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Sleep Aid PLUS
12 Hour Pain Relieving

Strength of Aleve

Sleep Aid PLUS
12 Hour Pain Relieving

Strength of Aleve
20 caplets*
*CAPSULE-SHAPED TABLETS

naproxen sodium, 220 mg (NSAID)/
diphenhydramine HCI, 25 mg
Pain reliever/nighttime sleep-aid

Drug Facts Title

Drug Facts Continued

Headings*

Subheadings

Body Text

Bullets

Leading

Hairlines

Box and Barlines†

Characters Per Inch:

>7.0 pt

7 pt

7 pt-bold italic*

≥6 pt

≥6 pt

5 pt

≥0 pt

0.5 pt rule

>0.5 pt rule

No more than 39

CATEGORY REQUIRED ACTUAL IN FILE

* Headings are to be at least 2pts larger than Body Text
** Drug Facts Title to be larger than all other type size used in DFP
† Box Barline may be omitted  and color contrast used to hightlight

Drug Facts Info

7.1 pt

7 pt

7 pt

6 pt

6 pt

10 pt

0 - 0.5 pt

0.5 pt

2.5 pt

≤39

DRUG FACTS INFO: (Modified Format – updated 5/18/18)

FDA00206-1

Reference ID: 4587317

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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40 caplets*
*CAPSULE-SHAPED TABLETS

Sleep Aid +
12 Hour Pain Relieving
Strength of Aleve

Sleep Aid PLUS
12 Hour Pain Relieving
Strength of Aleve

naproxen sodium, 220 mg (NSAID)/
diphenhydramine HCl, 25 mg
Pain reliever/nighttime sleep-aid
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Characters Per Inch:

>8 pt **

8 pt

8 pt-bold italic*

≥6 pt

≥6 pt

5 pt

≥0.5 pt

0.5 pt rule

>0.5 pt rule

No more than 39

DRUG FACTS INFO (updated 5/18/18)
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† FDA Recommends 2.5pt rule
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Dist. by:
Bayer HealthCare LLC
Whippany, NJ 07981
MADE IN GERMANY
Bayer, the Bayer Cross, Aleve, and Soft Grip
are registered trademarks of Bayer.
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00000000

Do not use this product if printed safety seal bearing
“Bayer HealthCare” under cap is torn or missing.

naproxen sodium, 220 mg (NSAID)/
diphenhydramine HCI, 25 mg
Pain reliever/nighttime sleep-aid

LOT/EXP

soft grip  CAP®

Drug Facts (continued)
Do not use
• if you have ever had an allergic reaction to any other pain reliever/fever reducer
• unless you have time for a full night’s sleep
•  in children under 12 years of age
•  right before or after heart surgery
• with any other product containing diphenhydramine, even one used on skin
•  if you have sleeplessness without pain
Ask a doctor before use if
•  stomach bleeding warning applies to you
•  you have problems or serious side effects from taking pain relievers or

fever reducers
•  you have a history of stomach problems, such as heartburn
•  you have high blood pressure, heart disease, liver cirrhosis, kidney

disease, asthma, or had a stroke
•  you are taking a diuretic
•  you have a breathing problem such as emphysema or chronic bronchitis
•  you have glaucoma
•  you have trouble urinating due to an enlarged prostate gland
Ask a doctor or pharmacist before use if you are
•  taking sedatives or tranquilizers, or any other sleep-aid
•  under a doctor’s care for any serious condition
•  taking aspirin for heart attack or stroke, because naproxen may decrease

this benefit of aspirin
•  taking any other antihistamines
•  taking any other drug
When using this product
•  drowsiness will occur
•  avoid alcoholic drinks
•  do not drive a motor vehicle or operate machinery
•  take with food or milk if stomach upset occurs
Stop use and ask a doctor if
•  you experience any of the following signs of stomach bleeding:

•  feel faint  •  vomit blood  •  have bloody or black stools
•  have stomach pain that does not get better

•  you have symptoms of heart problems or stroke:
• chest pain  • trouble breathing  • weakness in one part or side of body  

•  slurred speech  •  leg swelling

Drug Facts (continued)

•  pain gets worse or lasts more than 10 days

•  sleeplessness persists continuously for more than 2 weeks.
Insomnia may be a symptom of a serious underlying
medical illness. 

•  redness or swelling is present in the painful area

•  any new symptoms appear

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat
If pregnant or breast-feeding, ask a health professional before
use.  It is especially important not to use naproxen sodium during
the last 3 months of pregnancy unless definitely directed to do so
by a doctor because it may cause problems in the unborn child or
complications during delivery.
Keep out of reach of children.  In case of overdose, get medical
help or contact a Poison Control Center right away.

Directions
• do not take more than directed

•  drink a full glass of water with each dose

• adults and children 12 years and over: take 2 caplets at bedtime

•  do not take more than 2 caplets in 24 hours

•  if taken with food, this product may take longer to work

Other information
• read all warnings and directions before use.  Keep outer

carton.

• each caplet contains:  sodium 20 mg

•  store at 20-25ºC (68-77ºF)  

•  avoid high humidity and excessive heat above 40ºC (104ºF)

Inactive ingredients carnauba wax, FD&C blue #2 aluminum
lake, hypromellose, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, povidone, purified water, talc, titanium dioxide

Questions or comments? 1-800-395-0689 
(Mon – Fri 9AM – 5PM EST)

Drug Facts
Active ingredients                             Purposes
(in each caplet)
Diphenhydramine hydrochloride 25 mg ..........Nighttime sleep-aid
Naproxen sodium 220 mg
(naproxen 200 mg) (NSAID)* .....................................Pain reliever
*nonsteroidal anti-inflammatory drug

Uses
•  for relief of occasional sleeplessness when associated with

minor aches and pains

•  helps you fall asleep and stay asleep

Warnings
Allergy alert: Naproxen sodium may cause a severe allergic
reaction, especially in people allergic to aspirin.  Symptoms
may include:

•  hives •  facial swelling •  asthma (wheezing)

•  shock •  skin reddening •  rash •  blisters
If an allergic reaction occurs, stop use and seek medical help
right away.
Stomach bleeding warning: This product contains an NSAID,
which may cause severe stomach bleeding. The chance is
higher if you:

•  are age 60 or older

•  have had stomach ulcers or bleeding problems

•  take a blood thinning (anticoagulant) or steroid drug

•  take other drugs containing prescription or nonprescription
NSAIDs (aspirin, ibuprofen, naproxen, or others)

•  have 3 or more alcoholic drinks every day while using
this product

•  take more or for a longer time than directed
Heart attack and stroke warning: NSAIDs, except aspirin,
increase the risk of heart attack, heart failure, and stroke. These
can be fatal. The risk is higher if you use more than directed or
for longer than directed.

