CHILDRENS ALLERGY RELIEF - cetirizine hydrochloride solution
Strategic Sourcing Services

ACTIVE INGREDIENT(S)

(in each 5 mL)
Cetirizine Hydrochloride USP 5mg

PURPOSE

Antihistamine

USE(S)

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 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

e use only with enclosed dosing cup
e find right dose on chart below
e mL = millliter

adults and children 6 years5 mL or 10 mL once daily depending upon

and over severity of symptoms; do not take more than
10 mL in 24 hours.

adults 65 years and over 5 mL once daily; do not take more than 5 mL in

24 hours.
children 2 to under 6 years2.5 mL once daily. If needed, dose can be
of age increased to a maximum of 5 mL once daily or
2.5 mL every 12 hours. Do not give

more than 5 mL in 24 hours
children under 2 years ofask a doctor
age
consumers with liver orask a doctor
kidney disease

Other Information
e store between 20° to 25°C (68° to 77°F)
e do not use if carton is opened or bottle wrap imprinted “SAFETY SEAL®"”



is broken or missing
e see top panel for lot number and expiration date

Inactive ingredients

anhydrous citric acid, flavors, non crystallizing sorbitol solution, propylene glycol,
purified water, sodium benzoate and sucralose.

Questions?

call 833-358-6431
Distributed by:
McKesson Corp.,

via Strategic Sourcing Services, LLC.,
Memphis TN 38141

PRINCIPAL DISPLAY PANEL

Cetirizine Hydrochloride Oral Solution USP, 1 mg/1 mL-container label

MNDC 70677-0149-1

. ’ (o)
Children’s LoT el pe |
. \S :
all day allergy EXP 0{\\,3{“ |
Cetinzine Hydrochloride Oral :
Solufion USP T mg/mL 2 years & older ;
antihistamine 2068759

24-hour relief of: Distributed by: McKesson Corp.,

i) Sneezing 0 Runny Nose via Strategic Sourcing Services, LLC.,
Memphis TN 38141

10939195454

B lichy, Watery Eyes

0

B lichy Throat or Nose © 2003 McKesson Corporation

Please visit us at www.sunmarkbrand.com
Money back guarantee

GRAPE FLAVOR
Gluten Free Iss: 06/2022

Cetirizine Hydrochloride Oral Solution USP, 1 mg/1 mL-carton label



@mark:
Child

II d en,s Glueing Area Must be Free fiom
allergy Gndsion

Lamination or Printor Varnish
allergy
(

rizine Hydrochloride
Oral Solution USP 1 mg/mlL

@ m a r k Dru g Facts Drug Facls (continued)
Directions

CEETETS T T Active ingred‘iem Pu rpose ® use only with enclosed dosing cup

by m find right dose on chart below
CHILDREN'S ZYRTE CHILDREN'S ZYRTE |(in each 5 mL) m mL- milliter
ACTIVE INGREDIENT* PNey g YA NI o) NIl | Cetirizine Hydrochloride USP 5 mg ........ Antihistamin s nd Smlor 0 ﬁm e gl epondig
70677-0149- C 70677-0149- children upon severity of symptoms; do nof
RIS AR G RE SIDCHDSAZT T Uses 6 years and over | take more than 10 mL in 24 hours.
h - I d I h * I d I temporarily relieves these symptoms due to hay fever adults 65years | 5 mL once daily; do not fake more
C I re n S C I re n S or other upper respiratory allergies: oy than'6/mIn 24 houra.
W rurny nose Children 2 to 2.5 mL once dally. If needed,
m sneezing under 6 yzars of | dose can be increased fo a
q a y q a y u ifchy, watery eyes = maﬁmf -k miLzor?oca uagy
s or 2.5 mL every urs. Do
 itching of the nose o throat not give more than 5 mL in
24 hours.
q e r q e r Warnings ) ’ children under 2 | ask a doctor
Do net use if you have ever had an allergic reacticn to years of age
e . e . this product or any of its ingredients or to an s P
Cetirizine Hydrochloride Cetirizine Hydrochloride antiisiam e cortaining hydioyeing, iveror odnay | | o oo
- Sl / = # Ask a doctor hefore use if you have disease
O c1}| Solutien USP 1 mg/mL Oru}l Solution USP 1 mg/mL |tWercr§dn%disea§. VoGt st et | | | ——
thistamin ntihis 1 you nzed a differsnt dose.
antihistamine antinistamine = store betwign 20° to 95° (68° to 77°F)
IAsk adoctor or pharmacist before use if you are = Do not use if carton is opened or hoitle wrap
taking tranquilizers or sedat ves. imprinte is broken or missin|
years & older years & older ki il ad imprinad “SAFETY SEAL® s ruken ofrissing
= = = m sge boitom panel for lot number and expiration date
en using this product — =
W drowsiness may occur \Inactive ingredients
m aycid alcoholic drinks . . y citric acid, flavors, non crystallizing sorbitol
u gimﬂi‘ﬁéﬁsdm'es- and tranquilizers may increase iglutioa‘ pro) Iene[giycoL purified water, sadium
: o i L
24-hour relief of: 24-hour relief of: = be careful when driving a motor vehicle ar operating e
o g machinery Questions?
L Sneezmg W Sneezi ng Call 833-358-6431 from 9 AM to T PM EST, Monday-Friday.
Stop use and ask a doctor if an allergic reaction to this
B Runny Nose ® Runny Nose product occurs. Seek medical help right away. Tl prcct s it i r ety Ml
onsumer Healthcare, Division of McNeil-| , Inz., distributor
W |ichy, Watery Eyes H |ichy, Watery Eyes It ;:;ggnam o hreast-feading: - of Childrens Zyttecs.
u if breast-feeding: not recommel il
] Hchy Th roat or Nose u ”Chy Throai or Nose m if pregnant: ask a health professional before use. Dosing cu;rszmwugtg?:;ihggﬁndieﬂ L
Keep out of reach of children. In case of overdose, Distributed by: McKesson Corp.,
get medical hei;ogr contact a Poison Gontrol Center via Strategic Sourcing Services, LLC.,
right away. (1-800-222-1222) Memphis TN 38141

> © 2003 McKesson Corporation
Please visil us at www.sunmarkbrand.com
Money bact guarantee

GRAPE FLAVOR / GRAPE FLAVOR

Product of India REV: D6/2022
Important: Read all product information before using.
Keep this box for important information.

This product is intended for use in children.

Dosing cup included Gluten Free Desing cup included Gluten Free

o 13 95454101 . RO OTIIATY
QERSRRED

0939
2068760 YS|UBA 10JU}Id IO Uoeu e
wo § 34 5q B W ealy bulan o

Lok: Bui pod wpieg
Exp. Date: 10} Ysiulepun

CHILDRENS ALLERGY RELIEF

cetirizine hydrochloride solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70677-0149




Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

CETIRIZINE HYDROCHLORIDE (UNIl: 640047KTOA) (CETIRIZINE -
UNII:YO7261ME24)

Inactive Ingredients
Ingredient Name
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
SORBITOL (UNII: 506T60A25R)
PROPYLENE GLYCOL (UNII: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCRALOSE (UNII: 96K6UQ3Z D4)

Product Characteristics

Color yellow (Colorless to Yellow)
Shape

Flavor GRAPE

Contains

Packaging

# Item Code Package Description
NDC:70677-

1 0149-1

1in 1 CARTON

118 mL in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

ANDA ANDA210622

Labeler - Strategic Sourcing Services (116956644)

Basis of Strength Strength
CETIRIZINE 1 mg
HYDROCHLORIDE in 1 mL

Strength

Score
Size
Imprint Code

Marketing Start
Date

Marketing End
Date

07/21/2022

Marketing Start
Date

07/21/2022

Marketing End
Date

Establishment
Name Address ID/FEI Business Operations
Hetero Labs Limited Unit IlI 676162024 manufacture(70677-0149)

Revised: 7/2022

Strategic Sourcing Services
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