


23.0000"

3.8745" 4.6875" 4.7500" 4.7500" 4.9380"

2.
25

00
"

Fold Line
(Does not print)

Fold Line
(Does not print)

Fold Line
(Does not print)

Fold Line
(Does not print)

Page #7 Page #8 Page #9 Page #10 Cover
(Page #1)

Hi-tech Pharmacal®
4oz. Prednisolone

Sodium Phosphate OS
(Seton Version)

Booklet

Front

920 Avenue R Bldg. #200
Grand Prairie, TX  75050 (469)733-1506

Healthcare Packaging

PMS
347

PMS
293BLACK

THIS PROOF IS NOT INTENDED FOR 
COLOR REPRESENTATION.  PLEASE 
REVIEW FOR COPY AND POSITIONING 
OF GRAPHICS AND TEXT.

APPROVAL SIGNATURE/DATE:

APPROVED

REVISE AND RE-PROOF

PLATINUM PRESS FAX:
(469)733-1510

GRAPHICS PROOF
Size:

Rev:

2.2500” x 5.7500” Copy
Position

4

C
o

p
y

#4

#4

Co
rti

so
ne

, 2
5 

 Tri
am

cin
olo

ne
, 4

     
     

     
   H

yd
roc

or
tis

on
e, 

20
     

 Pa
ram

eth
as

on
e, 

2
Pr

ed
nis

olo
ne

, 5
 

 Be
ta

me
th

as
on

e, 
0.7

5  
     

Pr
ed

nis
on

e, 
5  

     
     

     
De

xa
me

th
as

on
e, 

0.7
5

Me
th

ylp
red

nis
olo

ne
, 4

Inc
rea

sed
 ac

tiv
ity

 of
 bo

th 
cyc

los
po

rin
 an

d c
ort

ico
ste

roi
ds 

ma
y o

ccu
r w

he
n t

he
 tw

o a
re 

use
d 

con
cur

ren
tly

.  C
on

vu
lsio

ns 
ha

ve
 be

en
 re

po
rte

d w
ith

 th
is c

on
cur

ren
t u

se.
Est

rog
en

s m
ay

 de
cre

ase
 th

e h
ep

ati
c m

eta
bo

lism
 of

 ce
rta

in 
cor

tic
ost

ero
ids

 th
ere

by
 in

cre
asi

ng
 

the
ir e

ffe
ct.

Ke
toc

on
az

ole
 ha

s b
ee

n r
ep

ort
ed

 to
 de

cre
ase

 th
e m

eta
bo

lism
 of

 ce
rta

in 
cor

tic
ost

ero
ids

 by
 up

 to
 

60
% 

lea
din

g t
o a

n i
ncr

ea
sed

 ris
k o

f c
ort

ico
ste

roi
d s

ide
 ef

fec
ts.

Co
ad

mi
nis

tra
tio

n o
f c

ort
ico

ste
roi

ds 
an

d w
arf

ari
n u

sua
lly

 re
su

lts
 in

 in
hib

itio
n o

f re
spo

ns
e t

o 
wa

rfa
rin

, a
lth

ou
gh

 th
ere

 ha
ve

 be
en

 so
me

 co
nfl

ict
ing

 re
po

rts
.  T

he
ref

ore
, c

oa
gu

lat
ion

 in
dic

es 
sho

uld
 be

 m
on

ito
red

 fre
qu

en
tly

 to
 m

ain
tai

n t
he

 de
sir

ed
 an

tic
oa

gu
lan

t e
ffe

ct.
Co

nco
mi

tan
t u

se 
of 

asp
irin

 (o
r o

the
r n

on
-ste

roi
da

l a
nti

-in
fla

mm
ato

ry 
ag

en
ts)

 an
d c

ort
ico

ste
roi

ds 
inc

rea
ses

 th
e r

isk
 of

 ga
str

oin
tes

tin
al 

sid
e e

ffe
cts

.  A
spi

rin
 sh

ou
ld 

be
 us

ed
 ca

uti
ou

sly
 in

 
con

jun
cti

on
 w

ith
 co

rtic
ost

ero
ids

 in
 hy

po
pro

thr
om

bin
em

ia.
  T

he
 cle

ara
nce

 of
 sa

licy
lat

es 
ma

y b
e 

inc
rea

sed
 w

ith
 co

ncu
rre

nt 
use

 of
 co

rtic
ost

ero
ids

.
Wh

en
 co

rtic
ost

ero
ids

 ar
e a

dm
ini

ste
red

 co
nco

mi
tan

tly
 w

ith
 po

tas
siu

m-
de

ple
tin

g a
ge

nts
 (i

.e.
, 

diu
ret

ics
, a

mp
ho

ter
icin

-B)
, p

ati
en

ts 
sho

uld
 be

 ob
ser

ve
d c

los
ely

 fo
r d

ev
elo

pm
en

t o
f h

yp
ok

ale
mi

a. 
 

Pa
tie

nts
 on

 di
git

ali
s g

lyc
osi

de
s m

ay
 be

 at
 in

cre
ase

d r
isk

 of
 ar

rhy
thm

ias
 du

e t
o h

yp
ok

ale
mi

a.
Co

nco
mi

tan
t u

se 
of 

an
tich

oli
ne

ste
ras

e a
ge

nts
 an

d c
ort

ico
ste

roi
ds 

ma
y p

rod
uce

 se
ve

re 
we

ak
ne

ss 
in 

pa
tie

nts
 w

ith
 m

ya
sth

en
ia 

gra
vis

.  I
f p

oss
ibl

e, 
an

tich
oli

ne
ste

ras
e a

ge
nts

 sh
ou

ld 
be

 w
ith

dra
wn

 
at 

lea
st 

24
 ho

urs
 be

for
e i

nit
iat

ing
 co

rtic
ost

ero
id 

the
rap

y.
Du

e t
o i

nh
ibi

tio
n o

f a
nti

bo
dy

 re
spo

ns
e, 

pa
tie

nts
 on

 pr
olo

ng
ed

 co
rtic

ost
ero

id 
the

rap
y m

ay
 ex

hib
it 

a d
im

ini
she

d r
esp

on
se 

to 
tox

oid
s a

nd
 liv

e o
r in

ac
tiv

ate
d v

acc
ine

s. 
 Co

rtic
ost

ero
ids

 m
ay

 al
so 

po
ten

tia
te 

the
 re

pli
cat

ion
 of

 so
me

 or
ga

nis
ms

 co
nta

ine
d i

n l
ive

 at
ten

ua
ted

 va
cci

ne
s. 

 If 
po

ssi
ble

, 
rou

tin
e a

dm
ini

str
ati

on
 of

 va
cci

ne
s o

r to
xo

ids
 sh

ou
ld 

be
 de

fer
red

 un
til 

cor
tic

ost
ero

id 
the

rap
y i

s 
dis

con
tin

ue
d.

Be
cau

se 
cor

tic
ost

ero
ids

 m
ay

 in
cre

ase
 bl

oo
d g

luc
ose

 co
nce

ntr
ati

on
s, 

do
sag

e a
dju

stm
en

ts 
of 

an
tid

iab
eti

c a
ge

nts
 m

ay
 be

 re
qu

ire
d.

Co
rtic

ost
ero

ids
 m

ay
 su

pp
res

s r
ea

cti
on

s t
o s

kin
 te

sts
.

Pr
eg

na
nc

y:
  T

er
at

og
en

ic 
Eff

ec
ts:

 P
re

gn
an

cy
 Ca

teg
or

y C
.

Pre
dn

iso
lon

e h
as 

be
en

 sh
ow

n t
o b

e t
era

tog
en

ic i
n m

an
y s

pe
cie

s w
he

n g
ive

n i
n d

ose
s e

qu
iva

len
t 

to 
the

 hu
ma

n d
ose

.  A
nim

al 
stu

die
s in

 w
hic

h p
red

nis
olo

ne
 ha

s b
ee

n g
ive

n t
o p

reg
na

nt 
mi

ce,
 

rat
s, 

an
d r

ab
bit

s h
av

e y
iel

de
d a

n i
ncr

ea
sed

 in
cid

en
ce 

of 
cle

ft p
ala

te 
in 

the
 of

fsp
rin

g. 
 Th

ere
 ar

e 
no

 ad
eq

ua
te 

an
d w

ell
 co

ntr
oll

ed
 st

ud
ies

 in
 pr

eg
na

nt 
wo

me
n. 

