EQUATE ALLERGY RELIEF- cetirizine hydrochloride tablet, film coated
Wal-Mart Stores, Inc.

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:
® runny nose
® sneezing
¢ itchy, watery eyes
e itchy throat or nose

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
® 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 a doctor if

an allergic reactionto 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

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  aska doctor
over

children under 6 ask a doctor
years of age

consumers with liver aska doctor
or kidney disease

Other information
¢ do notuse if printed foil under cap broken or missing
® store between 20° to 25°C (68° to 77°F)

Inactive ingredients

Colloidal silicon dioxide, Hypromellose, lactose monohydrate, low-substituted hydroxyporpyl
cellulose, magnesium stearate, microcrystalline cellulose, polyethylene glycol and titanium dioxide.

Questions or Comments?
1-888-287-1915
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equate“ Allergy Relief

Cetirizine Hydrochloride Tablets USP, 10 mg
Antihistamine

NDEC £9035-312-58

equate’

Allergy Relief

Cetirizine Hydrochloride Tablets USP, 10 mg
Antihistamine

HOUR

24 Hour Relief of: SYMPTOH;,
® Sneezing RELlEE_.

® Runny nose

® |tchy, watery eyes
Actual size

® |tchy throat or nose

Original Prescription Strength 1mg 114

Satisfaction guarantesd - Or we'll replace it or
give you your money back. For questions or
comments or to report an undesired reaction
or sicke effect, please call 1-888-287-1915,

DISTRIBUTED BY: Wal-Mart Stores, Inc.,
Bentonville, AR 72716

“This product is not manufactured or distributed by
MchNell Consumer Healthcare, distributor of Zyrtec®
Tablets, Zyrtec® is a registerad trademark of
Johison & Johnson.

21049885
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Drug Facts (continued) ) Drug Facts Drug Faets (continued)

Inactive ingredients Active ingredient Purpose
colloidal  silicon  dioxide, hypromellosa, ™ (in each lablet) i

lactose  monohydrate,  low-substituted Cetirizing HCI USP, 10mg ........ Antih
hydroxypropyl celly |I:|5|E, ma “Elsium Uses

stearate, ~ microcrystalling  cellulose, e temporarily relieves these symptoms
polyethylene glycol and titanium dioxide. due 1o hay fever or other upper
Questions or commenis? respiratory allergies:
1-888-287-1915 B runny nose M sneezing

W itchy, watery eyes
W tching of the nose or throat
Warnings

Do not use if you have ever had an
allergic reaction to this product or any of

Stop use and ask a doctor if &n allergic
reaction to this product occurs. Ssek medical
help right aweay.

If pregnant or breast-feeding:

Wi breast-feeding: not recommendad

W 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 Gontrol Center right away.
(1-800-222-1222)

Directions

aduls and children | ong 10 mg tablet ance

B years and over daily; do not take more
than one 10 my tablet in

Satisfaction guaranteed - Or we'l

- its ingredients or to an antihistamine
R I I f containing hydroxyzing.
replace it or give you your money

Ask a doctor before use if you have liver or

WHRIS03053

E:Eefuzg ::Eﬁd?;isr:dr S;::j,qgm Cetirizine Hydrochloride kidney disease. :’uut doctor should determine E:agﬂbléfgb-:[i;ig;glg:ﬂm
side effect, please call 1-888-287-1915. Tablets USP, 10 mg/Antihistamine Hyou nee & d¥Terer dose Jess severe symptoms,

Ask a doctor or pharmacisi before wse if

DISTRIBUTED BY: Wal-Mart Stores, Inc. YR e A e e

Benlonville. AR 72716 A - Sneezing When using this produet
N, Runny nose W drowsiness may occur

*This product is not manufactured or tchy, watery eyes 5

distributed by McNeil Consumer » ltchy throat of nase HOUR M auoid aloohalic drinks a

Healthiart. cision of MG PFG. SYMPTOM Walcohol, sedatives, and tranquilizers
el G, CHVRRN . Y1 GIN G-t L TG Original RELIEF iy increase drowsiness

adults &5 years ask a doctor
and over
chikdren under ask a doctor
B years of ape
cansumers with liver | ask a doctor
or kidney diseasa

Other information

distributor of Zyrtec™® Prescription Strength W be careful when driving a matar vehicle or W donot use if printed foil under cap is
operating machinery. 4 broken or missing
. I8 stare betvieen 20° to 25°C (68° 10 77°F) p

Achsal Size

10 "45
mg  TasuETs

“H“lqu‘q‘ ‘
6 ‘81131 0240

2406"" 8
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Antihis tamine

Original
Prescription
Strength
45 Tablets
T NOCASCT30-57  Astive ingredient fin each tablet) Purpase  Directions Adults and children 6 years and over: one 10 mg tablet once dally;
equa Ceirizine HCIUSP. 10 mg . - .. Antihistaming - do not take more than one 10 mq tablet in 24 hours. A 5 mg product may be
Uses termporarily relisves 1hese 5)mpl:m115 |:Iue [n ha',' 1E\|B[ or u[hzr upper respiratory  appropriate for less severe symptoms. Adults 65 years and over: ask a doctor

allergles: @ runny nose e sneezing e itchy, walery eyes e itching of the nose or throat Children under 6 years of age: ask a doctor
Warnings Do not use if you have ever had an alergic reaction to this product or any of its  COnSUmers with liver or kidney disease: ask a doctor
I I I' f ingredients or o an antihistaming containing hydraxyzing. Ask a doctor before use ifyou Ofher information e store between 20° to 25°C (68 to 77°F)
A ergy Re‘ Ie have liver or kidney disease. Your doctor should determing if you nesd a different dose. Aska  nactive ingredienis ’fﬁ"b'dal silicon  digxide, h}rpwmellc_lsue, lactose
doctor or pharmaeist before use il you are taking tranguilizers or sedatives. When using  monohydrats, low-substituted hydroxyprogy| cellulose, magnesium stearate,

Cetirizine Hydrochloride this product & drowsiness may occur  avoid alcoolic drinks @ alcohol, sedatives, and - Microcrystalling cellulose, palyettiylene glycol and titanium dioxide.
Tablets USP, 10 mg iranquilizers may increas drowsiness e be careful when driving a mator venicla or operating  Questions? Call 1-888-287-1915
Antihistamine machinery. Stop wse and ask a doctor if an allergic reaction to this product occurs. Seex Do not use if printed foil under cap is broken or mlssmq
R medical help right away. il pregnant or breast-feeding:  if breast-feeding; not COdE No. GO/DRUGS/536 209029 ]
Original recommended e if pregnant: ask a health professional before use. Keep aut of reach of (‘T\STRIBUTED BY: Wal-Mart Stores, Inc.
EEESCTIF':!OH children. In case of overdose, gt medical help or contact a Poison Control Genter right away. | Bentanville, AR 72716 ¥
ren 1-800-222-1222)
o 45 Tablets |8 ‘ 6z
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Drug Facis {continued)
Inactive ingredienis

hydroxypropyl  cellulose,  magnesium
stearate, microcrystalling  callubose,
polyethylene glycol and titanium dioxide.

Questions or comments?
1-888-287-1915

colloidal silicon dioxide, hypromellose, ™
lactose  monohydrate,  low-substituted
e

HDC 49035 31205

Allergy

back. For questions or comments or
to report an undesired reaction or

Healthcare, division of Mcheil-PPC, Inc.,
distributor of Zyrtec®

10
mg

Original RELIEF
Prescription Strength

Satisfaction guaranteed - Or we'll R I 1 f
replace it or givie you your money e Ie
Cetirizine Hydrochloride

side effect, please call 1-888-287-1915, Tablets USP, 10 mg/Antihistamine

DISTRIBUTED BY: Wal-Mart Stores, Inc., 24 Hour Relief of:

Bentonville, AR 72716 st L 24
*This product is not manufactured or It:::lf. :arerv eyes Rk

. i : # |tchy throat or nose
distributed by McNeil Consumer SYMPTOM

Actual Size

90
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Drug Facts Drug Facts (continued)
Active ingredient Purpose Stop use and ask a doctor if an allergic
(im each tablet) reaction to this product occurs. Seek medical

Getirizing HC1 USP, 10 mg ........ Antinistaming

help right away.

Uses

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

W runny nose M sneezing

W itchy, watery eyes
W itching of the nose or throat

Warnings
Do not use if you have ever had an

It pregnant or breast-feeding:
W if breast-faeding: not recommendad
W if pregnant: ask a health professional

before use

Keep out of reach of children. In case of
overdosa, get medical help or contact a
Poison Control Center right away.

(1-800-222-1222)

allerpic reaction to this product or any of

its ingredients or 1o an antihistamine
containing hydroxyzine.

Ask a doctor before use if you have liver or
kidney diseasa. Your doctor should determing
if you need a ditferent dose.