40 caplets
CAPSULE-SHAPED TABLETS

naproxen sodium, 220 mg (NSAID)/
diphenhydramine HCI, 25 mg
Pain reliever/nighttime sleep-aid

PACKAGE IS CHILD-RESISTANT

Sleep Aid PLUS
 12 Hour Pain Relieving

  Strength of Aleve

SOFT GRIP  CAP®
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*nonsteroidal anti-inflammatory drug

Us
es

•  f
or

 re
lie

f o
f o

cc
as

io
na

l s
le

ep
le

ss
ne

ss
 w

he
n 

as
so

cia
te

d
wi

th
 m

in
or

 a
ch

es
 a

nd
 p

ai
ns

•  h
el

ps
 y

ou
 fa

ll a
sle

ep
 a

nd
 s

ta
y 

as
le

ep

W
ar

ni
ng

s
Al

le
rg

y 
al

er
t: 

Na
pr

ox
en

 s
od

iu
m

 m
ay

 c
au

se
 a

 s
ev

er
e

al
le

rg
ic 

re
ac

tio
n,

 e
sp

ec
ia

lly
 in

 p
eo

pl
e 

al
le

rg
ic 

to
 a

sp
iri

n.
 

Sy
m

pt
om

s 
m

ay
 in

clu
de

:

•  h
ive

s
•  f

ac
ia

l s
we

llin
g

•  a
st

hm
a 

(w
he

ez
in

g)
•  s

ho
ck

•  s
kin

 re
dd

en
in

g
•  r

as
h

•  b
lis

te
rs

If 
an

 a
lle

rg
ic 

re
ac

tio
n 

oc
cu

rs
, s

to
p 

us
e 

an
d 

se
ek

 m
ed

ica
l

he
lp

 ri
gh

t a
wa

y.
St

om
ac

h 
bl

ee
di

ng
 w

ar
ni

ng
:T

hi
s 

pr
od

uc
t c

on
ta

in
s 

an
NS

AI
D,

 w
hi

ch
 m

ay
 c

au
se

 s
ev

er
e 

sto
m

ac
h 

ble
ed

in
g. 

Th
e

ch
an

ce
 is

 h
ig

he
r i

f y
ou

:

•  a
re

 a
ge

 6
0 

or
 o

ld
er

•  h
av

e 
ha

d 
sto

m
ac

h 
ul

ce
rs

 o
r b

le
ed

in
g 

pr
ob

le
m

s

•  t
ak

e 
a 

blo
od

 th
in

ni
ng

 (a
nt

ico
ag

ul
an

t) 
or

 s
te

ro
id

 d
ru

g

•  t
ak

e 
ot

he
r d

ru
gs

 c
on

ta
in

in
g 

pr
es

cr
ip

tio
n 

or
no

np
re

sc
rip

tio
n 

NS
AI

Ds
 (a

sp
iri

n,
 ib

up
ro

fe
n,

 n
ap

ro
xe

n,
or

 o
th

er
s)

•  h
av

e 
3 

or
 m

or
e 

al
co

ho
lic

 d
rin

ks
 e

ve
ry

 d
ay

 w
hi

le
 u

sin
g

th
is 

pr
od

uc
t

•  t
ak

e 
m

or
e 

or
 fo

r a
 lo

ng
er

 ti
m

e 
th

an
 d

ire
cte

d
He

ar
t a

tta
ck

 a
nd

 s
tro

ke
 w

ar
ni

ng
: N

SA
ID

s, 
ex

ce
pt

as
pi

rin
, i

nc
re

as
e 

th
e 

ris
k 

of
 h

ea
rt 

at
ta

ck
, h

ea
rt 

fa
ilu

re
, a

nd
st

ro
ke

.T
he

se
 c

an
 b

e 
fa

ta
l.T

he
 ri

sk
 is

 h
ig

he
r i

f y
ou

 u
se

m
or

e 
th

an
 d

ire
cte

d 
or

 fo
r l

on
ge

r t
ha

n 
di

re
cte

d.