 Pr
ed

nis
olo

ne
 So

diu
m 

Ph
osp

ha
te 

Or
al 

So
lut

ion
 sh

ou
ld 

be
 us

ed
 du

rin
g p

reg
na

ncy
 on

ly 
if t

he
 po

ten
tia

l b
en

efi
t ju

sti
fie

s t
he

 
po

ten
tia

l ri
sk 

to 
the

 fe
tus

.  I
nfa

nts
 bo

rn 
to 

mo
the

rs 
wh

o h
av

e r
ece

ive
d c

ort
ico

ste
roi

ds 
du

rin
g 

pre
gn

an
cy 

sho
uld

 be
 ca

ref
ull

y o
bse

rve
d f

or 
sig

ns 
of 

hy
po

ad
ren

ali
sm

.
Nu

rsi
ng

 M
ot

he
rs:

Sy
ste

mi
cal

ly 
ad

mi
nis

ter
ed

 co
rtic

ost
ero

ids
  a

pp
ea

r in
 hu

ma
n m

ilk
 an

d c
ou

ld 
sup

pre
ss 

gro
wt

h, 
int

erf
ere

 w
ith

 en
do

ge
no

us 
cor

tic
ost

ero
id 

pro
du

cti
on

, o
r c

au
se 

oth
er 

un
tow

ard
 ef

fec
ts.

  C
au

tio
n 

sho
uld

 be
 ex

erc
ise

d w
he

n P
red

nis
olo

ne
 So

diu
m 

Ph
osp

ha
te 

Or
al 

So
lut

ion
 is 

ad
mi

nis
ter

ed
 to

 a 
nu

rsi
ng

 w
om

an
.

Pe
dia

tri
c U

se
:

Th
e e

ffic
acy

 an
d s

afe
ty 

of 
pre

dn
iso

lon
e i

n t
he

 pe
dia

tric
 po

pu
lat

ion
 ar

e b
ase

d o
n t

he
 

we
ll-e

sta
bli

she
d c

ou
rse

 of
 ef

fec
t o

f c
ort

ico
ste

roi
ds 

wh
ich

 is 
sim

ila
r in

 pe
dia

tric
 an

d a
du

lt 
po

pu
lat

ion
s. 

 Pu
bli

she
d s

tud
ies

 pr
ov

ide
 ev

ide
nce

 of
 ef

fic
acy

 an
d s

afe
ty 

in 
pe

dia
tric

 pa
tie

nts
 fo

r 
the

 tre
atm

en
t o

f n
ep

hro
tic

 sy
nd

rom
e (

>2
 ye

ars
 of

 ag
e),

 an
d a

gg
res

siv
e l

ym
ph

om
as 

an
d 

leu
ke

mi
as 

(>
1 m

on
th 

of 
ag

e).
  H

ow
ev

er,
 so

me
 of

 th
ese

 co
ncl

usi
on

s a
nd

 ot
he

r in
dic

ati
on

s f
or 

pe
dia

tric
 us

e o
f c

ort
ico

ste
roi

d, 
e.g

., s
ev

ere
 as

thm
a a

nd
 w

he
ezi

ng
, a

re 
ba

sed
 on

 ad
eq

ua
te 

an
d 

we
ll-c

on
tro

lle
d t

ria
ls c

on
du

cte
d i

n a
du

lts
, o

n t
he

 pr
em

ise
s t

ha
t th

e c
ou

rse
 of

 th
e d

ise
ase

s a
nd

 
the

ir p
ath

op
hy

sio
log

y a
re 

con
sid

ere
d t

o b
e s

ub
sta

nti
all

y s
im

ila
r in

 bo
th 

po
pu

lat
ion

s.
Th

e a
dv

ers
e e

ffe
cts

 of
 pr

ed
nis

olo
ne

 in
 pe

dia
tric

 pa
tie

nts
 ar

e s
im

ila
r to

 th
ose

 in
 ad

ult
s (

see
 

AD
VE

RS
E R

EA
CT

IO
NS

). 
 Li

ke
 ad

ult
s, 

pe
dia

tric
 pa

tie
nts

 sh
ou

ld 
be

 ca
ref

ull
y o

bse
rve

d w
ith

 
fre

qu
en

t m
ea

su
rem

en
ts 

of 
blo

od
 pr

ess
ure

, w
eig

ht,
 he

igh
t, i

ntr
ao

cul
ar 

pre
ssu

re,
 an

d c
lin

ica
l 

ev
alu

ati
on

 fo
r th

e p
res

en
ce 

of 
inf

ect
ion

, p
syc

ho
soc

ial
 di

stu
rba

nce
s, 

thr
om

bo
em

bo
lism

, p
ep

tic
 

ulc
ers

, c
ata

rac
ts,

 an
d o

ste
op

oro
sis

. C
hil

dre
n w

ho
 ar

e t
rea

ted
 w

ith
 co

rtic
ost

ero
ids

 by
 an

y r
ou

te,
 

inc
lud

ing
 sy

ste
mi

cal
ly 

ad
mi

nis
ter

ed
 co

rtic
ost

ero
ids

, m
ay

 ex
pe

rie
nce

 a 
de

cre
ase

 in
 th

eir
 gr

ow
th 

ve
loc

ity
.  T

his
 ne

ga
tiv

e i
mp

ac
t o

f c
ort

ico
ste

roi
ds 

on
 gr

ow
th 

ha
s b

ee
n o

bse
rve

d a
t lo

w 
sys

tem
ic 

do
ses

 an
d i

n t
he

 ab
sen

ce 
of 

lab
ora

tor
y e

vid
en

ce 
of 

HP
A a

xis
 su

pp
res

sio
n (

i.e
., c

os
yn

tro
pin

 
sti

mu
lat

ion
 an

d b
asa

l co
rtis

ol 
pla

sm
a l

ev
els

). 
 Gr

ow
th 

ve
loc

ity
 m

ay
 th

ere
for

e b
e a

 m
ore

 
sen

sit
ive

 in
dic

ato
r o

f s
yst

em
ic c

ort
ico

ste
roi

d e
xp

osu
re 

in 
chi

ldr
en

 th
an

 so
me

 co
mm

on
ly 

use
d 

tes
ts 

of 
HP

A a
xis

 fu
nc

tio
n. 

 Th
e l

ine
ar 

gro
wt

h o
f c

hil
dre

n t
rea

ted
 w

ith
 co

rtic
ost

ero
ids

 by
 an

y 
rou

te 
sho

uld
 be

 m
on

ito
red

, a
nd

 th
e p

ote
nti

al 
gro

wt
h e

ffe
cts

 of
 pr

olo
ng

ed
 tre

atm
en

t s
ho

uld
 be

 
we

igh
ed

 ag
ain

st 
clin

ica
l b

en
efi

ts 
ob

tai
ne

d a
nd

 th
e a

va
ila

bil
ity

 of
 ot

he
r tr

ea
tm

en
t a

lte
rna

tiv
es.

  
In 

ord
er 

to 
mi

nim
ize

 th
e p

ote
nti

al 
gro

wt
h e

ffe
cts

 of
 co

rtic
ost

ero
ids

, c
hil

dre
n s

ho
uld

 be
 tit

rat
ed

 to
 

the
 lo

we
st 

eff
ect

ive
 do

se.
Ge

ria
tri

c U
se

:
Cli

nic
al 

stu
die

s o
f P

red
nis

olo
ne

 So
diu

m 
Ph

osp
ha

te 
Or

al 
So

lut
ion

 di
d n

ot 
inc

lud
e s

uff
icie

nt 
nu

mb
ers

 of
 su

bje
cts

 ag
ed

 65
 an

d o
ve

r to
 de

ter
mi

ne
 w

he
the

r th
ey

 re
spo

nd
 di

ffe
ren

tly
 fro

m 
yo

un
ge

r s
ub

jec
ts.

  O
the

r re
po

rte
d c

lin
ica

l e
xp

eri
en

ce 
wi

th 
pre

dn
iso

lon
e s

od
ium

 ph
osp

ha
te 

ha
s 

no
t id

en
tifi

ed
 di

ffe
ren

ces
 in

 re
spo

ns
es 

be
tw

ee
n t

he
 el

de
rly

 an
d y

ou
ng

er 
pa

tie
nts

.  H
ow

ev
er,

 th
e 

inc
ide

nce
 of

 co
rtic

ost
ero

id-
ind

uce
d s

ide
 ef

fec
ts 

ma
y b

e i
ncr

ea
sed

 in
 ge

ria
tric

 pa
tie

nts
 an

d a
pp

ea
r 

to 
be

 do
se-

rel
ate

d. 
Os

teo
po

ros
is i

s t
he

 m
ost

 fre
qu

en
tly

 en
cou

nte
red

 co
mp

lica
tio

n, 
wh

ich
 oc

cur
s 

at 
a h

igh
er 

inc
ide

nce
 ra

te 
in 

cor
tic

ost
ero

id-
tre

ate
d g

eri
atr

ic p
ati

en
ts 

as 
com

pa
red

 to
 yo

un
ge

r 
po

pu
lat

ion
s a

nd
 in

 ag
e-m

atc
he

d c
on

tro
ls. 

 Lo
sse

s o
f b

on
e m

ine
ral

 de
nsi

ty 
ap

pe
ar 

to 
be

 gr
ea

tes
t 

ea
rly

 on
 in

 th
e c

ou
rse

 of
 tre

atm
en

t a
nd

 m
ay

 re
cov

er 
ov

er 
tim

e a
fte

r s
ter

oid
 w

ith
dra

wa
l o

r u
se 

of 
low

er 
do

ses
 (i

.e.
, ≤

 5 
mg

/d
ay

). 
 Pr

ed
nis

olo
ne

 do
ses

 of
 7.