Ask a doclor or pharmacist before use If
you are taking tranquilizers or sedatives.
When using this product
W drowsiness may accur
B avoid alcoholic drinks
M aicohol, sedatives, and tranquilizers

Directions

may increase drowsiness
B ha careful when driving a motor vehicks or
operating machinery, »

adults and children [ one 10 mo tablet once E

i years and over daily; do nat take marg E
than one 10 mg tablat in ES
24 howrs. A S my product
may be approgriate for
less savere symptoms.

aduts §5 years ask a doctor

and aver

children under ask a doctor

& years of aga

consumers with liver| ask a doctor

or kidnay disease

Other information

W do not use if printed foil under capis

Bbroken or missin

8

113

W store between 207 to 25°C (68° to 77°F) M

b4z

1"4

8379




Antihis tamine

Original
Prescription
Strength

90 Tablets

equateTM NDC 490353005
Allergy Relief

Cetirizine Hydrochloride
Tablets USP, 10 mg

Antihistamine

Original
Prescription
Strength

90 Tablets

Active ingredient (in each .-awsu

Purpose
Cetirizing HCI USP, 10mg .. - .. Antihistaming

Uses termporarily relieves IHESe syunmums ﬂuE m- hay rem or ﬁlher upper respiratory
allergies:  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
ingradients or to an antihistamine containing hydroxyzine. Ask a doctor before use if you
have liver or kidney disease. Your doctor should defermine i you need a different dose. Ask a
doctor or pharmacist before use if you are taking tranguilizers or sedatives. When using
this product e drowsiness may occur e avoid alcoholic drinks e alcohol, sedatives, and
tranguilizers may increase drowsiness & ba cansful 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 breasi-feeding: e if breast-feeding: not
recommendad  if pregnant: ask a health professional before use. Keep out of reach of
ehildren. In case of overdose, get medical hedp or contact a Poison Gontrol Center right away.
(1-800-222-1222)

Directions Adults and children 6 years and over: one 10 mj tablet once daily;
do not take more than one 10 mg tablet in 24 hours. 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: ask a doctor

Consumers with liver or kidney disease: ask a doctor

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

Inactive ingredients colloidal silicon dioxide, hypromedlose, lactose
manohydrate, low-substituted hydroxypropyl cellulose, magnesium stearate,
microcrystalline celulose, polyethylens ghycol and titanium dioxide.
Ouestions? Call 1-888-287-1915

Do not wse if printed foil under cap is broken or missing

Code No.: GO/DRUGS/S36 209028

DISTRIBUTED BY: Wal-Mart Stores, Inc.,
Bentonville, AR 72716

624234
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EQUATE ALLERGY RELIEF
cetirizine hydrochloride tablet, film coated
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:49035-312
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
cetirizine hydrochloride (UNI: 640047KTOA) (cetirizine - UNI:YO 726 1IME24) cetirizine hydrochloride 10 mg
Inactive Ingredients
Ingredient Name Strength

colloidal silicon dioxide (UNIL: ETJ7Z6 XBU4)

hypromellose 2910 (15 MPA.S) (UNIL: 36 SFW2JZ0W)

lactose monohydrate (UNI: EWQ57Q8I15X)

hydroxypropyl cellulose, low substituted (UNIL: 216 5RE0K14)
magnesium stearate (UNI: 70097M6130)




cellulose, microcrystalline (UNI: OP1R32D6 1U)
polyethylene glycols (UNI: 3WJQO0SDW1A)
titanium dioxide (UNIL: 15FIX9V2JP)

Product Characteristics

Color white (white) Score no score
Shape ROUND (ROUND) Size 8mm
Flavor Imprint Code C;121
Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:49035-312-56 1in 1 CARTON

1 14 in 1 BLISTER PACK; Type 0: Not a Combination Product

2 NDC:49035-312-57 1in 1 CARTON

2 45in 1 BOTTLE; Type 0: Not a Combination Product

3 NDC:49035-312-05 1in 1 CARTON

3 90 in 1 BOTTLE; Type 0: Not a Combination Product

4 NDC:49035-312-58 2 in 1 CARTON

4 90 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category

ANDA ANDAO077318

Labeler - wal-Mart Stores, Inc. (051957769)

Registrant - Cipla Ltd. (650072015)

Establishment

Name Address ID/FEI
Cipla limited 650072015
Establishment

Name Address ID/FEI
Cipla limited 916940208

Revised: 8/2015

Application Number or Monograph Citation

Marketing Start Date
07/25/2013

Marketing End Date

Business Operations
MANUFACTURE(49035-312)

Business Operations
API MANUFACTURE(49035-312)

Wal-Mart Stores, Inc.
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