
NDA 21-512
Draft Labeling

Push Through Blister Package
4 Count

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT# 
EXP. DATE:

27584 FA X1-10

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

27584 FA X1-10

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

27584 FA X1-10

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

27584 FA X1-10
LOT# 
EXP. DATE:

LOT# 
EXP. DATE:

LOT# 
EXP. DATE:

PUSH TABLET 
THROUGH FOIL

PUSH TABLET 
THROUGH FOIL

PUSH TABLET 
THROUGH FOIL

PUSH TABLET 
THROUGH FOIL

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



NDA 21-512
Draft Labeling

Push Through Blister Package
12 Count

27553 FA X1-1

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL

LORATADINE 10 mg
1 TABLET

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL

LORATADINE 10 mg
1 TABLET

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO

ALLEGAN, MI 49010 USA
LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO

ALLEGAN, MI 49010 USA
LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

LORATADINE 10 mg
1 TABLET

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL

MANUFACTURED BY PERRIGO
ALLEGAN, MI 49010 USA

LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO

ALLEGAN, MI 49010 USA
LOT#
EXP. DATE:

PUSH TABLET THROUGH FOIL
MANUFACTURED BY PERRIGO

ALLEGAN, MI 49010 USA
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PUSH TABLET THROUGH FOIL

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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FORMAT: STANDARD
TYPE SIZES:
TITLE: 10 pt Helvetica Bold Cond. Italic
TITLE (continued): 8 pt Helvetica Bold Cond. Italic
(continued) 8 pt Helvetica Cond. Medium 
HEADINGS: 8 pt Helvetica Bold Cond. Italic
SUBHEADINGS: 6 pt Helvetica Bold
TEXT: 6 pt Helvetica Cond. Medium
LEADING: 6.5 pt
BULLETS: 5 pt Square with
2 M'S spacing between statements
HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

MANUFACTURED BY

Antihistamine

Antihistamine

Actual Size4 Tablets
*When taken as directed. See Drug Facts Panel.

 Compare to the
active ingredient

in Claritin® TabletsNon-Drowsy*

24
HourRelief of:

✓ Sneezing ✓ Itchy, watery eyes
✓ Runny nose     ✓ Itchy throat or nose

Original Prescription StrengthOriginal Prescription Strength
NEW!NEW! 4 days of relief4 days of relief

*When taken as directed.
See Drug Facts Panel.

*When taken as directed.
See Drug Facts Panel.

Non-Drowsy* 24 Hour

Non-Drowsy*24 Hour

Drug Facts
Active ingredient (in each tablet)     Purpose
Loratadine 10 mg...................................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 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.

Drug Facts (continued)
Directions
adults and children 6 years1 tablet daily; not more
and overthan 1 tablet in 24 hours
children under 6 years of ageask a doctor
consumers with liver ask a doctor
or kidney disease

Other information
■ do not use if individual blister is open or torn
■ store at 20º-25ºC (68º-77ºF)
■ protect from excessive moisture

Inactive ingredients lactose monohydrate, 
magnesium stearate, povidone, pregelatinized starch

If you have questions of a medical nature, 
please contact your pharmacist, doctor or 
health care professional.

Loratadine
Tablets, 10 mg

Loratadine Tablets, 10 mg

Antihistamine
Loratadine Tablets, 10 mg

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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TITLE: 10 pt Helvetica Bold Cond. Italic
TITLE (continued): 8 pt Helvetica Bold Cond. Italic
(continued) 8 pt Helvetica Cond. Medium 
HEADINGS: 8 pt Helvetica Bold Cond. Italic
SUBHEADINGS: 6 pt Helvetica Bold
TEXT: 6 pt Helvetica Cond. Medium
LEADING: 6.5 pt
BULLETS: 5 pt Square with
2 M'S spacing between statements
HEAVY LINES: 1.5 pt
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MANUFACTURED BY

Antihistamine

Antihistamine

Actual Size12 Tablets
*When taken as directed. See Drug Facts Panel.

 Compare to the
active ingredient

in Claritin® TabletsNon-Drowsy*

24
HourRelief of:

✓ Sneezing ✓ Itchy, watery eyes
✓ Runny nose     ✓ Itchy throat or nose

Original Prescription StrengthOriginal Prescription Strength
NEW!NEW! 12 days of relief12 days of relief

*When taken as directed.
See Drug Facts Panel.

*When taken as directed.
See Drug Facts Panel.

Non-Drowsy* 24 Hour

Non-Drowsy*24 Hour

Drug Facts
Active ingredient (in each tablet)     Purpose
Loratadine 10 mg...................................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 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.