5 m
g/

da
y o

r h
igh

er 
ha

ve
 be

en
 

ass
oci

ate
d w

ith
 an

 in
cre

ase
d r

ela
tiv

e r
isk

 of
 bo

th 
ve

rte
bra

l a
nd

 no
nv

ert
eb

ral
 fra

ctu
res

, e
ve

n i
n 

the
 pr

ese
nce

 of
 hi

gh
er 

bo
ne

 de
nsi

ty 
com

pa
red

 to
 pa

tie
nts

 w
ith

 in
vo

lut
ion

al 
ost

eo
po

ros
is.

Ro
uti

ne
 sc

ree
nin

g o
f g

eri
atr

ic p
ati

en
ts,

 in
clu

din
g r

eg
ula

r a
sse

ssm
en

ts 
of 

bo
ne

 m
ine

ral
 de

nsi
ty 

an
d i

ns
titu

tio
n o

f f
rac

tur
e p

rev
en

tio
n s

tra
teg

ies
, a

lon
g w

ith
 re

gu
lar

 re
vie

w 
of 

pre
dn

iso
lon

e 
ind

ica
tio

n s
ho

uld
 be

 un
de

rta
ke

n t
o m

ini
mi

ze 
com

pli
cat

ion
s a

nd
 ke

ep
 th

e p
red

nis
olo

ne
 do

se 
at 

the
 lo

we
st 

acc
ep

tab
le 

lev
el.

    
Co

-ad
mi

nis
tra

tio
n o

f b
isp

ho
sph

on
ate

s h
as 

be
en

 sh
ow

n t
o r

eta
rd 

the
 ra

te 
of 

bo
ne

 lo
ss 

in 
cor

tic
ost

ero
id-

tre
ate

d m
ale

s a
nd

 po
stm

en
op

au
sal

 fe
ma

les
, a

nd
 th

ese
 

ag
en

ts 
are

 re
com

me
nd

ed
 in

 th
e p

rev
en

tio
n a

nd
 tre

atm
en

t o
f c

ort
ico

ste
roi

d-i
nd

uce
d 

ost
eo

po
ros

is.
It h

as 
be

en
 re

po
rte

d t
ha

t e
qu

iva
len

t w
eig

ht-
ba

sed
 do

ses
 yi

eld
 hi

gh
er 

tot
al 

an
d u

nb
ou

nd
 

pre
dn

iso
lon

e p
las

ma
 co

nce
ntr

ati
on

s a
nd

 re
du

ced
 re

na
l a

nd
 no

n-r
en

al 
cle

ara
nce

 in
 el

de
rly

 
pa

tie
nts

 co
mp

are
d t

o y
ou

ng
er 

po
pu

lat
ion

s. 
 Ho

we
ve

r, i
t is

 no
t c

lea
r w

he
the

r d
osi

ng
 re

du
cti

on
s 

wo
uld

 be
 ne

ces
sar

y i
n e

lde
rly

 pa
tie

nts
, s

inc
e t

he
se 

ph
arm

aco
kin

eti
c a

lte
rat

ion
s m

ay
 be

 of
fse

t 
by

 ag
e-r

ela
ted

 di
ffe

ren
ces

 in
 re

spo
nsi

ve
ne

ss 
of 

tar
ge

t o
rga

ns 
an

d/
or 

les
s p

ron
ou

nce
d 

sup
pre

ssi
on

 of
 ad

ren
al 

rel
ea

se 
of 

cor
tis

ol.
  D

ose
 se

lec
tio

n f
or 

an
 el

de
rly

 pa
tie

nt 
sho

uld
 be

 
cau

tio
us,

 us
ua

lly
 st

art
ing

 at
 th

e l
ow

 en
d o

f th
e d

osi
ng

 ra
ng

e, 
ref

lec
tin

g t
he

 gr
ea

ter
 fre

qu
en

cy 
of 

de
cre

ase
d h

ep
ati

c, 
ren

al,
 or

 ca
rdi

ac 
fun

cti
on

, a
nd

 of
 co

nco
mi

tan
t d

ise
ase

 or
 ot

he
r d

rug
 th

era
py

.
Th

is d
rug

 is 
kn

ow
n t

o b
e s

ub
sta

nti
all

y e
xcr

ete
d b

y t
he

 ki
dn

ey
, a

nd
 th

e r
isk

 of
 to

xic
 re

ac
tio

ns 
to 

thi
s d

rug
 m

ay
 be

 gr
ea

ter
 in

 pa
tie

nts
 w

ith
 im

pa
ire

d r
en

al 
fun

cti
on

.  B
eca

use
 el

de
rly

 pa
tie

nts
 ar

e 
mo

re 
lik

ely
 to

 ha
ve

 de
cre

ase
d r

en
al 

fun
cti

on
, c

are
 sh

ou
ld 

be
 ta

ke
n i

n d
ose

 se
lec

tio
n, 

an
d i

t m
ay

 
be

 us
efu

l to
 m

on
ito

r re
na

l fu
nc

tio
n (

see
 C

LIN
IC

AL
 P

HA
RM

AC
OL

OG
Y)

.
AD

VE
RS

E R
EA

CT
IO

NS
 (l

ist
ed

 al
ph

ab
eti

ca
lly

 un
de

r e
ac

h s
ub

se
cti

on
):

Ca
rd

iov
as

cu
lar

:  H
yp

ert
rop

hic
 ca

rdi
om

yo
pa

thy
 in

 pr
em

atu
re 

inf
an

ts.
De

rm
at

olo
gic

:  F
aci

al 
ery

the
ma

; in
cre

ase
d s

we
ati

ng
; im

pa
ire

d w
ou

nd
 he

ali
ng

; m
ay

 su
pp

res
s 

rea
cti

on
s t

o s
kin

 te
sts

; p
ete

chi
ae

 an
d e

cch
ym

ose
s; 

thi
n f

rag
ile

 sk
in;

 ur
tic

ari
a; 

ed
em

a.
En

do
cri

ne
:  D

ecr
ea

sed
 ca

rbo
hy

dra
te 

tol
era

nce
; d

ev
elo

pm
en

t o
f c

ush
ing

oid
 st

ate
; h

irs
uti

sm
; 

inc
rea

sed
 re

qu
ire

me
nts

 fo
r in

su
lin

 or
 or

al 
hy

po
gly

cem
ic a

ge
nts

 in
 di

ab
eti

c p
ati

en
ts;

 
ma

nif
est

ati
on

s o
f la

ten
t d

iab
ete

s m
ell

itu
s; 

me
ns

tru
al 

irre
gu

lar
itie

s; 
sec

on
da

ry 
ad

ren
oco

rtic
al 

an
d p

itu
ita

ry 
un

res
po

nsi
ve

ne
ss,

 pa
rtic

ula
rly

 in
 tim

es 
of 

str
ess

, a
s in

 tra
um

a, 
su

rge
ry 

or 
illn

ess
; 

sup
pre

ssi
on

 of
 gr

ow
th 

in 
chi

ldr
en

.
Flu

id 
an

d E
lec

tro
lyt

e D
ist

ur
ba

nc
es

:  C
on

ge
sti

ve
 he

art
 fa

ilu
re 

in 
sus

cep
tib

le 
pa

tie
nts

; fl
uid

 
ret

en
tio

n; 
hy

pe
rte

nsi
on

; h
yp

ok
ale

mi
c a

lka
los

is; 
po

tas
siu

m 
los

s; 
sod

ium
 re

ten
tio

n.
Ga

str
oin

tes
tin

al:
  A

bd
om

ina
l d

ist
en

tio
n; 

ele
va

tio
n i

n s
eru

m 
live

r e
nz

ym
e l

ev
els

 (u
sua

lly
 

rev
ers

ibl
e u

po
n d

isc
on

tin
ua

tio
n)

; p
an

cre
ati

tis
; p

ep
tic

 ul
cer

 w
ith

 po
ssi

ble
 pe

rfo
rat

ion
 an

d 
he

mo
rrh

ag
e; 

ulc
era

tiv
e e

sop
ha

git
is.

M
eta

bo
lic

:  N
eg

ati
ve

 ni
tro

ge
n b

ala
nce

 du
e t

o p
rot

ein
 ca

tab
oli

sm
.

