LORATADINE - loratadine oral solution
KROGER COMPANY

Loratadine Oral Solution USP 5 mg/5 mL

Drug Facts

Active ingredient (in each 5 mL teaspoonful)
Loratadine USP 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 (1-800-222-
1222) right away.

Directions

e use only with enclosed dosing cup

adults and children 6 years and over 2 teaspoonfuls (tsp) daily; do not take more
than 2 teaspoonfuls (tsp) in 24 hours

children 2 to under 6 years of age 1 teaspoonful (tsp) daily; do not take more
than 1 teaspoonful (tsp) in 24 hours
children under 2 years of age ask a doctor
consumers with liver or kidney disease ask a doctor

Other information

e each teaspoonful contains: sodium 6 mg

e do not use if carton is opened, or if cap safety seal is broken or missing.
e store at 20° to 25°C (68° to 77°F)

Inactive ingredients

artificial flavors, ascorbic acid, glycerin, maltitol, monobasic sodium phosphate
monohydrate, phosphoric acid, propylene glycol, purified water, sodium benzoate,
sodium metabisulfite, sorbitol, sucralose.

Questions or comments?
1-800-632-6900
DISTRIBUTRD BY THE KROGER CO.

CINCINNATI, OHIO 45202
MADE IN INDIA

Code:TS/DRUGS/19/1993

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 5 mg/5 mL (120 mL Bottle)

NDC 30142-062-24
Kroger®
Ages 2 Years & Older

children's
Allergy Relief



o
& dxa
=
mm 101
=

Prefix & Varsabjes of Lol, EXP shal e
privfed online durirg packing.

% Lot: X000

EXP- MMAYYYY

E 6L2LI2%1d 1257 =NWT

VIGNINI 3aVW Z0ZSt OIHO ‘LLYNNIONIO
"0D ¥390¥N IHL A8 a3Lndldlsia

0069-2£9-008=| £Sqwawnios Jo suojjsany

*350[RIONS ' |01IGI0S ‘B)|NSIGEIAL

inipos ‘sj2ozusq Wnpos ‘1ayem payund ‘joak)l sualfdold

‘mae auoydsoyd “s1espAyouow syeydsoyd WNIpos SIseqouow
‘lowjew ‘upaaf|l ‘pIae 21qI0ISE ‘SIONEY |BIONILE Sjueipaibuy anijaeu]
(3242 01 ,89) 0,52 01 .07 1B 2101 W

“Buissiw 1o uay0uq s [2as Alajes ded ji 1o ‘pauado S| UOLIED J| 85N Jou
op B Bl g wnpos :sujejuo3 [njuoodses) YIee W UOJJEWLIOL] JBYIQ
1010 € YSE :3523SIP A3UpDy J0 Jan]|

Ulm SIBWINSLOD "J0120 E ¥SE :alie Jo sieal g Japun uaIpyya sinoy 4z
u) (dsy) |njuoodsesy | Uey) aJow axel Jou op ‘Ajiep (ds)) |njuoodses)

| -afe Jo sieafl g Japun 0} g UBIP|IY2 *SIN0Y $Z Ui (ds)) sjnjuoodses)

7 Uey} aJow axe) jou op Apiep (dsy) sinjuoodses) z :ano pue sieal

g uaipliya pue synpe *dna fujsop pasojaua ypm Auo asn m suofsalq
*heme Wbl (222 1-ec-008-1) Jala) [oruog uosiod € 19e309 J0 djoy
|EaipsLy 186 ‘asoplano Jo 85ed U] *Uaipliya jo yaeal jo jno daay "asn
al0jaq Jeuoissajoud Leay e yse ‘Guipasaj-jsealq Jo jueuliaid Jj feme
By djay [eaipaw ¥aag "sana00 janpoad S|y 0} uoyoeal Jifiaje ue )
10]100p B §SE puE asn do)g "SSaUISMOIP BSNED ABL PaloalIp Uey) alow
fupye] "pajoanp uey) aiow axel Jou op janposd siy) Guisn uaym asop
B3P e peau nok J suluLI2lap pINoYs JoJI0p Ino, “aseasip faupry
10 13A] aARYy nok J1 asn alojan J0j20p B XSy “sjuipaidul s) Jo fue

10 jonposd Siy} 0F Uo[aes) 9)618|[E UE pey Janas arey nok J| 8sn jou og
shuruiem

JeoJy] 10 950U ay) Jo Buyoy m saks fagem

‘fyay m Gujzaeus m 8sou fuuni m :s8fisjje Aiojedidsel Jaddn

18110 10 1848} £y 0} 8np swoydwis asay] sans|fal Mueiodwa) sasn

BuIwESIYIUY B g SN suIpelRIO]
asodimg (muoodsea; u g yaea uj) juaipasbuf anyjay
sjaed fnig

_ "ONISSIW 80 NINOHE §1 V35 ALIVS d¥D A ¥O 'QINIA0 S| NOLEYD 41350 LON 0 _

O..un_zwh_._

.

o

RES

DYE-FREE

6
-
=
= ™
E m
’l\o @
&
Oup e .nlw m.
% s ) 5
b deR (U]
: Hexs .
= o Vlw Qo
T 4 O —=Oa L8
£ g 3= D8 E5
"0 = S _-EEQ,
=D 55w g2
[} C= s59:8:
-l
> CA S53n %84

INDOOR & OUTDOOR

ALLERGIES
24 HOUR

DYE-FREE
4 FL OZ (120 mL)

Loratadine Oral
Solution USP,

5 mg/5 mL
Antihistamine
Grape Flavor

ient of

d

CHILDRENS'S CLARITIN® **See side panel

ive ingre

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 5 mg/5 mL Carton (120 mL)

INDOOR & OUTDOOR ALLERGIES

Solution USP, 5 mg/5 mL
24 HOUR RELIEF OF

NDC 30142-062-24
Antihistamine

Kroger®
Ages 2 Years & Older

Non-Drowsy*
Loratadine Oral

COMPARE TO the act
children's

Allergy Relief



Sneezing; Runny Nose;
Itchy,watery Eyes &
Itchy Throat or Nose

Contains sodium metabisulfite,
a sulfite that may cause
allergic-type reactions.