Do
 n

ot
 u

se

•  i
f y

ou
 h

av
e 

ev
er

 h
ad

 a
n 

al
le

rg
ic 

re
ac

tio
n 

to
 a

ny
 o

th
er

pa
in

 re
lie

ve
r/f

ev
er

 re
du

ce
r

•  u
nl

es
s 

yo
u 

ha
ve

 ti
m

e 
fo

r a
 fu

ll n
ig

ht
’s 

sle
ep

•  i
n 

ch
ild

re
n 

un
de

r 1
2 

ye
ar

s 
of

 a
ge

•  r
ig

ht
 b

ef
or

e 
or

 a
fte

r h
ea

rt 
su

rg
er

y

•  w
ith

 a
ny

 o
th

er
 p

ro
du

ct
 c

on
ta

in
in

g 
di

ph
en

hy
dr

am
in

e,
ev

en
 o

ne
 u

se
d 

on
 s

kin

•  i
f y

ou
 h

av
e 

sle
ep

le
ss

ne
ss

 w
ith

ou
t p

ai
n

As
k 

a 
do

ct
or

 b
ef

or
e 

us
e 

if

•  s
to

m
ac

h 
ble

ed
in

g 
wa

rn
in

g 
ap

pl
ie

s 
to

 yo
u

•  y
ou

 h
av

e 
pr

ob
le

m
s 

or
 s

er
io

us
 s

id
e 

ef
fe

ct
s 

fro
m

 ta
kin

g
pa

in
 re

lie
ve

rs
 o

r f
ev

er
 re

du
ce

rs

•  y
ou

 h
av

e 
a 

hi
sto

ry
 o

f s
to

m
ac

h 
pr

ob
le

m
s, 

su
ch

 a
s

he
ar

tb
ur

n

•  y
ou

 h
av

e 
hi

gh
 b

lo
od

 p
re

ss
ur

e,
 h

ea
rt 

di
se

as
e,

 liv
er

cir
rh

os
is,

 k
id

ne
y 

di
se

as
e,

 a
st

hm
a,

 o
r h

ad
 a

 s
tro

ke

•  y
ou

 a
re

 ta
kin

g 
a 

di
ur

et
ic

•  y
ou

 h
av

e 
a 

br
ea

th
in

g 
pr

ob
le

m
 s

uc
h 

as
 e

m
ph

ys
em

a
or

 c
hr

on
ic 

br
on

ch
itis

•  y
ou

 h
av

e 
gl

au
co

m
a

•  y
ou

 h
av

e 
tro

ub
le

 u
rin

at
in

g 
du

e 
to

 a
n 

en
la

rg
ed

pr
os

ta
te

 g
la

nd

As
k 

a 
do

ct
or

 o
r p

ha
rm

ac
is

t b
ef

or
e 

us
e 

if 
yo

u 
ar

e

• t
ak

ing
 se

da
tiv

es
 o

r t
ra

nq
uil

ize
rs

, o
r a

ny
 o

th
er

 sl
ee

p-
aid

•  u
nd

er
 a

 d
oc

to
r’s

 c
ar

e 
fo

r a
ny

 s
er

io
us

 c
on

di
tio

n

•  t
ak

in
g 

as
pi

rin
 fo

r h
ea

rt 
at

ta
ck

 o
r s

tro
ke

, b
ec

au
se

na
pr

ox
en

 m
ay

 d
ec

re
as

e 
th

is 
be

ne
fit 

of
 a

sp
iri

n

•  t
ak

in
g 

an
y 

ot
he

r a
nt

ih
ist

am
in

es

•  t
ak

in
g 

an
y 

ot
he

r d
ru

g

W
he

n 
us

in
g 

th
is

 p
ro

du
ct

•  d
ro

ws
in

es
s 

wi
ll o

cc
ur

•  a
vo

id
 a

lco
ho

lic
 d

rin
ks

•  d
o 

no
t d

riv
e 

a 
m

ot
or

 ve
hi

cle
 o

r o
pe

ra
te

 m
ac

hi
ne

ry

•  t
ak

e 
wi

th
 fo

od
 o

r m
ilk

 if
 s

to
m

ac
h 

up
se

t o
cc

ur
s

St
op

 u
se

 a
nd

 a
sk

 a
 d

oc
to

r i
f

•  y
ou

 e
xp

er
ie

nc
e 

an
y 

of
 th

e 
fo

llo
wi

ng
 s

ig
ns

 o
f s

to
m

ac
h

ble
ed

in
g:

•  f
ee

l fa
in

t  
•  v

om
it 

blo
od

•  h
av

e 
blo

od
y 

or
 b

la
ck

 s
to

ol
s

•  h
av

e 
sto

m
ac

h 
pa

in
 th

at
 d

oe
s 

no
t g

et
 b

et
te

r

•  y
ou

 h
av

e 
sy

m
pt

om
s 

of
 h

ea
rt 

pr
ob

le
m

s 
or

 s
tro

ke
:

•  c
he

st
 p

ai
n 

   
•  t

ro
ub

le
 b

re
at

hi
ng

 

•  w
ea

kn
es

s 
in

 o
ne

 p
ar

t o
r s

id
e 

of
 b

od
y 

   

•  s
lu

rre
d 

sp
ee

ch
   

 •  l
eg

 sw
el

lin
g

•  p
ai

n 
ge

ts
 w

or
se

 o
r l

as
ts

 m
or

e 
th

an
 1

0 
da

ys

•  s
le

ep
le

ss
ne

ss
 p

er
sis

ts
 c

on
tin

uo
us

ly 
fo

r m
or

e 
th

an
2 

 w
ee

ks
. I

ns
om

ni
a 

m
ay

 b
e 

a 
sy

m
pt

om
 o

f a
 s

er
io

us
un

de
rly

in
g 

m
ed

ica
l il

ln
es

s. 

•  r
ed

ne
ss

 o
r s

we
llin

g 
is 

pr
es

en
t i

n 
th

e 
pa

in
fu

l a
re

a

•  a
ny

 n
ew

 sy
m

pt
om

s 
ap

pe
ar

•  y
ou

 h
av

e 
di

ffic
ul

ty
 sw

al
low

in
g

•  i
t f

ee
ls 

lik
e 

th
e 

pi
ll i

s 
st

uc
k 

in
 yo

ur
 th

ro
at

If 
pr

eg
na

nt
 o

r b
re

as
t-f

ee
di

ng
,a

sk
 a

 h
ea

lth
 p

ro
fe

ss
io

na
l

be
fo

re
 u

se
.  

It 
is 

es
pe

cia
lly

 im
po

rta
nt

 n
ot

 to
 u

se
 n

ap
ro

xe
n

so
di

um
 d

ur
in

g 
th

e 
la

st
 3

 m
on

th
s 

of
 p

re
gn

an
cy

 u
nl

es
s

de
fin

ite
ly 

di
re

cte
d 

to
 d

o 
so

 b
y 

a 
do

cto
r b

ec
au

se
 it

 m
ay

ca
us

e 
pr

ob
le

m
s 

in
 th

e 
un

bo
rn

 c
hi

ld
 o

r c
om

pl
ica

tio
ns

du
rin

g 
de

liv
er

y.
Ke

ep
 o

ut
 o

f r
ea

ch
 o

f c
hi

ld
re

n.
  I

n 
ca

se
 o

f o
ve

rd
os

e,
 g

et
m

ed
ica

l h
elp

 o
r c

on
ta

ct 
a 

Po
iso

n 
Co

nt
ro

l C
en

te
r r

igh
t a

wa
y.

Di
re

ct
io

ns
• d

o 
no

t t
ak

e 
m

or
e 

th
an

 d
ire

ct
ed

•  d
rin

k 
a 

fu
ll g

la
ss

 o
f w

at
er

 w
ith

 e
ac

h 
do

se

•  a
du

lts
 a

nd
 c

hi
ld

re
n 

12
 y

ea
rs

 a
nd

 o
ve

r: 
ta

ke
 2

 c
ap

le
ts

at
 b

ed
tim

e

•  d
o 

no
t t

ak
e 

m
or

e 
th

an
 2

 c
ap

le
ts

 in
 2

4 
ho

ur
s

• i
f t

ak
en

 w
ith

 fo
od

, t
his

 p
ro

du
ct 

m
ay

 ta
ke

 lo
ng

er
 to

 w
or

k

Ot
he

r i
nf

or
m

at
io

n
• r

ea
d 

al
l w

ar
ni

ng
s 

an
d 

di
re

ct
io

ns
 b

ef
or

e 
us

e.
 

• e
ac

h 
ca

pl
et

 c
on

ta
in

s:
  s

od
iu

m
 2

0 
m

g

•  s
to

re
 a

t 2
0-

25
°C

 (6
8-

77
°F

)  

•  a
vo

id
 h

ig
h 

hu
m

id
ity

 a
nd

 e
xc

es
siv

e 
he

at
 a

bo
ve

40
°C

 (1
04

°F
)

In
ac

tiv
e 

in
gr

ed
ie

nt
s

ca
rn

au
ba

 w
ax

, F
D&

C 
bl

ue
#2

 a
lu

m
in

um
 la

ke
, h

yp
ro

m
el

lo
se

, m
ag

ne
siu

m
 s

te
ar

at
e,

m
icr

oc
ry

st
al

lin
e 

ce
llu

lo
se

, p
ol

ye
th

yle
ne

 g
lyc

ol
, p

ov
id

on
e,

pu
rif

ie
d 

wa
te

r, 
ta

lc,
 ti

ta
ni

um
 d

io
xid

e

Qu
es

tio
ns

 o
r c

om
m

en
ts

?
1-

80
0-

39
5-

06
89

(M
on

-F
ri 

9A
M

 –
 5

PM
 E

ST
) Drug Facts

Dr
ug

 Fa
ct

s(
co

nti
nu

ed
)

Dr
ug

 Fa
ct

s(
co

nti
nu

ed
)

108-300-1305

108-300-1305

BASE LABEL
COPY AREA
1.25” WIDE

X
1.884” HIGH

Drug Facts Title

Drug Facts Continued

Headings*

Subheadings

Body Text

Bullets

Leading

Hairlines

Box and Barlines†

Characters Per Inch:

>8 pt **

8 pt

8 pt-bold italic*

≥6 pt

≥6 pt

5 pt

≥0.5 pt

0.5 pt rule

>0.5 pt rule

No more than 39

8.1 pt

8 pt

8 pt

6 pt

6 pt

12 pt

0.5 pt

0.5 pt

2.5 pt

≤39

DRUG FACTS INFO
CATEGORY REQUIRED ACTUAL IN FILE

* Headings are to be at least 2pts larger than Body Text.
** Drug Facts Title to be larger than all other type size used in DFP
† FDA Recommends 2.5pt rule

FDA00211-1

Reference ID: 4587317

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



EASY OPEN CAP

Reference ID: 4587317

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



Dr
ug

 F
ac

ts
Ac

tiv
e 

in
gr

ed
ie

nt
s  

  
Pu

rp
os

es
( in

 e
ac

h 
ca

pl
et

)
Di

ph
en

hy
dr

am
ine

hy
dr

oc
hlo

rid
e 

25
 m

g.
...

...
Ni

gh
ttim

e 
sle

ep
-a

id
Na

pr
ox

en
 so

diu
m

 2
20

 m
g

(n
ap

ro
xe

n 
20

0 
m

g)
 (N

SA
ID

)*.
...

.P
ain

 re
lie

ve
r

*n
on

ste
ro

ida
l a

nt
i-in

fla
m

m
at

or
y d

ru
g

Us
es

•  f
or

 re
lie

f o
f o

cc
as

io
na

l s
le

ep
le

ss
ne

ss
wh

en
 a

ss
oc

ia
te

d 
wi

th
 m

in
or

 a
ch

es
an

d 
pa

in
s

•  h
el

ps
 yo

u 
fa

ll a
sle

ep
 a

nd
 s

ta
y 

as
le

ep

W
ar

ni
ng

s
Al

le
rg

y 
al

er
t: 

Na
pr

ox
en

 s
od

iu
m

 m
ay

 c
au

se
a 

se
ve

re
 a

lle
rg

ic 
re

ac
tio

n,
 e

sp
ec

ia
lly

 in
pe

op
le

 a
lle

rg
ic 

to
 a

sp
iri

n.
  S

ym
pt

om
s 

m
ay

in
clu

de
:

•  h
ive

s
•  f

ac
ia

l s
we

llin
g

•  a
st

hm
a 

(w
he

ez
in

g)
•  s

ho
ck

•  s
kin

 re
dd

en
in

g
•  r

as
h

•  b
lis

te
rs

If 
an

 a
lle

rg
ic 

re
ac

tio
n 

oc
cu

rs
, s

to
p 

us
e 

an
d

se
ek

 m
ed

ica
l h

el
p 

rig
ht

 a
wa

y.
St

om
ac

h 
bl

ee
di

ng
 w

ar
ni

ng
: T

hi
s

pr
od

uc
t

co
nt

ai
ns

 a
n 

NS
AI

D,
 w

hi
ch

 m
ay

 c
au

se
se

ve
re

 s
to

m
ac

h 
ble

ed
in

g. 
Th

e 
ch

an
ce

 is
hi

gh
er

 if
 yo

u:

•  a
re

 a
ge

 6
0 

or
 o

ld
er

•  h
av

e 
ha

d 
sto

m
ac

h 
ul

ce
rs

 o
r b

le
ed

in
g

pr
ob

le
m

s

•  t
ak

e 
a 

blo
od

 th
in

ni
ng

 (a
nt

ico
ag

ul
an

t)
or

 s
te

ro
id

 d
ru

g

•  t
ak

e 
ot

he
r d

ru
gs

 c
on

ta
in

in
g 

pr
es

cr
ip

tio
n

or
 n

on
pr

es
cr

ip
tio

n 
NS

AI
Ds

 (a
sp

iri
n,

ibu
pr

of
en

, n
ap

ro
xe

n,
 o

r o
th

er
s)

•  h
av

e 
3 

or
 m

or
e 

al
co

ho
lic

 d
rin

ks
 e

ve
ry

da
y 

wh
ile

 u
sin

g 
th

is 
pr

od
uc

t

•  t
ak

e 
m

or
e 

or
 fo

r a
 lo

ng
er

 ti
m

e 
th

an
di

re
cte

d
He

ar
t a

tta
ck

 a
nd

 s
tro

ke
 w

ar
ni

ng
:

NS
AI

Ds
, e

xc
ep

t a
sp

iri
n,

 in
cr

ea
se

 th
e 

ris
k 

of
he

ar
t a

tta
ck

, h
ea

rt 
fa

ilu
re

, a
nd

 s
tro

ke
.

Th
es

e 
ca

n 
be

 fa
ta

l.T
he

 ri
sk

 is
 h

ig
he

r i
f y

ou
us

e 
m

or
e 

th
an

 d
ire

cte
d 

or
 fo

r l
on

ge
r t

ha
n

di
re

cte
d.

Dr
ug

 F
ac

ts
 (c

on
tin

ue
d)

Do
 n

ot
 u

se

•  i
f y

ou
 h

av
e 

ev
er

 h
ad

 a
n 

al
le

rg
ic 

re
ac

tio
n 

to
 a

ny
 o

th
er

 p
ai

n
re

lie
ve

r/f
ev

er
 re

du
ce

r

•  u
nl

es
s 

yo
u 

ha
ve

 ti
m

e 
fo

r a
 fu

ll n
ig

ht
’s 

sle
ep

•  i
n 

ch
ild

re
n 

un
de

r 1
2 

ye
ar

s 
of

 a
ge

•  r
ig

ht
 b

ef
or

e 
or

 a
fte

r h
ea

rt 
su

rg
er

y

•  w
ith

 a
ny

 o
th

er
 p

ro
du

ct
 c

on
ta

in
in

g 
di

ph
en

hy
dr

am
in

e,
 e

ve
n

on
e 

us
ed

 o
n 

sk
in

•  i
f y

ou
 h

av
e 

sle
ep

le
ss

ne
ss

 w
ith

ou
t p

ai
n

As
k 

a 
do

ct
or

 b
ef

or
e 

us
e 

if

•  s
to

m
ac

h 
ble

ed
in

g 
wa

rn
in

g 
ap

pl
ie

s 
to

 yo
u

•  y
ou

 h
av

e 
pr

ob
le

m
s 

or
 s

er
io

us
 s

id
e 

ef
fe

ct
s 

fro
m

 ta
kin

g 
pa

in
re

lie
ve

rs
 o

r f
ev

er
 re

du
ce

rs

•  y
ou

 h
av

e 
a 

hi
sto

ry
 o

f s
to

m
ac

h 
pr

ob
le

m
s, 

su
ch

 a
s 

he
ar

tb
ur

n

• y
ou

 h
av

e 
hi

gh
 b

lo
od

 p
re

ss
ur

e,
 h

ea
rt 

di
se

as
e,

 liv
er

 c
irr

ho
sis

,
kid

ne
y 

di
se

as
e,

 a
st

hm
a,

 o
r h

ad
 a

 s
tro

ke

•  y
ou

 a
re

 ta
kin

g 
a 

di
ur

et
ic

•  y
ou

 h
av

e 
a 

br
ea

th
in

g 
pr

ob
le

m
 s

uc
h 

as
 e

m
ph

ys
em

a 
or

ch
ro

ni
c 

br
on

ch
itis

•  y
ou

 h
av

e 
gl

au
co

m
a

•  y
ou

 h
av

e 
tro

ub
le

 u
rin

at
in

g 
du

e 
to

 a
n 

en
la

rg
ed

 p
ro

sta
te

 g
la

nd
As

k 
a 

do
ct

or
 o

r p
ha

rm
ac

is
t b

ef
or

e 
us

e 
if 

yo
u 

ar
e

•  t
ak

in
g 

se
da

tiv
es

 o
r t

ra
nq

ui
liz

er
s, 

or
 a

ny
 o

th
er

 s
le

ep
-a

id

•  u
nd

er
 a

 d
oc

to
r’s

 c
ar

e 
fo

r a
ny

 s
er

io
us

 c
on

di
tio

n

•  t
ak

in
g 

as
pi

rin
 fo

r h
ea

rt 
at

ta
ck

 o
r s

tro
ke

, b
ec

au
se

 n
ap

ro
xe

n
m

ay
 d

ec
re

as
e 

th
is 

be
ne

fit 
of

 a
sp

iri
n

•  t
ak

in
g 

an
y 

ot
he

r a
nt

ih
ist

am
in

es

•  t
ak

in
g 

an
y 

ot
he

r d
ru

g
W

he
n 

us
in

g 
th

is
 p

ro
du

ct

•  d
ro

ws
in

es
s 

wi
ll o

cc
ur

•  a
vo

id
 a

lco
ho

lic
 d

rin
ks

•  d
o 

no
t d

riv
e 

a 
m

ot
or

 ve
hi

cle
 o

r o
pe

ra
te

 m
ac

hi
ne

ry

•  t
ak

e 
wi

th
 fo

od
 o

r m
ilk

 if
 s

to
m

ac
h 

up
se

t o
cc

ur
s

St
op

 u
se

 a
nd

 a
sk

 a
 d

oc
to

r i
f

•  y
ou

 e
xp

er
ien

ce
 a

ny
 o

f t
he

 fo
llo

wi
ng

 si
gn

s o
f s

to
m

ac
h 

ble
ed

ing
:

•  fe
el 

fai
nt

   
  
•  v

om
it b

loo
d 

   
 •  h

av
e 

blo
od

y o
r b

lac
k

sto
ols

   
  
•  h

av
e 

sto
m

ac
h 

pa
in 

th
at

 d
oe

s n
ot

 g
et

 b
ett

er

• y
ou

 h
av

e 
sy

m
pt

om
s o

f h
ea

rt 
pr

ob
lem

s o
r s

tro
ke

:

•  c
he

st 
pa

in 
   

   
   

  
•  t

ro
ub

le 
br

ea
th

ing
 

•  w
ea

kn
es

s i
n 

on
e 

pa
rt 

or
 si

de
 o

f b
od

y  
  

•  s
lur

re
d 

sp
ee

ch
   

  
•  le

g 
sw

ell
ing

•  p
ain

 g
et

s w
or

se
 o

r l
as

ts 
m

or
e 

th
an

 10
 d

ay
s

•  s
lee

ple
ss

ne
ss

 p
er

sis
ts 

co
nt

inu
ou

sly
 fo

r m
or

e 
th

an
 2

 w
ee

ks
.

In
so

m
nia

 m
ay

 b
e 

a 
sy

m
pt

om
 o

f a
 se

rio
us

 u
nd

er
lyi

ng
m

ed
ica

l il
lne

ss
. 

•  r
ed

ne
ss

 o
r s

we
llin

g 
is 

pr
es

en
t in

 th
e 

pa
inf

ul 
ar

ea

•  a
ny

 n
ew

 sy
m

pt
om

s a
pp

ea
r

Dr
ug

 F
ac

ts
 (c

on
tin

ue
d)

•  y
ou

 h
av

e 
dif

fic
ult

y s
wa

llo
wi

ng

•  it
 fe

els
 lik

e 
th

e 
pil

l is
 st

uc
k i

n 
yo

ur
 th

ro
at

If 
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. 
 It

 is
es

pe
cia

lly
 im

po
rta

nt
 n

ot
 to

 u
se

 n
ap

ro
xe

n
so

di
um

 d
ur

in
g 

th
e 

la
st

 3
 m

on
th

s 
of

pr
eg

na
nc

y 
un

le
ss

 d
ef

in
ite

ly 
di

re
cte

d 
to

 d
o

so
 b

y 
a 

do
cto

r b
ec

au
se

 it
 m

ay
 c

au
se

pr
ob

le
m

s 
in

 th
e 

un
bo

rn
 c

hi
ld

 o
r

co
m

pl
ica

tio
ns

 d
ur

in
g 

de
liv

er
y.

K e
ep

 o
ut

 o
f r

ea
ch

 o
f c

hi
ld

re
n.

  I
n 

ca
se

of
 o

ve
rd

os
e,

 g
et

 m
ed

ica
l h

el
p 

or
 c

on
ta

ct
 a

Po
iso

n 
Co

nt
ro

l C
en

te
r r

ig
ht

 a
wa

y.

Di
re

ct
io

ns
• d

o 
no

t t
ak

e 
m

or
e 

th
an

 d
ire

ct
ed

•  d
rin

k 
a 

fu
ll g

la
ss

 o
f w

at
er

 w
ith

ea
ch

 d
os

e

•  a
du

lts
 a

nd
 c

hi
ld

re
n 

12
 ye

ar
s 

an
d 

ov
er

:
ta

ke
 2

 c
ap

le
ts

 a
t b

ed
tim

e

•  d
o 

no
t t

ak
e 

m
or

e 
th

an
 2

 c
ap

le
ts

 in
24

 h
ou

rs

•  i
f t

ak
en

 w
ith

 fo
od

, t
hi

s 
pr

od
uc

t m
ay

ta
ke

 lo
ng

er
 to

 w
or

k

Ot
he

r i
nf

or
m

at
io

n
• r

ea
d 

al
l w

ar
ni

ng
s 

an
d 

di
re

ct
io

ns
be

fo
re

 u
se

.  
Ke

ep
 o

ut
er

 c
ar

to
n.

• e
ac

h 
ca

pl
et

 c
on

ta
in

s:
  s

od
iu

m
 2

0 
m

g

•  s
to

re
 a

t 2
0-

25
°C

 (6
8-

77
°F

)  

•  a
vo

id
 h

ig
h 

hu
m

id
ity

 a
nd

 e
xc

es
siv

e
he

at
 a

bo
ve

 4
0°

C 
(1

04
°F

)

In
ac

tiv
e 

in
gr

ed
ie

nt
s  

ca
rn

au
ba

wa
x,

 F
D&

C 
blu

e 
#2

 a
lu

m
inu

m
 la

ke
,

hy
pr

om
el

lo
se

, m
ag

ne
siu

m
 s

te
ar

at
e,

m
icr

oc
ry

sta
llin

e 
ce

llu
lo

se
, p

oly
et

hy
le

ne
gly

co
l, 

po
vid

on
e,

 p
ur

ifie
d 

wa
te

r, 
ta

lc,
tita

ni
um

 d
iox

id
e

Qu
es

tio
ns

 o
r c

om
m

en
ts

? 
1-8

00
-3

95
-0

68
9  

(M
on

 – 
Fr

i 9
AM

 – 
5P

M
 E

ST
)

D
is

t. 
by

:
B

ay
er

 H
ea

lth
C

ar
e 

LL
C

W
hi

pp
an

y,
 N

J 
07

98
1

M
A

D
E 

IN
 G

ER
M

A
N

Y

Do
 n

ot
 u

se
 if

 ca
rto

n 
is 

op
en

 o
r i

f f
oi

l s
ea

l i
m

pr
in

te
d 

w
ith

"B
ay

er
 H

ea
lth

Ca
re

" o
n 

bo
ttl

e 
op

en
in

g 
is 

m
iss

in
g 

or
 b

ro
ke

n.

00000000

0
0
0
0

B
ayer, the B

ayer C
ross and

A
leve are

registered tradem
arks of B

ayer.

LO
T/

EX
P

96

®®

naproxen sodium, 220 mg (NSAID)/
diphenhydramine HCI, 25 mg
Pain reliever/nighttime sleep-aid

naproxen sodium, 220 mg (NSAID)/
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Pain reliever/nighttime sleep-aid

Sleep Aid PLUS
12 Hour Pain Relieving
Strength of Aleve

Sleep Aid PLUS
12 Hour Pain Relieving
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Drug Facts (continued)

Do not use

• if you have ever had an allergic reaction to any other pain reliever/fever reducer

• unless you have time for a full night’s sleep

•  in children under 12 years of age

•  right before or after heart surgery

• with any other product containing diphenhydramine, even one used on skin

•  if you have sleeplessness without pain

Ask a doctor before use if

•  stomach bleeding warning applies to you

•  you have problems or serious side effects from taking pain relievers or
fever reducers

•  you have a history of stomach problems, such as heartburn

•  you have high blood pressure, heart disease, liver cirrhosis, kidney
disease, asthma, or had a stroke

•  you are taking a diuretic

•  you have a breathing problem such as emphysema or chronic bronchitis

•  you have glaucoma

•  you have trouble urinating due to an enlarged prostate gland

Ask a doctor or pharmacist before use if you are

•  taking sedatives or tranquilizers, or any other sleep-aid

•  under a doctor’s care for any serious condition

•  taking aspirin for heart attack or stroke, because naproxen may decrease
this benefit of aspirin

•  taking any other antihistamines

•  taking any other drug

When using this product

•  drowsiness will occur

•  avoid alcoholic drinks

•  do not drive a motor vehicle or operate machinery

•  take with food or milk if stomach upset occurs

Stop use and ask a doctor if

•  you experience any of the following signs of stomach bleeding:

•  feel faint   •  vomit blood   •  have bloody or black stools

•  have stomach pain that does not get better

•  you have symptoms of heart problems or stroke:

•  chest pain   •  trouble breathing

•  weakness in one part or side of body

•  slurred speech   •  leg swelling

Drug Facts (continued)

•  pain gets worse or lasts more than 10 days

•  sleeplessness persists continuously for more than 2 weeks.
Insomnia may be a symptom of a serious underlying
medical illness. 

•  redness or swelling is present in the painful area

•  any new symptoms appear

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat

If pregnant or breast-feeding, ask a health professional before
use.  It is especially important not to use naproxen sodium during
the last 3 months of pregnancy unless definitely directed to do so
by a doctor because it may cause problems in the unborn child or
complications during delivery.
Keep out of reach of children.  In case of overdose, get medical
help or contact a Poison Control Center right away.

Directions
• do not take more than directed

•  drink a full glass of water with each dose

• adults and children 12 years and over: take 2 caplets at bedtime

•  do not take more than 2 caplets in 24 hours

•  if taken with food, this product may take longer to work

Other information
• read all warnings and directions before use.  Keep outer

carton.

• each caplet contains:  sodium 20 mg

•  store at 20-25ºC (68-77ºF)  

•  avoid high humidity and excessive heat above 40ºC (104ºF)

Inactive ingredients carnauba wax, FD&C blue #2 aluminum
lake, hypromellose, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, povidone, purified water, talc, titanium dioxide

Questions or comments? 1-800-395-0689 
(Mon – Fri 9AM – 5PM EST)

Drug Facts

Active ingredients                             Purposes
(in each caplet)
Diphenhydramine hydrochloride 25 mg ..........Nighttime sleep-aid
Naproxen sodium 220 mg
(naproxen 200 mg) (NSAID)* .....................................Pain reliever
*nonsteroidal anti-inflammatory drug

Uses
•  for relief of occasional sleeplessness when associated with

minor aches and pains

•  helps you fall asleep and stay asleep

Warnings
Allergy alert: Naproxen sodium may cause a severe allergic
reaction, especially in people allergic to aspirin.  Symptoms
may include:

•  hives •  facial swelling •  asthma (wheezing)

•  shock •  skin reddening •  rash •  blisters
If an allergic reaction occurs, stop use and seek medical help
right away.
Stomach bleeding warning: This product contains an NSAID,
which may cause severe stomach bleeding. The chance is
higher if you:

•  are age 60 or older

•  have had stomach ulcers or bleeding problems

•  take a blood thinning (anticoagulant) or steroid drug

•  take other drugs containing prescription or nonprescription
NSAIDs (aspirin, ibuprofen, naproxen, or others)

•  have 3 or more alcoholic drinks every day while using
this product

•  take more or for a longer time than directed
Heart attack and stroke warning: NSAIDs, except aspirin,
increase the risk of heart attack, heart failure, and stroke. These
can be fatal. The risk is higher if you use more than directed or
for longer than directed.

naproxen sodium, 220 mg (NSAID)/
diphenhydramine HCI, 25 mg
Pain reliever/nighttime sleep-aid

Do not use if printed safety seal bearing
“Bayer HealthCare” under cap is torn or missing.

soft grip  CAP®

PACKAGE IS CHILD-RESISTANT

Sleep Aid PLUS
 12 Hour Pain Relieving

  Strength of Aleve

120 caplets
CAPSULE-SHAPED TABLETS

naproxen sodium, 220 mg (NSAID)/
diphenhydramine HCI, 25 mg
Pain reliever/nighttime sleep-aid