M
us

cu
los

ke
let

al:
 As

ep
tic

 ne
cro

sis
 of

 fe
mo

ral
 an

d h
um

era
l h

ea
ds;

 lo
ss 

of 
mu

scl
e m

ass
; 

mu
scl

e w
ea

kn
ess

; o
ste

op
oro

sis
; p

ath
olo

gic
 fra

ctu
re 

of 
lon

g b
on

es;
 st

ero
id 

my
op

ath
y; 

ten
do

n 
rup

tur
e; 

ve
rte

bra
l co

mp
res

sio
n f

rac
tur

es.
Ne

ur
olo

gic
al:

  C
on

vu
lsio

ns;
 he

ad
ach

e; 
inc

rea
sed

 in
tra

cra
nia

l p
res

su
re 

wi
th 

pa
pil

led
em

a 
(ps

eu
do

tum
or 

cer
eb

ri)
 us

ua
lly

 fo
llo

wi
ng

 di
sco

nti
nu

ati
on

 of
 tre

atm
en

t; p
syc

hic
 di

sor
de

rs;
 ve

rtig
o.

Op
ht

ha
lm

ic:
 Ex

op
hth

alm
os;

 gl
au

com
a; 

inc
rea

sed
 in

tra
ocu

lar
 pr

ess
ure

; p
ost

eri
or 

sub
cap

su
lar

 
cat

ara
cts

.
Ot

he
r: 

 In
cre

ase
d a

pp
eti

te;
 m

ala
ise

; n
au

sea
; w

eig
ht 

ga
in.

To 
rep

ort
 SU

SP
EC

TED
 AD

VE
RS

E R
EA

CT
ION

S, 
con

tac
t S

eto
n P

ha
rm

ace
uti

cal
s a

t 1
-80

0-5
10

-34
01

 
or 

FD
A a

t 1
-80

0-F
DA

-10
88

 or
 w

ww
.fd

a.g
ov

/m
ed

wa
tch

.
OV

ER
DO

SA
GE

:
Th

e e
ffe

cts
 of

 ac
cid

en
tal

 in
ge

sti
on

 of
 la

rge
 qu

an
titi

es 
of 

pre
dn

iso
lon

e o
ve

r a
 ve

ry 
sho

rt p
eri

od
 of

 
tim

e h
av

e  
no

t b
ee

n r
ep

ort
ed

, b
ut 

pro
lon

ge
d u

se 
of 

the
 dr

ug
 ca

n p
rod

uce
 m

en
tal

 sy
mp

tom
s, 

mo
on

 fa
ce,

 ab
no

rm
al 

fat
 de

po
sit

s, 
flu

id 
ret

en
tio

n, 
ex

ces
siv

e a
pp

eti
te,

 w
eig

ht 
ga

in,
 

hy
pe

rtr
ich

osi
s, 

acn
e, 

str
iae

, e
cch

ym
osi

s, 
inc

rea
sed

 sw
ea

tin
g, 

pig
me

nta
tio

n, 
dry

 sc
aly

 sk
in,

 
thi

nn
ing

 sc
alp

 ha
ir, 

inc
rea

sed
 bl

oo
d p

res
su

re,
 ta

chy
car

dia
, th

rom
bo

ph
leb

itis
, d

ecr
ea

sed
 

res
ist

an
ce 

to 
inf

ect
ion

, n
eg

ati
ve

 ni
tro

ge
n b

ala
nce

 w
ith

 de
lay

ed
 bo

ne
 an

d w
ou

nd
 he

ali
ng

, 
he

ad
ach

e, 
we

ak
ne

ss,
 m

en
str

ua
l d

iso
rde

rs,
 ac

cen
tua

ted
 m

en
op

au
sal

 sy
mp

tom
s, 

ne
uro

pa
thy

, 
fra

ctu
res

, o
ste

op
oro

sis
, p

ep
tic

 ul
cer

, d
ecr

ea
sed

 gl
uco

se 
tol

era
nce

, h
yp

ok
ale

mi
a, 

an
d a

dre
na

l 
ins

uff
icie

ncy
.  H

ep
ato

me
ga

ly 
an

d a
bd

om
ina

l d
ist

en
tio

n h
av

e b
ee

n o
bse

rve
d i

n c
hil

dre
n.

Tre
atm

en
t o

f a
cut

e o
ve

rdo
sag

e i
s b

y i
mm

ed
iat

e g
ast

ric 
lav

ag
e o

r e
me

sis
 fo

llo
we

d b
y s

up
po

rtiv
e 

an
d s

ym
pto

ma
tic

 th
era

py
.  F

or 
chr

on
ic o

ve
rdo

sag
e i

n t
he

 fa
ce 

of 
sev

ere
 di

sea
se 

req
uir

ing
 

con
tin

uo
us 

ste
roi

d t
he

rap
y t

he
 do

sag
e o

f p
red

nis
olo

ne
 m

ay
 be

 re
du

ced
 on

ly 
tem

po
rar

ily
, o

r 
alt

ern
ate

 da
y t

rea
tm

en
t m

ay
 be

 in
tro

du
ced

.
DO

SA
GE

 A
ND

 A
DM

IN
IS

TR
AT

IO
N:

Th
e i

nit
ial

 do
sag

e o
f P

red
nis

olo
ne

 So
diu

m 
Ph

osp
ha

te 
Or

al 
So

lut
ion

 m
ay

 va
ry 

fro
m 

5 m
L t

o 
60

 m
L (

5 t
o 6

0 m
g p

red
nis

olo
ne

 ba
se)

 pe
r d

ay
 de

pe
nd

ing
 on

 th
e s

pe
cif

ic d
ise

ase
 en

tity
 be

ing
 

tre
ate

d. 
 In

 sit
ua

tio
ns 

of 
les

s s
ev

eri
ty,

 lo
we

r d
ose

s w
ill 

ge
ne

ral
ly 

su
ffic

e w
hil

e i
n s

ele
cte

d 
pa

tie
nts

 hi
gh

er 
ini

tia
l d

ose
s m

ay
 be

 re
qu

ire
d. 

 Th
e i

nit
ial

 do
sag

e s
ho

uld
 be

 m
ain

tai
ne

d o
r 

ad
jus

ted
 un

til 
a s

ati
sfa

cto
ry 

res
po

ns
e i

s n
ote

d. 
 If 

aft
er 

a r
ea

son
ab

le 
pe

rio
d o

f ti
me

, th
ere

 is 
a 

lac
k o

f s
ati

sfa
cto

ry 
clin

ica
l re

spo
ns

e, 
Pre

dn
iso

lon
e S

od
ium

 Ph
osp

ha
te 

Or
al 

So
lut

ion
 sh

ou
ld 

be
 

dis
con

tin
ue

d a
nd

 th
e p

ati
en

t p
lac

ed
 on

 ot
he

r a
pp

rop
ria

te 
the

rap
y. 

 IT
 SH

OU
LD

 B
E 

EM
PH

AS
IZ

ED
 TH

AT
 D

OS
AG

E R
EQ

UI
RE

M
EN

TS
 A

RE
 V

AR
IA

BL
E A

ND
 M

US
T B

E 
IN

DI
VI

DU
AL

IZ
ED

 O
N 

TH
E B

AS
IS

 O
F T

HE
 D

IS
EA

SE
 U

ND
ER

 TR
EA

TM
EN

T A
ND

 
TH

E R
ES

PO
NS

E O
F T

HE
 PA

TIE
NT

.   
Aft

er 
a f

av
ora

ble
 re

spo
ns

e i
s n

ote
d, 

the
 pr

op
er 

ma
int

en
an

ce 
do

sag
e s

ho
uld

 be
 de

ter
mi

ne
d b

y d
ecr

ea
sin

g t
he

 in
itia

l d
rug

 do
sag

e i
n s

ma
ll 

de
cre

me
nts

 at
 ap

pro
pri

ate
 tim

e i
nte

rva
ls u

nti
l th

e l
ow

est
 do

sag
e w

hic
h w

ill 
ma

int
ain

 an
 

ad
eq

ua
te 

clin
ica

l re
spo

ns
e i

s r
ea

che
d. 

 It 
sho

uld
 be

 ke
pt 

in 
mi

nd
 th

at 
con

sta
nt 

mo
nit

ori
ng

 is 
ne

ed
ed

 in
 re

ga
rd 

to 
dru

g d
osa

ge
.  I

ncl
ud

ed
 in

 th
e s

itu
ati

on
s w

hic
h m

ay
 m

ak
e d

osa
ge

 
ad

jus
tm

en
ts 

ne
ces

sar
y a

re 
cha

ng
es 

in 
clin

ica
l s

tat
us 

sec
on

da
ry 

to 
rem

iss
ion

s o
r e

xa
cer

ba
tio

ns 
in 

the
 di

sea
se 

pro
ces

s, 
the

 pa
tie

nt’
s in

div
idu

al 
dru

g r
esp

on
siv

en
ess

, a
nd

 th
e e

ffe
ct 

of 
pa

tie
nt 

ex
po

su
re 

to 
str

ess
ful

 sit
ua

tio
ns 

no
t d

ire
ctl

y r
ela

ted
 to

 th
e d

ise
ase

 en
tity

 un
de

r tr
ea

tm
en

t; i
n t

his
 

lat
ter

 sit
ua

tio
n i

t m
ay

 be
 ne

ces
sar

y t
o i

ncr
ea

se 
the

 do
sag

e o
f P

red
nis

olo
ne

 So
diu

m 
Ph

osp
ha

te 
Or

al 
So

lut
ion

 fo
r a

 pe
rio

d o
f ti

me
 co

nsi
ste

nt 
wi

th 
the

 pa
tie

nt’
s c

on
dit

ion
.  I

f a
fte

r lo
ng

 te
rm

 
the

rap
y t

he
 dr

ug
 is 

to 
be

 st
op

pe
d, 

it i
s r

eco
mm

en
de

d t
ha

t it
 be

 w
ith

dra
wn

 gr
ad

ua
lly

 ra
the

r th
an

 
ab

rup
tly

.  
In 

the
 tre

atm
en

t o
f a

cut
e e

xa
cer

ba
tio

ns 
of 

mu
ltip

le 
scl

ero
sis

, d
ail

y d
ose

s o
f 2

00
 m

g o
f 

pre
dn

iso
lon

e f
or 

a w
ee

k f
oll

ow
ed

 by
 80

 m
g e

ve
ry 

oth
er 

da
y o

r 4
 to

 8 
mg

 de
xa

me
tha

son
e e

ve
ry 

oth
er 

da
y f

or 
on

e m
on

th 
ha

ve
 be

en
 sh

ow
n t

o b
e e

ffe
cti

ve
.

In 
pe

dia
tric

 pa
tie

nts
, th

e i
nit

ial
 do

se 
of 

Pre
dn

iso
lon

e S
od

ium
 Ph

osp
ha

te 
Or

al 
So

lut
ion

 m
ay

 va
ry 

de
pe

nd
ing

 on
 th

e s
pe

cif
ic d

ise
ase

 en
tity

 be
ing

 tre
ate

d. 
 Th

e r
an

ge
 of

 in
itia

l d
ose

s is
 0.

14
 to

 
2 m

g /
kg

/d
ay

 in
 th

ree
 or

 fo
ur 

div
ide

d d
ose

s (
4 t

o 6
0 m

g/
m2

bsa
/d

ay
).

Th
e s

tan
da

rd 
reg

im
en

 us
ed

 to
 tre

at 
ne

ph
rot

ic s
yn

dro
me

 in
 pe

dia
tric

 pa
tie

nts
 is 

60
 m

g/
m2

/d
ay

 
giv

en
 in

 th
ree

 di
vid

ed
 do

ses
 fo

r 4
 w

ee
ks,

 fo
llo

we
d b

y 4
 w

ee
ks 

of 
sin

gle
 do

se 
alt

ern
ate

-da
y 

the
rap

y a
t 4

0 m
g/

m2
/d

ay
.

Th
e N

ati
on

al 
He

art
, L

un
g a

nd
 Bl

oo
d I

ns
titu

te 
(N

HL
BI)

 re
com

me
nd

ed
 do

sin
g f

or 
sys

tem
ic 

pre
dn

iso
ne

, p
red

nis
olo

ne
 or

 m
eth

ylp
red

nis
olo

ne
 in

 ch
ild

ren
 w

ho
se 

ast
hm

a i
s u

nco
ntr

oll
ed

 by
 

inh
ale

d c
ort

ico
ste

roi
ds 

an
d l

on
g-a

cti
ng

 br
on

cho
dil

ato
rs 

is 1
-2 

mg
/k

g/
da

y i
n s

ing
le 

or 
div

ide
d 

do
ses

.  I
t is

 fu
rth

er 
rec

om
me

nd
ed

 th
at 

sho
rt c

ou
rse

, o
r “

bu
rst

” t
he

rap
y, 

be
 co

nti
nu

ed
 un

til 
a 

chi
ld 

ach
iev

es 
a p

ea
k e

xp
ira

tor
y f

low
 ra

te 
of 

80
% 

of 
his

 or
 he

r p
ers

on
al 

be
st 

or 
sym

pto
ms

 
res

olv
e. 

 Th
is u

sua
lly

 re
qu

ire
s 3

 to
 10

 da
ys 

of 
tre

atm
en

t, a
lth

ou
gh

 it 
can

 ta
ke

 lo
ng

er.
  T

he
re 

is 
no

 ev
ide

nce
 th

at 
tap

eri
ng

 th
e d

ose
 af

ter
 im

pro
ve

me
nt 

wi
ll p

rev
en

t a
 re

lap
se.

Fo
r th

e p
urp

ose
 of

 co
mp

ari
son

, th
e f

oll
ow

ing
 is 

the
 eq

uiv
ale

nt 
mi

llig
ram

 do
sag

e o
f th

e v
ari

ou
s 

glu
coc

ort
ico

ids
: 

Th
ese

 do
se 

rel
ati

on
shi

ps 
ap

ply
 on

ly 
to 

ora
l o

r in
tra

ven
ou

s a
dm

ini
str

ati
on

 of
 th

ese
 co

mp
ou

nd
s. 

 
Wh

en
 th

ese
 su

bst
an

ces
 or

 th
eir

 de
riv

ati
ves

 ar
e i

nje
cte

d i
ntr

am
usc

ula
rly

 or
 in

to 
joi

nt 
spa

ces
, th

eir
 

rel
ati

ve 
pro

pe
rtie

s m
ay

 be
 gr

ea
tly

 al
ter

ed
.

HO
W

 SU
PP

LIE
D:

  P
red

nis
olo

ne
 So

diu
m 

Ph
osp

ha
te 

Or
al 

So
lut

ion
 is 

a c
olo

rle
ss 

to 
lig

ht 
str

aw
 

col
ore

d, 
ras

pb
err

y f
lav

ore
d s

olu
tio

n c
on

tai
nin

g 6
.7 

mg
 pr

ed
nis

olo
ne

 so
diu

m 
ph

osp
ha

te 
(5

 m
g 

pre
dn

iso
lon

e b
ase

) p
er 

5 m
L (

tea
spo

on
ful

). 
    

ND
C 1

39
25

-50
1-0

4  
   1

20
 m

L B
ott

le
St

or
e a

t 4
° 

– 
25

°C
 (3

9°
 -7

7°
F)

.  M
ay

 be
 re

fri
ge

ra
ted

.  K
ee

p t
igh

tly
 cl

os
ed

 an
d 

ou
t o

f t
he

 re
ac

h o
f c

hil
dr

en
.

M
an

uf
ac

tu
re

d f
or

:
Se

to
n P

ha
rm

ac
eu

tic
als

 M
an

as
qu

an
, N

J 0
87

36
 

1 
(8

00
) 5

10
-34

01
Re

v. 
6/

13

 

NDC 13925-501-04 USUAL DOSAGE: For complete dosage information, 
please consult package insert.

DESCRIPTION: Each 5 mL (teaspoonful) contains
prednisolone sodium phosphate 6.7 mg, equivalent to 
5 mg prednisolone, in a palatable solution.

NOTE: See package insert for full prescribing 
information, including contraindications, warnings 
and precautions.

Store at 4° - 25°C (39° - 77°F). May be refrigerated. 
Keep tightly closed and out of the reach of children.

Manufactured for: 
Seton Pharmaceuticals
Manasquan, NJ 08736
1 (800) 510-3401

Rev. 040:01 6/13

PREDNISOLONE
SODIUM PHOSPHATE
ORAL SOLUTION, 
5 mg*/5 mL
*Each 5 mL (teaspoonful) contains:
Prednisolone Sodium Phosphate 6.7 mg 
equivalent to 5 mg prednisolone.

NONALCOHOLIC, DYE FREE, SUGAR FREE

Rx only

120 mL
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my
osi

tis
 (p

oly
my

osi
tis

), 
po

lym
ya

lgi
a r

he
um

ati
ca,

 Sj
og

ren
’s 

syn
dro

me
, re

lap
sin

g 
po

lyc
ho

nd
riti

s, 
an

d c
ert

ain
 ca

ses
 of

 va
scu

liti
s.

12
. M

isc
ell

an
eo

us
Tub

erc
ulo

us 
me

nin
git

is w
ith

 su
ba

rac
hn

oid
 bl

ock
 or

 im
pe

nd
ing

 bl
ock

, tu
be

rcu
los

is w
ith

 
en

lar
ge

d m
ed

ias
tin

al 
lym

ph
 no

de
s c

au
sin

g r
esp

ira
tor

y d
iffi

cul
ty,

 an
d t

ub
erc

ulo
sis

 w
ith

 pl
eu

ral
 

or 
pe

rica
rdi

al 
eff

usi
on

 (a
pp

rop
ria

te 
an

titu
be

rcu
lou

s c
he

mo
the

rap
y m

ust
 be

 us
ed

 co
ncu

rre
ntl

y 
wh

en
 tre

ati
ng

 an
y t

ub
erc

ulo
sis

 co
mp

lica
tio

ns)
; Tr

ich
ino

sis
 w

ith
 ne

uro
log

ic o
r m

yo
car

dia
l 

inv
olv

em
en

t; a
cut

e o
r c

hro
nic

 so
lid

 or
ga

n r
eje

ctio
n (

wi
th 

or 
wi

tho
ut 

oth
er 

ag
en

ts)
.

