CHILDRENS LORATADINE SUGAR FREE- loratadine solution
Topco Associates LL.C

Children's Loratadine Oral Solution
Sugar Free

Drug Facts

Active ingredient (in each 5 mL teas poonful)

Loratadine 5 mg

Purpose

Antihistamine

Uses

temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
® runny nose
e itchy, watery eyes
® sneezing
e 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 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

2 teaspoonfuls (tsp) daily; do not take
more than 2 teaspoonfuls (tsp) in 24
hours

1 teaspoonful (tsp) daily; do not take
more than 1 teaspoonful (tsp) in 24
hours

adults and children 6
years and over

children 2 to under 6
years of age

children under 2
years of age
consumers with liver __,

ask a doctor

A A nba



. . ddSK d uucCwl
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Other information
¢ do notuse if bottle wrap imprinted with "SEALED FOR SAFETY" is broken or missing.
e see bottom panel for lot number and expiration date
® store between 20° and 25°C (68° and 77°F)

Inactive ingredients

butylated hydroxyanisole, glycerin, grape flavor, maltitol solution, masking agent, phosphoric acid,
polyethylene glycol, propylene glycol, purified water, sodium benzoate, sodium phosphate monobasic
dihydrate, sorbitol solution, sucralose powder.

Questions?
Call 1-888-423-0139

DISTRIBUTED BY
TOPCO ASSOCIATES LLC
ELK GROVE VILLAGE, IL 60007

PRINCIPAL DISPLAY PANEL - 120 mL Bottle Carton
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COMPARE TO
CHILDREN'S CLARITIN®
ACTIVE INGREDIENT*

ORIGINAL
PRESCRIPTION STRENGTH

children's
Allergy

LORATADINE

ORAL SOLUTION USP

5mg/5 mL

(ANTIHISTAMINE) / ALLERGY

* OUR PHARMACISTS
RECOMMEND -

INDOOR & OUTDOOR ALLERGIES

24
HOUR

RELIEF OF:
® Sneezing
e Runny Nose
e [tchy, Watery Eyes
e Jtchy Throat or Nose



Sugar Free
& Dye Free

ALCOHOL FREE
NON-DROWSYT
Dosing Cup
Enclosed

Ages

2 Years

and older

GRAPE
FLAVOR

4 FL OZ (120 mL)

TWhen taken as directed.
See Drug Facts Panel.



+TopCare.

healthw

I
COMPARE TO CHILDREN'S,
CLARITIN® ACTIVE INGREDIENT®,

c]mﬂe‘ftJ\ES
Allergy

LORATADINE ORAL SOLUTION USP i

5mag/ 5 ml
(ANTIHISTAMINE) / ALLERGY

INDOOR & OUTDOOR ALLERGIES

T T T T T T T T T T TNDT3E6800-131-08,

s

S\

g -|-Top(_‘Iarl$ - Bl +TopCare.
_]Ec_! ™ : hE:fI | t |"1 ™
E CH%FEE%EEEHE . ORIGINAL

ORIGINAL :
PRESCRIPTION STRENGTH

chi Ioﬂur\'s
Allergy

chi Hunls
Allergy

r
|
|
|
|
|
|
| PRESCRIPTION STRENGTH
|
|
|
|
|
|
|
|
|
|

. ' LORATADINE

 LORATADINE ' ORAL SOLUTION USP

' ORAL SOLUTION USP 5mg/ 5mL

' 5mg/5ml  (ANTIHISTAMINE) / ALLERGY

' (ANTIHISTAMINE) / ALLERGY

4 INDOOR & OUTDOOR ALLERGIES

|

: '+, RELIEF OF:

I * * Sneezing

I 24 j * Runny Nose

| W, HOUR J s ltchy, Watery Eyes

: * ltchy Throat or Nose

{ INDOOR & OUTDOOR ALLERGIES
|
| s, RELIEF OF:

% *Sneezing
| 24 z. Runny Nose
| \ HOUR J . |tchy, Watery Eyes |
| * [tchy Throat or Nose!

e T R e e e e e e e o e e T e

=

:Sugar Free

& Dye Free =
| Sugar Free IALCOHOL FREE GRAPE
: & Dye Free INON-DROWSY+ FLAVOR
| ALCOHOL FREE :Dnsing Cup
: NOMN-DROWSY? IEnclosed

| Dosing Cup : *All trademarks are property of their respective

| Enclosed
|

Ages

2 Years |
and older

jowners. This product is not affiliated with the
I makarsiowners of Childran's Claritin®,
:[HSTHIE!.UTED BY TOPCO ASSOCIATES LLG

ELK GROVE VILLAGE, IL 80007

'@ TOPCO TARADA1E QUESTIONS? 1-888-423-0139
:mpcara @topco.com www.topcarebrand.com

GRAPE! | IMADE IN CANADA
ElAVADBR| | | AT




J- This TopCare® produd & Bboratory

tested to guarantes its highest quality.