Drug Facts (continued)
Directions
adults and children 6 years1 tablet daily; not more
and overthan 1 tablet in 24 hours
children under 6 years of ageask a doctor
consumers with liver ask a doctor
or kidney disease

Other information
■ do not use if individual blister is open or torn
■ store at 20º-25ºC (68º-77ºF)
■ protect from excessive moisture

Inactive ingredients lactose monohydrate, 
magnesium stearate, povidone, pregelatinized starch

If you have questions of a medical nature, 
please contact your pharmacist, doctor or 
health care professional.

Loratadine
Tablets, 10 mg

Loratadine Tablets, 10 mg

Antihistamine
Loratadine Tablets, 10 mg

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Antihistamine

10 Tablets *When taken
as directed.

Non-Drowsy*
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Tablets, 10 mg

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Antihistamine

30 Tablets *When taken
as directed.

Non-Drowsy*

24
Hour

Ac
tiv

e 
in

gr
ed

ie
nt

   
   

   
   

   
   

   
   

  
(in

 e
ac

h 
ta

bl
et

)  
   

   
   

   
   

   
  P

ur
po

se
Lo

ra
ta

di
ne

 1
0 

m
g.

...
...

...
An

tih
is

ta
m

in
e 

Us
es

   
te

m
po

ra
ril

y 
re

lie
ve

s 
th

es
e 

sy
m

pt
om

s 
du

e 
to

 h
ay

 fe
ve

r o
r o

th
er

 u
pp

er
 

re
sp

ira
to

ry
 a

lle
rg

ie
s:

 
  
  
■

 ru
nn

y 
no

se
   

  ■
 s

ne
ez

in
g 

   
 

  
  
■

 it
ch

y,
 w

at
er

y 
ey

es
   

  
  
  
■

 it
ch

in
g 

of
 th

e 
no

se
 o

r t
hr

oa
t  

   
W

ar
ni

ng
s

Do
 n

ot
 u

se
 if

 y
ou

 h
av

e 
ev

er
 h

ad
 a

n 
al

le
rg

ic
 re

ac
tio

n 
to

 th
is

 p
ro

du
ct

 o
r a

ny
 

of
 it

s 
in

gr
ed

ie
nt

s.
 A

sk
 a

 d
oc

to
r b

ef
or

e 
us

e 
if 

yo
u 

ha
ve

 li
ve

r o
r k

id
ne

y 
di

se
as

e.
 

Yo
ur

 d
oc

to
r s

ho
ul

d 
de

te
rm

in
e 

if 
yo

u 
ne

ed
 a

 d
iff

er
en

t d
os

e.
 W

he
n 

us
in

g 
th

is
 

pr
od

uc
t d

o 
no

t t
ak

e 
m

or
e 

th
an

 d
ire

ct
ed

. 
Ta

ki
ng

 m
or

e 
th

an
 d

ire
ct

ed
 m

ay
 c

au
se

 
dr

ow
si

ne
ss

. S
to

p 
us

e 
an

d 
as

k 
a 

do
ct

or
 

if 
an

 a
lle

rg
ic

 re
ac

tio
n 

to
 th

is
 p

ro
du

ct
 

oc
cu

rs
. S

ee
k 

m
ed

ic
al

 h
el

p 
rig

ht
 a

w
ay

. I
f 

pr
eg

na
nt

 o
r b

re
as

t-f
ee

di
ng

, a
sk

 a
 

he
al

th
 p

ro
fe

ss
io

na
l b

ef
or

e 
us

e.
 K

ee
p 

ou
t o

f r
ea

ch
 o

f c
hi

ld
re

n.
 In

 c
as

e 
of

 
ov

er
do

se
, g

et
 m

ed
ic

al
 h

el
p 

or
 c

on
ta

ct
 a

 
Po

is
on

 C
on

tro
l C

en
te

r r
ig

ht
 a

w
ay

.
Di

re
ct

io
ns

 
■

 a
du

lts
 a

nd
 c

hi
ld

re
n 

6 
ye

ar
s 

an
d 

ov
er

: 
1 

ta
bl

et
 d

ai
ly

; n
ot

 m
or

e 
th

an
 1

 ta
bl

et
 in

 
24

 h
ou

rs
   

  
■

 c
hi

ld
re

n 
un

de
r 6

 y
ea

rs
 o

f a
ge

: a
sk

 a
 

do
ct

or
   

  
■

 c
on

su
m

er
s 

w
ith

 li
ve

r o
r 

ki
dn

ey
 d

is
ea

se
: a

sk
 a

 d
oc

to
r

St
or

e 
at

 2
0-

25
ºC

 (6
8-

77
ºF

).