CO
NT

RA
IN

DI
CA

TIO
NS

:
Sy

ste
mi

c f
un

ga
l in

fec
tio

ns
.

Hy
pe

rse
nsi

tiv
ity

 to
 th

e d
rug

 or
 an

y o
f it

s c
om

po
ne

nts
.

W
AR

NI
NG

S:
Ge

ne
ra

l:
In 

pa
tie

nt
s o

n c
ort

ico
ste

roi
d t

he
rap

y s
ub

jec
ted

 to
 un

us
ua

l s
tre

ss,
 in

cre
as

ed
 do

sa
ge

 of
 

rap
idl

y a
cti

ng
 co

rti
co

ste
roi

ds
 be

for
e, 

du
rin

g a
nd

 af
ter

 th
e s

tre
ssf

ul 
sit

ua
tio

n i
s i

nd
ica

ted
.

Ca
rd

io-
re

na
l:

Av
era

ge
 an

d l
arg

e d
ose

s o
f h

yd
roc

ort
iso

ne
 or

 co
rtis

on
e c

an
 ca

use
 el

ev
ati

on
 of

 bl
oo

d p
res

su
re,

 
sal

t a
nd

 w
ate

r re
ten

tio
n, 

an
d i

ncr
ea

sed
 ex

cre
tio

n o
f p

ota
ssi

um
.  T

he
se 

eff
ect

s a
re 

les
s li

ke
ly 

to 
occ

ur 
wi

th 
the

 sy
nth

eti
c d

eri
va

tiv
es 

ex
cep

t w
he

n u
sed

 in
 la

rge
 do

ses
.  D

iet
ary

 sa
lt r

est
ric

tio
n a

nd
 

po
tas

siu
m 

sup
ple

me
nta

tio
n m

ay
 be

 ne
ces

sar
y. 

 Al
l co

rtic
ost

ero
ids

 in
cre

ase
 ca

lciu
m 

ex
cre

tio
n.

En
do

cri
ne

:
Co

rtic
ost

ero
ids

 ca
n p

rod
uce

 re
ve

rsi
ble

 hy
po

tha
lam

ic-p
itu

ita
ry 

ad
ren

al 
(H

PA
) a

xis
 su

pp
res

sio
n 

wi
th 

the
 po

ten
tia

l fo
r g

luc
oco

rtic
ost

ero
id 

ins
uff

icie
ncy

 af
ter

 w
ith

dra
wa

l o
f tr

ea
tm

en
t.

Me
tab

oli
c c

lea
ran

ce 
of 

cor
tic

ost
ero

ids
 is 

de
cre

ase
d i

n h
yp

oth
yro

id 
pa

tie
nts

 an
d i

ncr
ea

sed
 in

 
hy

pe
rth

yro
id 

pa
tie

nts
.  C

ha
ng

es 
in 

thy
roi

d s
tat

us 
of 

the
 pa

tie
nt 

ma
y n

ece
ssi

tat
e a

dju
stm

en
t in

 
do

sag
e.

In
fe

cti
on

s (
Ge

ne
ra

l):
Pe

rso
ns 

wh
o a

re 
on

 dr
ug

s w
hic

h s
up

pre
ss 

the
 im

mu
ne

 sy
ste

m 
are

 m
ore

 su
sce

pti
ble

 to
 

inf
ect

ion
s t

ha
n h

ea
lth

y i
nd

ivid
ua

ls. 
 Th

ere
 m

ay
 be

 de
cre

ase
d r

esi
sta

nce
 an

d i
na

bil
ity

 to
 lo

cal
ize

 
inf

ect
ion

 w
he

n c
ort

ico
ste

roi
ds 

are
 us

ed
.  I

nfe
cti

on
 w

ith
 an

y p
ath

og
en

 in
clu

din
g v

ira
l, b

ac
ter

ial
, 

fun
ga

l, p
rot

ozo
an

 or
 he

lm
int

hic
 in

fec
tio

n, 
 in

 an
y l

oca
tio

n o
f th

e b
od

y, 
ma

y b
e a

sso
cia

ted
 w

ith
 

the
 us

e o
f c

ort
ico

ste
roi

ds 
alo

ne
 or

 in
 co

mb
ina

tio
n w

ith
 ot

he
r im

mu
no

sup
pre

ssi
ve

 ag
en

ts 
tha

t 
aff

ect
 hu

mo
ral

 or
 ce

llu
lar

 im
mu

nit
y, 

or 
ne

utr
op

hil
 fu

nc
tio

n. 
 Th

ese
 in

fec
tio

ns 
ma

y b
e m

ild
 to

 
sev

ere
, a

nd
, w

ith
 in

cre
asi

ng
 do

ses
 of

 co
rtic

ost
ero

ids
, th

e r
ate

 of
 oc

cur
ren

ce 
of 

inf
ect

iou
s 

com
pli

cat
ion

s in
cre

ase
s. 

 Co
rtic

ost
ero

ids
 m

ay
 al

so 
ma

sk 
som

e s
ign

s o
f in

fec
tio

n a
fte

r it
 ha

s 
alr

ea
dy

 st
art

ed
.

In
fe

cti
on

s (
Vi

ra
l):

Ch
ick

en
 po

x a
nd

 m
ea

sle
s, 

for
 ex

am
ple

, c
an

 ha
ve

 a 
mo

re 
ser

iou
s o

r e
ve

n f
ata

l co
urs

e i
n 

no
n-i

mm
un

e c
hil

dre
n o

r a
du

lts
 on

 co
rtic

ost
ero

ids
.  I

n s
uch

 ch
ild

ren
 or

 ad
ult

s w
ho

 ha
ve

 no
t h

ad
 

the
se 

dis
ea

ses
, p

art
icu

lar
 ca

re 
sho

uld
 be

 ta
ke

n t
o a

vo
id 

ex
po

su
re.

  H
ow

 th
e d

ose
, ro

ute
 an

d 
du

rat
ion

 of
 co

rtic
ost

ero
id 

ad
mi

nis
tra

tio
n a

ffe
ct 

the
 ris

k o
f d

ev
elo

pin
g a

 di
sse

mi
na

ted
 in

fec
tio

n i
s 

no
t k

no
wn

.  T
he

 co
ntr

ibu
tio

n o
f th

e u
nd

erl
yin

g d
ise

ase
 an

d/
or 

pri
or 

cor
tic

ost
ero

id 
tre

atm
en

t to
 

the
 ris

k i
s a

lso
 no

t k
no

wn
.  I

f e
xp

ose
d t

o c
hic

ke
n p

ox
, p

rop
hy

lax
is w

ith
 va

rice
lla

 zo
ste

r im
mu

ne
 

glo
bu

lin
 (V

ZIG
) m

ay
 be

 in
dic

ate
d. 

 If 
ex

po
sed

 to
 m

ea
sle

s, 
pro

ph
yla

xis
 w

ith
 im

mu
no

glo
bu

lin
 (I

G)
 

ma
y b

e i
nd

ica
ted

.  (
Se

e t
he

 re
spe

cti
ve

 pa
cka

ge
 in

ser
ts 

for
 co

mp
let

e V
ZIG

 an
d I

G p
res

cri
bin

g 
inf

orm
ati

on
). 

 If 
chi

cke
n p

ox
 de

ve
lop

s, 
tre

atm
en

t w
ith

 an
tiv

ira
l a

ge
nts

 sh
ou

ld 
be

 co
nsi

de
red

.
Op

ht
ha

lm
ic:

Us
e o

f c
ort

ico
ste

roi
ds 

ma
y p

rod
uce

 po
ste

rio
r s

ub
cap

su
lar

 ca
tar

ac
ts,

 gl
au

com
a w

ith
 po

ssi
ble

 
da

ma
ge

 to
 th

e o
pti

c n
erv

es,
 an

d m
ay

 en
ha

nce
 th

e e
sta

bli
shm

en
t o

f s
eco

nd
ary

 oc
ula

r in
fec

tio
ns 

du
e t

o b
ac

ter
ia,

 fu
ng

i o
r v

iru
ses

.  T
he

 us
e o

f o
ral

 co
rtic

ost
ero

ids
 is 

no
t re

com
me

nd
ed

 in
 th

e 
tre

atm
en

t o
f o

pti
c n

eu
riti

s a
nd

 m
ay

 le
ad

 to
 an

 in
cre

ase
 in

 th
e r

isk
 of

 ne
w 

ep
iso

de
s. 