Dosing
Cup Included

DYE-FREE
Grape Flavor

4 FL OZ (120 mlL)
* When taken as directed.

See Drug Facts Panel.
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. COMPARE TO the active ingredient of COMPARE TO the active ingredient of
Drug Faels (continued) CHILDREN'S CLARITIN® **See side panel CHILDREN"S CLARITIN® **See side panel

(im gach 5 mL teaspoonful)
Loratading USP 5 M0 ..........emm Antihigtamine

Other information
m each teaspooniul sontains: sodium & mg
w donot uss # carton is apenad, or if cap salaty

NDC 50142-042-24 NDC 300142-D47-24
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Uses

temporarlly relieves these symptoms due to hay
Tewer or other upper resplratory allerpies:

W Ny nose
m sneszing

m [tehy, watery eyes

m (tehing of the noss or throat

selis broken or missing.
m store 3l 20° 1o 25°C (BB" o T7°F)

Inactive ingredients artficial lavars,
ascorbes acid, plycerin, makitol, monobasic
sodium phosphate manahydrate, phospharic
acid, propykne alycol, puriied water, sodium Ages 2 Years & Older
benzoate, sodiem metabisulfite, sorbitol,

ah""!nu@

)
o
Ages 2 Years & Older

Warnings
Do not wse il you have ever had an allergic
reaction bo this product or any of its ingredients,

Ask a doetor betore uze if you have
Iiver ar kidney diszase, ‘Your docior should
determing if you need a ditfersnt dose.

When uging this produwct

da not take mare than directad. Taking mars than

directad may cause drowsingss.

Stop use and ask a doctor if
an allergic reaction o this produect oceurs. Seek
medical help right away.

(et medical hefp or confact a Poigon Control Canter
(1-800-222-1222) right 2way,

L e Non-Drowsy*

e children’s
Allergy Relief

Zﬁriﬁren’s
Allergy Relief

DO NOT USE IF CARTON IS OPENED,
OR IF CAP SAFETY SEALIS BROKEN

OR MISSING. Loratadine Oral Loratadine Oral

Sugar-Free & Alcohol-Free Solution usp! 5 m91'5 mlL Sol_ut_lon u_sp' 5 mg;‘s mL

DISTRIBUTED BY THE KROGER CO. Antihistamine Antihistamine

CINCINMATI, OHIO 45202 INDOOR & QUTDOOR ALLERGIES INDOOR & OUTDOOR ALLERGIES

MADE IN INDIA 24 HOUR RELIEF OF: 24 HOUR RELEEF OF:

For More Product Information, Sneezing: Runny Nose; Sneezing; Runny Nose;

Scan UPC Using Your Kroger App Itchy, Watery Eyes & Rchy, Watery Eyes &

or Call BO0-632-6900 Itchy Throat or Nose kchy Throat or Nose Dasing
h::‘::’d:h‘ﬂ:” Jfl Contains sodium metabisulfite, Contains sodium metobisulfite, OJpl'lcleEd

i

Directions
m use only with enclosed dosing cup

aduks and children | 2 teaspoonfuls (tsp) daily;
6 years and over | da not take more than

2 teaspoonifuls (tsp) in
24 hours
children 2 1o 1 teaspoonful {tep) daily;
under B years da not take mare than
of age 1 teaspoontul (1sp) in
24 hours

children under ask a dactor
2years of ape
consumers with | ask a doctor
liwer or kidnay
disgase

a sulfite thet may cause

o sulfite that may cause
alergic-type rections,

allergic-type recction:.

Ly e
aifited with The Krager Co, or this produet_

Our Brands, Our Guarantee.
Love It or Your Money Back.
www,krogencom
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LORATADINE

loratadine oral solution

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG Item Code (Source) NDC:30142-062
ORAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

LORATADINE (UNII: 7AJ03BO7QN) (LORATADINE - UNII:7AJO3BO7QN) LORATADINE

Inactive Ingredients

Ingredient Name
GRAPE (UNII: 6X543N684K)
ASCORBIC ACID (UNIl: PQ6CK8PDOR)
GLYCERIN (UNIl: PDC6A3COO0X)
MALTITOL (UNIl: D65DG142\WK)
SODIUM PHOSPHATE, MONOBASIC, MONOHYDRATE (UNIl: 593YOG76RN)
PHOSPHORIC ACID (UNIl: E4GA8884NN)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SODIUM METABISULFITE (UNII: 4VON5FNS3C)
SORBITOL (UNII: 506T60A25R)
SUCRALOSE (UNII: 96K6UQ3ZD4)

Product Characteristics

Color YELLOW (colorless to light yellow) Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description Date
NDC:30142- .
1 062-24 1in 1 CARTON 03/15/2021
1 120 mL in 1 BOTTLE; Type 1: Convenience Kit of
Co-Package
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA208931 03/15/2021

Labeler - kROGER COMPANY (006999528)

Registrant - aurohealth LLC (078728447)

5mg in5 mL

Strength

Marketing Start Marketing End

Date

Marketing End
Date



Establishment

Name Address ID/FEI Business Operations
Aurobindo Pharma Limited 918917642  ANALYSIS(30142-062) , MANUFACTURE(30142-062)

Revised: 4/2021 KROGER COMPANY
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