Se
al

ed
 w

ith
 p

rin
te

d 
fo

il 
un

de
r c

ap

Loratadine
Tablets, 10 mg

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Antihistamine

300 Tablets *When taken
as directed.

Non-Drowsy*
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This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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*When taken as directed. See Drug Facts Panel.

Non-Drowsy*

24
Hour

Loratadine
Tablets, 10 mg

Relief of:
✓ Sneezing
✓ Runny nose     
✓ Itchy, watery eyes
✓ Itchy throat or nose

Original Prescription StrengthOriginal Prescription Strength

Antihistamine

Non-Drowsy*
NEW!NEW! 10 days

of relief

MANUFACTURED BY

Drug Facts (continued)
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.

Directions
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 disease   ask a doctor

Drug Facts
Active ingredient (in each tablet)                         Purpose
Loratadine 10 mg............................................................................Antihistamine 

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

■ runny nose     ■ sneezing     ■ itchy, watery eyes     ■ 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.

 Compare to the
active ingredient

in Claritin® Tablets

Loratadine
Tablets, 10 mg

Drug Facts (continued)

Other information    
■ store at 20º-25ºC (68º-77ºF)     
■ sealed with printed foil under cap for your protection

Inactive ingredients lactose monohydrate, magnesium  stearate, 
povidone, pregelatinized starch

If you have questions of a medical nature, please contact your pharmacist, 
doctor or health care professional.

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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30 Tablets
*When taken as directed. See Drug Facts Panel.

Non-Drowsy*

24
Hour

Loratadine
Tablets, 10 mg

Relief of:
✓ Sneezing
✓ Runny nose     
✓ Itchy, watery eyes
✓ Itchy throat or nose

Original Prescription StrengthOriginal Prescription Strength

Antihistamine

Non-Drowsy*
NEW!NEW! 30 days

of relief

MANUFACTURED BY

Drug Facts (continued)
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.

Directions
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 disease   ask a doctor

Drug Facts
Active ingredient (in each tablet)                         Purpose
Loratadine 10 mg............................................................................Antihistamine 

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

■ runny nose     ■ sneezing     ■ itchy, watery eyes     ■ 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.

Drug Facts (continued)

Other information    
■ store at 20º-25ºC (68º-77ºF)     
■ sealed with printed foil under cap for your protection

Inactive ingredients lactose monohydrate, magnesium  stearate, 
povidone, pregelatinized starch

If you have questions of a medical nature, please contact your pharmacist, 
doctor or health care professional.

 Compare to the
active ingredient

in Claritin® Tablets

Loratadine
Tablets, 10 mg

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



FORMAT: STANDARD
TYPE SIZES:
TITLE: 10 pt Helvetica Bold Italic
TITLE (continued): 8 pt Helvetica Bold 
Italic
(continued) 8 pt Helvetica Regular 
HEADINGS: 8 pt Helvetica Bold Italic
SUBHEADINGS: 6 pt Helvetica Bold
TEXT: 6 pt Helvetica Regular
LEADING: 6.5 pt
BULLETS: 5 pt Square with
2 M'S spacing between statements
HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

EFB 350

NDA 21-512
Draft Labeling
Bottle Carton
300 Count 

p
 27587 F

A
 C

5-1
Antihistamine

Actual Size

300 Tablets
*When taken as directed. See Drug Facts Panel.

Non-Drowsy*

24
Hour

Loratadine
Tablets, 10 mg

Relief of:
✓ Sneezing
✓ Runny nose     
✓ Itchy, watery eyes
✓ Itchy throat or nose

Original Prescription StrengthOriginal Prescription Strength

Antihistamine

Non-Drowsy*
NEW!NEW! 300 days

of relief

MANUFACTURED BY

Drug Facts (continued)
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.

Directions
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 disease   ask a doctor

Drug Facts
Active ingredient (in each tablet)                         Purpose
Loratadine 10 mg............................................................................Antihistamine 

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

■ runny nose     ■ sneezing     ■ itchy, watery eyes     ■ 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.

Drug Facts (continued)

Other information    
■ store at 20º-25ºC (68º-77ºF)     
■ sealed with printed foil under cap for your protection

Inactive ingredients lactose monohydrate, magnesium  stearate, 
povidone, pregelatinized starch

If you have questions of a medical nature, please contact your pharmacist, 
doctor or health care professional.

 Compare to the
active ingredient

in Claritin® Tablets

Loratadine
Tablets, 10 mg

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda




