GOOD SENSE CHILDRENS ALLERGY RELIEF- loratadine tablet, chewable
L. Perrigo Company

Perrigo Children’s Allergy Relief Drug Facts

Active ingredient (in each tablet)

Loratadine 5 mg

Purpose

Antihistamine

Uses

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

runny nose
itchy, watery eyes

sneezing

itching of the nose or throat

Warnings

Do notuse

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

anallergic 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

chew or crush tablets completely before swallowing

adults and children 6 years and over chew 2 tablets daily; not more than 2 tablets in 24
hours



children 2 to under 6 years of age chew 1 tablet daily; not more than 1 tablet in 24

hours
children under 2 years of age ask a doctor
consumers with liver or kidney disease ask a doctor

Other information

phenylketonurics: contains phenylalanine 1.4 mg per tablet
do not use if blister unit is broken or torn
* store between20° to 25°C (68° to 77°F)

Inactive ingredients

artificial grape flavor, aspartame, colloidal silicon dioxide, D&C red #27 aluminum lake, FD&C blue
#2 aluminum lake, magnesium stearate, mannitol, microcrystalline cellulose, sodium starch glycolate,
stearic acid

Questions or comments?
1-800-719-9260

Principal Display Panel

Ages 2 Years and Older

Non-Drowsy*

Children’s Allergy Relief

Actual Size

Loratadine Chewable Tablets, 5 mg/Antihistamine
Indoor & Outdoor Allergies

24 Hour Relief of:

Sneezing — Runny Nose

Itchy, Watery Eyes

Itchy Throat or Nose

Grape Flavor

Chewable

Compare to active ingredient of Children’s Claritin® Chewables
100% SATISFACTION GUARANTEED

30 Chewable Tablets

*When taken as directed. See Drug Facts Panel.



GOODSENSE.
Children’s

Allergy Relief Chewable

(GGOODSENSE.
Non-Drowsy”
Children's

Allergy Relief g

Loratadine Chewable Tablets, 5 mg/Antihistamine
Indoor & Outdoor Allergies ~\

24 Hour Relief of: Grape ' Al | 3 Chewable

* Sneezing » Runny Nose Flavor

» ftchy, Watery Eyes

« ltchy Throat or Nose Compare to active ingredient of
Children's Claritin® Chewables

30 E hE‘W& b"? TEI b|€t5 #When taken asdirected. See Drug Facts Panel.

Drug Facts Drug Facts (continued)
Active ingredient Purpose | Directions
(in each tablet) W chew or crush tablets com pletel y before swall owing
Loratading 5mg.......c..ccoeeecrieceeren..... Anihistamine | adults and children chew 2 tablets daily, not mare
T i eh P E—— 6 years and o ver than 2 tablets in 24 hours
BT OFar eves these symptome ] 3 :
: P children 2 to under chew 1 tablet daiby; notm ore
2‘::1;?;:“9‘“ gl G years of age than 1 tablet in 24 hours
m itchy, watery eyes children under aska dodor
W =neeang 2 years of age
W itching of the nose or throat consumers with lver | aska dodor
Warnings or kidney dissase
Do not use if you have ever had an allemic reaction b Other information

thiz product or any of its i ngredients

Bk a doctor before use if youhave liver or kidney per tablet
diseaze. Your doctor should determine ifyou need a B do notuse ifblister unit is broken or tom

W phenylketon urics con tains phenylalanine 14 mg

different dose. B stor between 20° to 25°C 68 to7 TF)

When usng the product donot take more than . "

directed. Taking more than directed may cause -fﬂlﬂ'-:fﬂ"ﬂ ingredients : ; .
dowsiness. arfificial gra pe flavor, aspartame, wm lloidal silicon dioxde,
Stop use md ask a dn:tg' if an allarginrﬂamim to this EERE. r:ggsi:':g:“;tfﬁr;;%g mzﬁm?
product ocoure. Seek medical help right away. cellulose, sodium etarch glycolate, stean ¢ acid

If pre: gnant orbrea st-fee ding ask ahealth =

pofessional before u s, Questions or comments ? 1-800-7 19-260

Keep out of reachof children. In caseofoverdoee | get
medical help or contact aPoison Control Center right
avay (1-800-221223, [ 3

TN
Distributed By




T Perrigor

3 0113-1019-39 ¢ Allegan, MI 42010

GOOD SENSE CHILDRENS ALLERGY RELIEF

loratadine tablet, chewable

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0113-1019

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LORATADINE (UNII: 7AJO3BO7QN) (LORATADINE - UNIL:7AJO3BO7QN) LORATADINE 5mg
Inactive Ingredients
Ingredient Name Strength

ASPARTAME (UNIL: Z0H242BBR1)

SILICON DIOXIDE (UNI: ETJ7Z26 XBU4)

D&C RED NO. 27 (UNII: 2LRS185U6K)

FD&C BLUE NO. 2 (UNIl: L06 KBR7DQK)

MAGNESIUM STEARATE (UNIL: 70097M6130)
MANNITOL (UNII: 30WL53L36A)

MICRO CRYSTALLINE CELLULOSE (UNIl: OP1R32D6 1U)
STEARIC ACID (UNII: 4ELV7Z65AP)

Product Characteristics

Color PURPLE (light) Score no score

Shape ROUND Size 8mm

Flavor GRAPE Imprint Code L3Y8

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0113-1019-39 30 in 1 CARTON 07/31/2019

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

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA210033 07/31/2019
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