 
Co

rtic
ost

ero
ids

 sh
ou

ld 
no

t b
e u

sed
 in

 ac
tiv

e o
cul

ar 
he

rpe
s s

im
ple

x.
Sp

ec
ial

 P
at

ho
ge

ns
:

La
ten

t d
ise

ase
 m

ay
 be

 ac
tiv

ate
d o

r th
ere

 m
ay

 be
 an

 ex
ace

rba
tio

n o
f in

ter
cur

ren
t in

fec
tio

ns 
du

e 
to 

pa
tho

ge
ns,

 in
clu

din
g t

ho
se 

cau
sed

 by
 Ca

nd
ida

, M
yco

ba
cte

riu
m,

 Am
eb

a, 
Tox

op
las

ma
, 

Pn
eu

mo
cys

tis
, C

ryp
toc

occ
us,

  N
oca

rdi
a, 

etc
.

Co
rtic

ost
ero

ids
 m

ay
 ac

tiv
ate

 la
ten

t a
me

bia
sis

.  T
he

ref
ore

, it
 is 

rec
om

me
nd

ed
 th

at 
lat

en
t o

r 
ac

tiv
e a

me
bia

sis
 be

 ru
led

 ou
t b

efo
re 

ini
tia

tin
g c

ort
ico

ste
roi

d t
he

rap
y i

n a
ny

 pa
tie

nt 
wh

o h
as 

spe
nt 

tim
e i

n t
he

 tro
pic

s o
r in

 an
y p

ati
en

t w
ith

 un
ex

pla
ine

d d
iar

rhe
a.

Sim
ila

rly
, c

ort
ico

ste
roi

ds 
sho

uld
 be

 us
ed

 w
ith

 gr
ea

t c
are

 in
 pa

tie
nts

 w
ith

 kn
ow

n o
r s

usp
ect

ed
 

Str
on

gy
loi

de
s (

thr
ea

dw
orm

) i
nfe

sta
tio

n. 
 In

 su
ch 

pa
tie

nts
, c

ort
ico

ste
roi

d-i
nd

uce
d 

im
mu

no
sup

pre
ssi

on
 m

ay
 le

ad
 to

 St
ron

gy
loi

de
s h

yp
eri

nfe
cti

on
 an

d d
iss

em
ina

tio
n w

ith
 

wi
de

spr
ea

d l
arv

al 
mi

gra
tio

n, 
oft

en
 ac

com
pa

nie
d b

y s
ev

ere
 en

ter
oco

liti
s a

nd
 po

ten
tia

lly
 fa

tal
 

gra
m-

ne
ga

tiv
e s

ep
tic

em
ia.

Co
rtic

ost
ero

ids
 sh

ou
ld 

no
t b

e u
sed

 in
 ce

reb
ral

 m
ala

ria
.

Tu
be

rcu
los

is:
Th

e u
se 

of 
pre

dn
iso

lon
e i

n a
cti

ve
 tu

be
rcu

los
is s

ho
uld

 be
 re

str
ict

ed
 to

 th
ose

 ca
ses

 of
 fu

lm
ina

tin
g 

or 
dis

sem
ina

ted
 tu

be
rcu

los
is i

n w
hic

h t
he

 co
rtic

ost
ero

id 
is u

sed
 fo

r th
e m

an
ag

em
en

t o
f th

e 
dis

ea
se 

in 
con

jun
cti

on
 w

ith
 an

 ap
pro

pri
ate

 an
titu

be
rcu

lou
s r

eg
im

en
.

If c
ort

ico
ste

roi
ds 

are
 in

dic
ate

d i
n p

ati
en

ts 
wi

th 
lat

en
t tu

be
rcu

los
is o

r tu
be

rcu
lin

 re
ac

tiv
ity

, c
los

e 
ob

ser
va

tio
n i

s n
ece

ssa
ry 

as 
rea

cti
va

tio
n o

f th
e d

ise
ase

 m
ay

 oc
cur

.  D
uri

ng
 pr

olo
ng

ed
 

cor
tic

ost
ero

id 
the

rap
y t

he
se 

pa
tie

nts
 sh

ou
ld 

rec
eiv

e c
he

mo
pro

ph
yla

xis
.

Va
cci

na
tio

n:
Ad

mi
nis

tra
tio

n o
f l

ive
 or

 liv
e,

 at
ten

ua
ted

 va
cci

ne
s i

s c
on

tra
ind

ica
ted

 in
 pa

tie
nt

s 
re

ce
ivi

ng
 im

mu
no

su
pp

re
ss

ive
 do

se
s o

f c
or

tic
os

ter
oid

s. 
 K

ille
d o

r i
na

cti
va

ted
 

va
cci

ne
s m

ay
 be

 ad
mi

nis
ter

ed
, h

ow
ev

er
, t

he
 re

sp
on

se
 to

 su
ch

 va
cci

ne
s c

an
 no

t 
be

 pr
ed

ict
ed

.  I
mm

un
iza

tio
n p

roc
ed

ure
s m

ay
 be

 un
de

rta
ke

n i
n p

ati
en

ts 
wh

o a
re 

rec
eiv

ing
 

cor
tic

ost
ero

ids
 as

 re
pla

cem
en

t th
era

py
, e

.g.
, fo

r A
dd

iso
n’s

 di
sea

se.
PR

EC
AU

TIO
NS

:
Ge

ne
ra

l:
Th

e l
ow

est
 po

ssi
ble

 do
se 

of 
cor

tic
ost

ero
id 

sho
uld

 be
 us

ed
 to

 co
ntr

ol 
the

 co
nd

itio
n u

nd
er 

tre
atm

en
t, a

nd
 w

he
n r

ed
uc

tio
n i

n d
osa

ge
 is 

po
ssi

ble
, th

e r
ed

uc
tio

n s
ho

uld
 be

 gr
ad

ua
l.

Sin
ce 

com
pli

cat
ion

s o
f tr

ea
tm

en
t w

ith
 gl

uco
cor

tic
oid

s a
re 

de
pe

nd
en

t o
n t

he
 siz

e o
f th

e d
ose

 an
d 

the
 du

rat
ion

 of
 tre

atm
en

t, a
 ris

k/
be

ne
fit 

de
cis

ion
 m

us
t b

e m
ad

e i
n e

ach
 in

div
idu

al 
cas

e a
s t

o 
do

se 
an

d d
ura

tio
n o

f tr
ea

tm
en

t a
nd

 as
 to

 w
he

the
r d

ail
y o

r in
ter

mi
tte

nt 
the

rap
y s

ho
uld

 be
 us

ed
.

Th
ere

 is 
an

 en
ha

nce
d e

ffe
ct 

of 
cor

tic
ost

ero
ids

 in
 pa

tie
nts

 w
ith

 hy
po

thy
roi

dis
m 

an
d i

n t
ho

se 
wi

th 
cir

rho
sis

.
Ka

po
si’

s s
arc

om
a h

as 
be

en
 re

po
rte

d t
o o

ccu
r in

 pa
tie

nts
 re

cei
vin

g c
ort

ico
ste

roi
d t

he
rap

y, 
mo

st 
oft

en
 fo

r c
hro

nic
 co

nd
itio

ns.
  D

isc
on

tin
ua

tio
n o

f c
ort

ico
ste

roi
ds 

ma
y r

esu
lt i

n c
lin

ica
l im

pro
vem

en
t.

Ca
rd

io-
re

na
l:

As
 so

diu
m 

ret
en

tio
n w

ith
 re

su
lta

nt 
ed

em
a a

nd
 po

tas
siu

m 
los

s m
ay

 oc
cur

 in
 pa

tie
nts

 re
cei

vin
g 

cor
tic

ost
ero

ids
, th

ese
 ag

en
ts 

sho
uld

 be
 us

ed
 w

ith
 ca

uti
on

 in
 pa

tie
nts

 w
ith

 hy
pe

rte
nsi

on
, 

con
ge

sti
ve

 he
art

 fa
ilu

re,
 or

 re
na

l in
su

ffic
ien

cy.
En

do
cri

ne
:

Dru
g-i

nd
uce

d s
eco

nd
ary

 ad
ren

oco
rtic

al 
ins

uff
icie

ncy
 m

ay
 be

 m
ini

mi
zed

 by
 gr

ad
ua

l re
du

cti
on

 of
 

do
sag

e. 
 Th

is t
yp

e o
f re

lat
ive

 in
su

ffic
ien

cy 
ma

y p
ers

ist
 fo

r m
on

ths
 af

ter
 di

sco
nti

nu
ati

on
 of

 
the

rap
y; 

the
ref

ore
, in

 an
y s

itu
ati

on
 of

 st
res

s o
ccu

rrin
g d

uri
ng

 th
at 

pe
rio

d, 
ho

rm
on

e t
he

rap
y 

sho
uld

 be
 re

ins
titu

ted
.  S

inc
e m

ine
ral

oco
rtic

oid
 se

cre
tio

n m
ay

 be
 im

pa
ire

d, 
sal

t a
nd

/o
r a

 
mi

ne
ral

oco
rtic

oid
 sh

ou
ld 

be
 ad

mi
nis

ter
ed

 co
ncu

rre
ntl

y.
Ga

str
oin

tes
tin

al:
Ste

roi
ds 

sho
uld

 be
 us

ed
 w

ith
 ca

uti
on

 in
 no

nsp
eci

fic
 ul

cer
ati

ve
 co

liti
s, 

if t
he

re 
is a

 pr
ob

ab
ilit

y o
f 

im
pe

nd
ing

 pe
rfo

rat
ion

, a
bsc

ess
 or

 ot
he

r p
yo

ge
nic

 in
fec

tio
n; 

div
ert

icu
liti

s; 
fre

sh 
int

est
ina

l 
an

ast
om

ose
s; 

ac
tiv

e o
r la

ten
t p

ep
tic

 ul
cer

.
Sig

ns 
of 

pe
rito

ne
al 

irri
tat

ion
 fo

llo
wi

ng
 ga

str
oin

tes
tin

al 
pe

rfo
rat

ion
 in

 pa
tie

nts
 re

cei
vin

g 
cor

tic
ost

ero
ids

 m
ay

 be
 m

ini
ma

l o
r a

bse
nt.

