CHILDRENS ALLERGY- loratadine solution
Wal-Mart Stores Inc

Children*s Allergy
Drug Facts

Active ingredient (in each 5 mL teaspoonful)

Loratadine 5 mg

Purpose

Antihistamine

Uses

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

e 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
ingredients.

Ask a doctor before use if you have liver or kidney disease. Your doctor should
determine if you need a different dose.

When using this product do not take more than directed. Taking more than directed
may cause drowsiness.

Stop use and ask a doctor if an allergic reaction to this product occurs. Seek
medical help right away.

If pregnant or breast-feeding, 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
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with liver or
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ask a doctor

Other information
e each teaspoonful contains:
sodium 5 mg

e do not use if bottle wrap imprinted with "SEALED FOR SAFETY" is broken

or missing.

e store between 20° and 25°C (68° and 77°F)
e see bottom panel for lot number and expiration date

Inactive ingredients

bubble gum flavor, butylated hydroxyanisole, glycerin, maltitol solution, noncrystallizing
sorbitol solution, phosphoric acid, polyethylene glycol, propylene glycol, purified water,
sodium benzoate, sodium phosphate monobasic dihydrate, sucralose powder

Questions?
1-888-287-1915

DISTRIBUTED BY: Walmart Inc., Bentonville, AR 72716

PRINCIPAL DISPLAY PANEL - 120 mL Bottle Carton

NDC 49035-538-09
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Relief of:
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Indoor & Outdoor
Allergies

Bubble Gum Flavor
4 FL OZ (120mL)

Dosing Cup
Enclosed

TWhen taken as directed. See Drug Facts Panel.
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Drug Facts

Active ingrecdient Purpose
(in each § mL teaspoonful)
L dine 5 mg Antihl ine

Drug Facts (continued)

Directions
+ use only with enclosed dosing cup

Uses

temporarily relieves these symptoms due

to hay fewar or other uppar respiratory
ol

* runny nase
* Sneazing

+ itchy, watery eyes
« lighing of the nose or throat

adults and 2 teaspooniuls (tsp) daily;
children 6 do not take more than
years and over | 2 teaspooniulz (tsp) in
24 holrs

children 2 to LUWI ﬂan%‘dw
rrcre than
zf”:;s ¥EAIS | 1 teaspoontul fisp) in
24 hotirs

children under | ask a doctor
2 years of age

Do net use if you have ever had an
allergic reaction to this product or any of
s ingredients.

Ask a doctor before use if you have
Fver or kdney disease. Your doctor shoukd
clatermine il you need a different dose.

When using this preduet do not take
mara than directed. Taking maore than
diractad may cause drowsinass.

Stop use and ask a deetor if an

CONELMErs azk a doctor
with lvar or

kicney disease

allergic reaction to this product oocurs,
Seek medical help right away.

¥ pregnant or breast-feeding, ask a
health professional before use.

Keep out of reach of children. In
case of overdose, get medical help ar
contact a Poison Control Center right
away, (1=B00=222=1222)

Satisfaction guaranieed - For questions or
comments please call WEAS=ZAT=1015.

DESTRERUTID IY: Walnart Inc., Beriorvdle, AR 2706
PROCUCT OF ISRAEL

“Thit prosiuct it ok manafashued or cheiriauted by Bayer HealCare
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Other information

« gach teaspoonful contains:
sodium 5 mg

+ do not use if bottle wrap imprinted
with “SEALED FOR SAFETY"
is broken or missing.

+ store between 20° and 25°C
(68" and TT°F)

» gee bottom panel for lot number and
expiration date

Inactive ts

butsiole gum flavor, butylated

ghcerin, makitdl solution, roncrystalizing

sorbitel  solution, (]
gheel propylens ghyeol, purfied

waiter, sodium benzoate, sodum phosphate
clibrycirate, powder

Questions?

1-8BE-287-1815

CHILDRENS ALLERGY

loratadine solution

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety

Item Code (Source)

NDC:49035-538




Ingredient Name Basis of Strength Strength

Loratadine (UNIl: 7AJO3BO7QN) (Loratadine - UNI:7AJO3BO7QN) Loratadine

Inactive Ingredients
Ingredient Name
butylated hydroxyanisole (UNIl: REK4960K2U)
glycerin (UNIl: PDC6A3CO00X)
maltitol (UNIl: D65DG142W\K)
sorbitol (UNIl: 506T60A25R)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
phosphoric acid (UNIl: E4AGA8884NN)
propylene glycol (UNIl: 6DC9Q167V3)
water (UNIl: 059QF0KOOR)
sodium benzoate (UNIl: OJ245FE5EU)
SODIUM PHOSPHATE, MONOBASIC, DIHYDRATE (UNIl: 5QWK665956)
SUCRALOSE (UNIl: 96K6UQ3ZD4)

Product Characteristics

5mg in5 mL

Strength

Color YELLOW (colorless to slightly yellow) Score
Shape Size
Flavor BUBBLE GUM Imprint Code
Contains
Packaging
# Item Code Package Description EILIEEIE, S R IEEIE) Le
Date Date
1 (0C49035338 1 in 1 carTON 06/21/2019
1 120 mL in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC49035538 1 in 1 carTON 03/07/2021
2 120 mL in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA201865 12/08/2016

Labeler - wal-Mart Stores Inc (051957769)

Revised: 4/2021

Wal-Mart Stores Inc
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