SOFT GRIP  CAP

Dist. by:
Bayer HealthCare LLC
Whippany, NJ 07981
PRODUCT OF GERMANY
Bayer, the Bayer Cross, Aleve, and Soft Grip
are registered trademarks of Bayer.
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Drug Facts
Active ingredients Purposes
(in each caplet)
Diphenhydramine
hydrochloride 25 mg........Nighttime sleep-aid
Naproxen sodium 220 mg
(naproxen 200 mg) (NSAID)*......Pain reliever
*nonsteroidal anti-inflammatory drug

Uses
•  for relief of occasional sleeplessness 

when associated with minor aches
and pains

•  helps you fall asleep and stay asleep

Warnings
Allergy alert: Naproxen sodium may cause
a severe allergic reaction, especially in
people allergic to aspirin.  Symptoms may
include:
•  hives •  facial swelling    
•  asthma (wheezing) •  shock
•  skin reddening •  rash
•  blisters
If an allergic reaction occurs, stop use and
seek medical help right away.
Stomach bleeding warning: This product
contains an NSAID, which may cause severe
stomach bleeding. The chance is higher if you:
•  are age 60 or older
•  have had stomach ulcers or bleeding 
     problems
•  take a blood thinning (anticoagulant) or
     steroid drug
•  take other drugs containing prescription
     or nonprescription NSAIDs (aspirin,
     ibuprofen, naproxen, or others)
•  have 3 or more alcoholic drinks every day
     while using this product
•  take more or for a longer time than
     directed

Drug Facts (continued)
Heart attack and stroke warning: NSAIDs, except aspirin,
increase the risk of heart attack, heart failure, and stroke. These
can be fatal. The risk is higher if you use more than directed or
for longer than directed.
Do not use
•  if you have ever had an allergic reaction to any other pain

 reliever/fever reducer
•  unless you have time for a full night’s sleep
•  in children under 12 years of age
•  right before or after heart surgery
•  with any other product containing diphenhydramine, even

 one used on skin
•  if you have sleeplessness without pain
Ask a doctor before use if
•  stomach bleeding warning applies to you
•  you have problems or serious side effects from taking pain

relievers or fever reducers
•  you have a history of stomach problems, such as heartburn
•  you have high blood pressure, heart disease, liver cirrhosis,

kidney disease, asthma, or had a stroke
•  you are taking a diuretic
•  you have a breathing problem such as emphysema or

chronic bronchitis
•  you have glaucoma
•  you have trouble urinating due to an enlarged prostate gland
Ask a doctor or pharmacist before use if you are
•  taking sedatives or tranquilizers, or any other sleep-aid
•  under a doctor’s care for any serious condition
•  taking aspirin for heart attack or stroke, because naproxen

may decrease this benefit of aspirin
•  taking any other antihistamines
•  taking any other drug
When using this product
•  drowsiness will occur
•  avoid alcoholic drinks
•  do not drive a motor vehicle or operate machinery
•  take with food or milk if stomach upset occurs
Stop use and ask a doctor if
• you experience any of the following signs of stomach bleeding:

Drug Facts (continued)
   •  feel faint  •  vomit blood  • have bloody or black stools
  •  have stomach pain that does not get better
•  you have symptoms of heart problems or stroke:

•  chest pain  •  trouble breathing
•  weakness in one part or side of body
•  slurred speech  •  leg swelling 

•  pain gets worse or lasts more than 10 days
•  sleeplessness persists continuously for more than 2 weeks.
  Insomnia may be a symptom of a serious underlying medical
   illness. 
•  redness or swelling is present in the painful area
•  any new symptoms appear
•  you have difficulty swallowing
•  it feels like the pill is stuck in your throat

If pregnant or breast-feeding, ask a health professional before
use.  It is especially important not to use naproxen sodium
during the last 3 months of pregnancy unless definitely directed
to do so by a doctor because it may cause problems in the
unborn child or complications during delivery.
Keep out of reach of children.  In case of overdose, get
medical help or contact a Poison Control Center right away.

Directions
• do not take more than directed
•  drink a full glass of water with each dose
• adults and children 12 years and over: take 2 caplets at bedtime
•  do not take more than 2 caplets in 24 hours
•  if taken with food, this product may take longer to work

Other information
• read all warnings and directions before use.  Keep outer

 carton.
• each caplet contains:  sodium 20 mg
•  store at 20-25°C (68-77°F)  
• avoid high humidity and excessive heat above 40°C (104°F)

Inactive ingredients  carnauba wax, FD&C blue #2
aluminum lake, hypromellose, magnesium stearate,
microcrystalline cellulose, polyethylene glycol, povidone,
purified water, talc, titanium dioxide
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Sleep Aid PLUS
12 Hour Pain Relieving
Strength of Aleve

naproxen sodium, 220 mg (NSAID)/
diphenhydramine HCI, 25 mg
Pain reliever/nighttime sleep-aid

160 caplets*
  *CAPSULE-SHAPED TABLETS

Drug Facts Title

Drug Facts Continued

Headings*

Subheadings

Body Text

Bullets

Leading

Hairlines

Box and Barlines†

Characters Per Inch:

>8 pt **

8 pt

8 pt-bold italic*

≥6 pt

≥6 pt

5 pt

≥0.5 pt

0.5 pt rule

>0.5 pt rule

No more than 39

8.1 pt

8 pt

8 pt

6 pt

6 pt

10 pt

0.5 pt

0.5 pt

2.5 pt

≤39

DRUG FACTS INFO
CATEGORY REQUIRED ACTUAL IN FILE

* Headings are to be at least 2pts larger than Body Text.
** Drug Facts Title to be larger than all other type size used in DFP
† FDA Recommends 2.5pt rule

FDA00217-1

Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



200%

100%

Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



Reference ID: 4587317

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



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

VALERIE S PRATT
04/06/2020 12:29:06 PM

Signature Page 1 of 1

Reference ID: 4587317

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




