LORATADINE ODT - loratadine tablet, orally disintegrating
Aurohealth LLC

Loratadine Orally Disintegrating Tablets USP 10 mg
Drug Facts

Active ingredient (in each tablet)
Loratadine USP 10 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 (1-800-222-
1222) right away.

Directions

e place 1 tablet on tongue; tablet disintegrates, with or without water

adults and children 6 years and over 1 tablet daily; not more than 1 tablet in 24 hours

children under 6 years of age ask a doctor
consumers with liver or kidney ask a doctor
disease

Other information

e Phenylketonurics: Contains phenylalanine 2.25 mg per tablet
do not use if the individual blister unit is open or torn

store at 20° to 25°C (68° to 77°F)

use tablet immediately after opening individual blister
Complies with USP test 2 for Disintegration

Inactive ingredients

aspartame, crospovidone, mannitol, microcrystalline cellulose, peppermint,
pregelatinized starch (maize), sodium stearyl fumarate

Questions or comments?
call 1-855-274-4122

Distributed by:

AUROHEALTH LLC
279 Princeton-Hightstown Road
East Windsor, NJ 08520

Made in India
Code: TS/DRUGS/22/2009

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 10 mg, Blister Carton 60 (6 X
10) Orally Disintegrating Tablets



Healthy Living™

Original Prescription Strength *When taken as directed. See Drug Facts
Panel.

LORATADINE
orally disintegrating tablets USP 10 mg

Antihistamine
Non-Drowsy
Indoor & Outdoor Allergies

TCompare

to the Active
Ingredient in
Claritin®
RediTabs®

24 Hour ACTUAL SIZE
60 (6 X 10)
* Relief of sneezing, runny nose, itchy,
watery eyes & itchy throat or nose Orally Disintegrating
* No water needed — melts in your mouth Tablets



GLUE - NO COATING

1
i | R T e T R e p———
| dje (g e 1l ‘es0pan 0 0 658D ) WAL I3 JOu 388 B Jno d ey
BB 8L 0] | B opsEe g (peey B yEe e - e e g o yue Bead g
* fewe 16y diey [e)pew yeeg ‘s1n0
| Z2LF RLZSERL 1504 S URLL W02 JO SUONE N tanpoxd sy o uogoee) off JH[E UE § 40430 EXEE pUE 850 dmg
*596 U|SAD P B FTED SELL A6 I UB UL BI0IL

! AR ELN | AUEE 1S " spezIuge]e e d 'y uued dad g
| A S s ppdean g | OUEFL PRSEAP UL 1o 43 L 0D} OS] s 8
L S g paaivy anpsen) BEP JUBIELR B PAGL N0k J) B UJLLE1E PINo S 1050 POy,
BB S A2 PP 10 164 BAEYROL | SEN AI0) 8] J00P B Yy
vojieBelulsg o) 2158 dan yumse) duog Aun By P A B
i RIS R mg:::u;?::;";wl[:‘;‘t:l:: 1orpod syl 0 uogoe & ) fise uB pay Jess aael nok §) 82N B U o
o s
i W] 10 ed 0 ) 3N JEIS]|q [ENPIAR U] 8L J) &S0 100 Op B s Bupwep
18108, 15 B g 7 7 eupreEifusyd suEmog saumasfueyy o
ol e Byl e Ouya =
e e e L) safa dietest ') W
fupesuz m
CELE] ]
0P B HEE 18y I-IH":-"U:II!LO esmufmrny =
! ETETE 50y ey £ e apdses
| JOJOp E SR 18PN UBIpIE e ddn aepo 1o 1ene) Ky o anpewoduds sseg)ees asal el o dusg
! EQLET 1680 puE ] sa5]
UJ 188 | UBLY ol Joul AP IHJEL || URIPAP PUBSY PR S

I T I 01 d20 BupERIo]
| suopaasg || 250dmg (1219 g ea uy) juagp arfuy sagpy
] | {(panunuos) spaeq Bnig spoeq Gnag

1

Antihistamine

| ©PHealthy Living"

= e peg 1

1oy o peg T
¥ed 1845)1g Bujusdo Joj suojonAsu|

Antihistamine

~N—

"T‘,..'f.'f‘aﬂ'u"piﬁﬂ& mopgmendfuss  wessd 2EE
0 By e E

Distributed by:
AUROHEALTH LLC
e
East Windsor, NJ 08520
MADE IN INDIA
| Code: TS/DRUGS/22/2009

LORATADINE

orally disintegrating tablets USP 10

LORATADINE

orally disintegrating tablets USP 10 mg

+ Relief of sneezing, runny nose, itchy,
watery eyes & itchy throat or nose
+» No water needed — melts in your mouth

This product is not manufactured or distributed by Bayer HealthCare LLE, distributor of Claritin® RediTabs®.

tCompare
to the Active
Ingredient in
laritin®
RediTahs®

ACTUAL SIZE
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Hualthy Living Laratadive Qrally Disinnegrating Talslets LSP 10 mg, £0 Count

60 (6X10)
Orally Disintegrating
Tablets

P1048252

LM-4887

LOT
EXP:

LORATADINE ODT

loratadine tablet, orally disintegrating

Product Information




Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

LORATADINE (UNII: 7AJ03BO7QN) (LORATADINE - UNII:7AJ03BO7QN) LORATADINE
Inactive Ingredients
Ingredient Name
ASPARTAME (UNII: Z0OH242BBR1)
CROSPOVIDONE (120 .MU.M) (UNIl: 68401960MK)
MANNITOL (UNIl: 30WL53L36A)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
PEPPERMINT (UNII: VO5R5KMY2B)
STARCH, CORN (UNII: 08232NY3S))
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UI)
Product Characteristics
Color WHITE (White to Off-white) Score
Shape ROUND (Biconvex) Size
Flavor PEPPERMINT Imprint Code
Contains
Packaging

Marketing Start

# kem Code Date

Package Description
NDC:58602-

881.15 06/18/2022

1 6 in 1 CARTON

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

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA208477 06/18/2022

Labeler - aAurohealth LLC (078728447)

Basis of Strength

NDC:58602-881

Strength
10 mg

Strength

no score
8mm
K;9

Marketing End
Date

Marketing End
Date

Establishment
Name Address ID/FEI Business Operations
Aurobindo Pharma Limited 650381903  ANALYSIS(58602-881) , MANUFACTURE(58602-881)
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