4FL 07 “2[] ITIL) When taken as directed. " m& Your total saisaction & guaranteeed :

See Drug Facts Pangl. R

NO COPY ON THIS FLAP
FOR LOT # AND EXPIRY
DATE PRINT

olif3680013894 2

| 1

|

|r \
| |
| |
|

'Du not use if you have ever had an allamic raaction to this

|' NO VARNISH '||
| ON THIS FLAP |
| o ot
//I I
P E +T'° care . | SEALED'WITH PRINTED NECKBAND
® I
2 RSl | | |Drug Facts l
\ .+ |\Active ingredient Purpose |
COMPARETO | |{ineach 5 ml. !easpmnful} |
CHAI{.:I;II_IIIUEEHIEERLEEIIEH_}?J 'Loratadine 5 ma... . ..Antihistamine !
2 : IUSES tern:ruranlyr relieves thess syrrnptoms dus to ha1,r|
ORIGINAL Wever or other upper respiratory allergies: [
PRESCRIPTION STRENGTH |« runny nose * itchy, watery eyes ;
l ,  *sneszing * [tching of the nosa or throat :
: Warnings |
childlven's :

Allergy
LORATADINE

' ORAL SOLUTION USP
'5mg/5mlL

i (ANTIHISTAMINE) / ALLERGY

{ INDOOR 8 OUTDOOR ALLERGIES

7'+, RELIEFOF:

prcduct or any of ite ingredients.

|nslt a doctor before use if you have liver or kldnenﬁ
Idiszase, Your doctor should determine If you need a
Idifferent dose. I
:'.'.'hen using this product do not take more than dirscted, :
(Taking more than directed may cause drowsiness, i
15top use and ask a doctor if an allergic reaction to this|
:prt:duct oceurs. Seek medical help right away. l
If pregnant or breast-feeding, ask a health pmfmsbna]
\before use,

IKeep out of reach of children. In case of overdoss, gah

Imedical help or contact 4 Polson Control Canter rght awsay. |
1{1-800-222-1222)

Iﬂrresr:ms « use only with enclosed dosing cup i

|
Inrll ihe and rhildran |19 teaorevnfude ferd dalhe dooned falea

___________________________________l_



RIS BRI e WAL TR USR] WELIT ) Wi TR WA |

"6 years and over mare than 2 teaspoonfuls {tsp) In
; 24 hours
ichildren 2 to under | 1 teaspoonful (tsp) daily; do not take

16 years of age more than 1 teaspoonful (o) in
| 24 hours

HOUR J -« ltchy, Watery Eyes

! * *5Sneezing

; 24 i * Runny Nose
|

' * ltchy Throat or Nose

e Fre s
:ALEDHDL FREE '

INON-DROWSY" o Ml dhapea

:Eﬁéfg & EE:IU 3 \Other information

le do not use if bottle wrap imprinted with “SEALED
: FOR SAFETY" is broken or missing.
|* S bottom panel for lot numbser and explration date

# store between 20° and 25°C (B8° and 77°F)
:Inastive in?redients butylated  hydroxyanisole,

I
|
I
I
|
I
I
|
I
Iconsumers with liver | ask a doctor I
|
I
|
I
I
|
|
I

jObvcerin, grape flavor, maftitol solution, masking agent, |
1phosphoric acid, polyethylene ghool, propylene glycol, purified |
; |m%%rfatguﬂmb§jrﬁata. mrgjlurn phosphate  monolask: |
. . I ] ion, sucralose powider,
tWhen taken as directed. [i: — :
. AFLOZ (120 mL) seeDrgrectsPanel. [T IR R N TN S i
| f
II |' PPK-7248-4
|
|| NO VARNISH |' 0618-4
|
5 ON THIS FLAP | 29
| |
II I|
H |
II |
CHILDRENS LORATADINE SUGAR FREE
loratadine solution
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:36800-131
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
Loratadine (UNI: 7AJO3BO7QN) (Loratadine - UNI:7AJO3BO7QN) Loratadine 5mg in 5 mL
Inactive Ingredients
Ingredient Name Strength

butylated hydroxyanisole (UNI: REK4960K2U)
glycerin (UNI: PDC6A3C00X)

sorbitol (UNI: 506 T60A25R)

polyethylene glycol, unspecified (UNI: 3WJQOSDW1A)
phosphoric acid (UNIl: EAGA8884NN)

propylene glycol (UNI: 6DC9Q167V3)




water (UNIL: 059 QFOKOOR)
sodium benzoate (UNI: OJ245FE5EU)
sodium phosphate, monobasic, dihydrate (UNI: 5QWK665956)

Product Characteristics

Color YELLOW (colorless to slightly yellow) Score

Shape Size

Flavor GRAPE Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:36800-131-08 1in 1 CARTON 03/17/2017

1 120 mL in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA076805 03/17/2017

Labeler - Topco Associates LLC (006935977)

Revised: 8/2018 Topco Associates LLC
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