name Address ID/FEI Business Operations
Novel Laboratories, Inc. 793518643 analysis(40032-653, 40032-652) , manufacture(40032-653, 40032-652)

Revised: 12/2019

Novel Laboratories, Inc.
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