M
us

cu
los

ke
let

al:
Co

rtic
ost

ero
ids

 de
cre

ase
 bo

ne
 fo

rm
ati

on
 an

d i
ncr

ea
se 

bo
ne

 re
sor

pti
on

 bo
th 

thr
ou

gh
 th

eir
 ef

fec
t 

on
 ca

lciu
m 

reg
ula

tio
n (

i.e
., d

ecr
ea

sin
g a

bso
rpt

ion
 an

d i
ncr

ea
sin

g e
xcr

eti
on

) a
nd

 in
hib

itio
n o

f 
ost

eo
bla

st 
fun

cti
on

.  T
his

, to
ge

the
r w

ith
 a 

de
cre

ase
 in

 th
e p

rot
ein

 m
atr

ix 
of 

the
 bo

ne
 se

con
da

ry 
to 

an
 in

cre
ase

 in
 pr

ote
in 

cat
ab

oli
sm

, a
nd

 re
du

ced
 se

x h
orm

on
e p

rod
uc

tio
n, 

ma
y l

ea
d t

o 
inh

ibi
tio

n o
f b

on
e g

row
th 

in 
chi

ldr
en

 an
d a

do
les

cen
ts 

an
d t

he
 de

ve
lop

me
nt 

of 
ost

eo
po

ros
is a

t 
an

y a
ge

.  S
pe

cia
l co

nsi
de

rat
ion

 sh
ou

ld 
be

 gi
ve

n t
o p

ati
en

ts 
at 

inc
rea

sed
 ris

k o
f o

ste
op

oro
sis

 
(i.e

., p
ost

me
no

pa
usa

l w
om

en
) b

efo
re 

ini
tia

tin
g c

ort
ico

ste
roi

d t
he

rap
y.

Ne
ur

o-p
sy

ch
iat

ric
:

Alt
ho

ug
h c

on
tro

lle
d c

lin
ica

l tr
ial

s h
av

e s
ho

wn
 co

rtic
ost

ero
ids

 to
 be

 ef
fec

tiv
e i

n s
pe

ed
ing

 th
e 

res
olu

tio
n o

f a
cut

e e
xa

cer
ba

tio
ns 

of 
mu

ltip
le 

scl
ero

sis
, th

ey
 do

 no
t s

ho
w 

tha
t th

ey
 af

fec
t th

e 
ult

im
ate

 ou
tco

me
 or

 na
tur

al 
his

tor
y o

f th
e d

ise
ase

.  T
he

 st
ud

ies
 do

 sh
ow

 th
at 

rel
ati

ve
ly 

hig
h 

do
ses

 of
 co

rtic
ost

ero
ids

 ar
e n

ece
ssa

ry 
to 

de
mo

ns
tra

te 
a s

ign
ific

an
t e

ffe
ct.

  (
Se

e D
OS

AG
E 

AN
D 

AD
M

IN
IS

TR
AT

IO
N.

)
An

 ac
ute

 m
yo

pa
thy

 ha
s b

ee
n o

bse
rve

d w
ith

 th
e u

se 
of 

hig
h d

ose
s o

f c
ort

ico
ste

roi
ds,

 m
ost

 of
ten

 
occ

urr
ing

 in
 pa

tie
nts

 w
ith

 di
sor

de
rs 

of 
ne

uro
mu

scu
lar

 tra
nsm

iss
ion

 (e
.g.

, m
ya

sth
en

ia 
gra

vis
), 

or 
in 

pa
tie

nts
 re

cei
vin

g c
on

com
ita

nt 
the

rap
y w

ith
 ne

uro
mu

scu
lar

 bl
ock

ing
 dr

ug
s (

e.g
., 

pa
ncu

ron
ium

). 
 Th

is a
cut

e m
yo

pa
thy

 is 
ge

ne
ral

ize
d, 

ma
y i

nv
olv

e o
cul

ar 
an

d r
esp

ira
tor

y m
usc

les
, 

an
d m

ay
 re

su
lt i

n q
ua

dri
pa

res
is. 

  E
lev

ati
on

 of
 cr

ea
tin

ine
 ki

na
se 

ma
y o

ccu
r.  

Cli
nic

al 
im

pro
ve

me
nt 

or 
rec

ov
ery

 af
ter

 st
op

pin
g c

ort
ico

ste
roi

ds 
ma

y r
eq

uir
e w

ee
ks 

to 
ye

ars
.

Ps
ych

ic d
era

ng
em

en
ts 

ma
y a

pp
ea

r w
he

n c
ort

ico
ste

roi
ds 

are
 us

ed
, ra

ng
ing

 fro
m 

eu
ph

ori
a, 

ins
om

nia
, m

oo
d s

wi
ng

s, 
pe

rso
na

lity
 ch

an
ge

s, 
an

d s
ev

ere
 de

pre
ssi

on
, to

 fra
nk

 ps
ych

oti
c 

ma
nif

est
ati

on
s. 

Als
o, 

ex
ist

ing
 em

oti
on

al 
ins

tab
ilit

y o
r p

syc
ho

tic
 te

nd
en

cie
s m

ay
 be

 ag
gra

va
ted

 
by

 co
rtic

ost
ero

ids
.

Op
ht

ha
lm

ic:
Int

rao
cul

ar 
pre

ssu
re 

ma
y b

eco
me

 el
ev

ate
d i

n s
om

e i
nd

ivid
ua

ls. 
 If 

ste
roi

d t
he

rap
y i

s c
on

tin
ue

d 
for

 m
ore

 th
an

 6 
we

ek
s, 

int
rao

cul
ar 

pre
ssu

re 
sho

uld
 be

 m
on

ito
red

.
In

fo
rm

at
ion

 fo
r P

at
ien

ts:
Pa

tie
nts

 sh
ou

ld 
be

 w
arn

ed
 no

t to
 di

sco
nti

nu
e t

he
 us

e o
f P

red
nis

olo
ne

 So
diu

m 
Ph

osp
ha

te 
Or

al 
So

lut
ion

 ab
rup

tly
 or

 w
ith

ou
t m

ed
ica

l su
pe

rvi
sio

n, 
to 

ad
vis

e a
ny

 m
ed

ica
l a

tte
nd

an
ts 

tha
t th

ey
 

are
 ta

kin
g P

red
nis

olo
ne

 So
diu

m 
Ph

osp
ha

te 
Or

al 
So

lut
ion

 an
d t

o s
ee

k m
ed

ica
l a

dv
ice

 at
 on

ce 
sho

uld
 th

ey
 de

ve
lop

 fe
ve

r o
r o

the
r s

ign
s o

f in
fec

tio
n.

Pe
rso

ns 
wh

o a
re 

on
 im

mu
no

sup
pre

ssa
nt 

do
ses

 of
 co

rtic
ost

ero
ids

 sh
ou

ld 
be

 w
arn

ed
 to

 av
oid

 
ex

po
su

re 
to 

chi
cke

n p
ox

 or
 m

ea
sle

s. 
 Pa

tie
nts

 sh
ou

ld 
als

o b
e a

dv
ise

d t
ha

t if
 th

ey
 ar

e e
xp

ose
d, 

me
dic

al 
ad

vic
e s

ho
uld

 be
 so

ug
ht 

wi
tho

ut 
de

lay
.

Dr
ug

 in
ter

ac
tio

ns
:

Dru
gs 

suc
h a

s b
arb

itu
rat

es,
 ph

en
yto

in,
 ep

he
dri

ne
, a

nd
 rif

am
pin

, w
hic

h i
nd

uce
 he

pa
tic

 
mi

cro
som

al 
dru

g m
eta

bo
lizi

ng
 en

zym
e a

cti
vit

y m
ay

 en
ha

nce
 m

eta
bo

lism
 of

 pr
ed

nis
olo

ne
 an

d 
req

uir
e t

ha
t th

e d
osa

ge
 of

 Pr
ed

nis
olo

ne
 So

diu
m 

Ph
osp

ha
te 

Or
al 

So
lut

ion
 be

 in
cre

ase
d.

O

HO
H H

H

H

OH

CO

O

CH
2O

P(
ON

a)
2

CH
3

CH
3


