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PHARMACAL

SULFAMETHOXAZOLE
AND TRIMETHOPRIM
ORAL SUSPENSION, USP
200 mg / 40 mg per 5 mL

Cherry Flavor

SHAKE WELL BEFORE USING.

16 fl oz (473 mL)

HI-TECH PHARMACAL CO., INC.
Amityville, NY 11701

Each teaspoonful (5 mL) contains:
Sulfamethoxazole .............................  200 mg
Trimethoprim .....................................  40 mg
Alcohol ..............................................   0.26%

USUAL DOSAGE: See package insert for 
dosage and full prescribing information.

Dispense in a tight, light-resistant container 
as defined in the USP. Store at 20°-25°C 
(68°-77°F) [see USP Controlled Room 
Temperature]. Protect from light.
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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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y,
 a

nd
 th

e 
co

ag
ul

at
io

n 
tim

e 
sh

ou
ld

 b
e 

re
as

se
ss

ed
.

Su
lfa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

 m
ay

 in
hi

bi
t t

he
 h

ep
at

ic
 m

et
ab

ol
is

m
 o

f p
he

ny
to

in
. S

ul
fa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

, 
gi

ve
n 

at
 a

 c
om

m
on

 c
lin

ic
al

 d
os

ag
e,

 in
cr

ea
se

d 
th

e 
ph

en
yt

oi
n 

ha
lf-

lif
e 

by
 3

9%
 a

nd
 d

ec
re

as
ed

 th
e 

ph
en

yt
oi

n 
m

et
ab

ol
ic

 c
le

ar
an

ce
 

ra
te

 b
y 

27
%

. W
he

n 
ad

m
in

is
te

rin
g 

th
es

e 
dr

ug
s 

co
nc

ur
re

nt
ly

, o
ne

 s
ho

ul
d 

be
 a

le
rt 

fo
r p

os
si

bl
e 

ex
ce

ss
iv

e 
ph

en
yt

oi
n 

ef
fe

ct
.

Su
lfo

na
m

id
es

 c
an

 a
ls

o 
di

sp
la

ce
 m

et
ho

tre
xa

te
 fr

om
 p

la
sm

a 
pr

ot
ei

n 
bi

nd
in

g 
si

te
s 

an
d 

ca
n 

co
m

pe
te

 w
ith

 th
e 

re
na

l t
ra

ns
po

rt 
of

 m
et

ho
tre

xa
te

, t
hu

s 
in

cr
ea

si
ng

 fr
ee

 m
et

ho
tre

xa
te

 c
on

ce
nt

ra
tio

ns
.

Th
er

e 
ha

ve
 b

ee
n 

re
po

rts
 o

f m
ar

ke
d 

bu
t r

ev
er

si
bl

e 
ne

ph
ro

to
xi

ci
ty

 w
ith

 c
oa

dm
in

is
tra

tio
n 

of
 s

ul
fa

m
et

ho
xa

zo
le

 a
nd

 
tri

m
et

ho
pr

im
 a

nd
 c

yc
lo

sp
or

in
e 

in
 re

na
l t

ra
ns

pl
an

t r
ec

ip
ie

nt
s.

 
In

cr
ea

se
d 

di
go

xi
n 

bl
oo

d 
le

ve
ls

 c
an

 o
cc

ur
 w

ith
 c

on
co

m
ita

nt
 s

ul
fa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

 th
er

ap
y,

 e
sp

ec
ia

lly
 in

 
el

de
rly

 p
at

ie
nt

s.
 S

er
um

 d
ig

ox
in

 le
ve

ls
 s

ho
ul

d 
be

 m
on

ito
re

d.
 

In
cr

ea
se

d 
su

lfa
m

et
ho

xa
zo

le
 b

lo
od

 le
ve

ls
 m

ay
 o

cc
ur

 in
 p

at
ie

nt
s 

w
ho

 a
re

 a
ls

o 
re

ce
iv

in
g 

in
do

m
et

ha
ci

n.
 

Oc
ca

si
on

al
 re

po
rts

 s
ug

ge
st

 th
at

 p
at

ie
nt

s 
re

ce
iv

in
g 

py
rim

et
ha

m
in

e 
as

 m
al

ar
ia

 p
ro

ph
yl

ax
is

 in
 d

os
es

 e
xc

ee
di

ng
 2

5 
m

g 
w

ee
kl

y 
m

ay
 d

ev
el

op
 m

eg
al

ob
la

st
ic

 a
ne

m
ia

 if
 s

ul
fa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

 is
 p

re
sc

rib
ed

. 
Th

e 
ef

fic
ac

y 
of

 tr
ic

yc
lic

 a
nt

id
ep

re
ss

an
ts

 c
an

 d
ec

re
as

e 
w

he
n 

co
ad

m
in

is
te

re
d 

w
ith

 s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
. 

Li
ke

 o
th

er
 s

ul
fo

na
m

id
e-

co
nt

ai
ni

ng
 d

ru
gs

, s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 p

ot
en

tia
te

s 
th

e 
ef

fe
ct

 o
f o

ra
l h

yp
og

ly
ce

m
ic

s.
 

In
 th

e 
lit

er
at

ur
e,

 a
 s

in
gl

e 
ca

se
 o

f t
ox

ic
 d

el
iri

um
 h

as
 b

ee
n 

re
po

rte
d 

af
te

r c
on

co
m

ita
nt

 in
ta

ke
 o

f 
su

lfa
m

et
ho

xa
zo

le
/tr

im
et

ho
pr

im
 a

nd
 a

m
an

ta
di

ne
. 

In
 th

e 
lit

er
at

ur
e,

 th
re

e 
ca

se
s 

of
 h

yp
er

ka
le

m
ia

 in
 e

ld
er

ly
 p

at
ie

nt
s 

ha
ve

 b
ee

n 
re

po
rte

d 
af

te
r c

on
co

m
ita

nt
 in

ta
ke

 o
f 

su
lfa

m
et

ho
xa

zo
le

/tr
im

et
ho

pr
im

 a
nd

 a
n 

an
gi

ot
en

si
n 

co
nv

er
tin

g 
en

zy
m

e 
in

hi
bi

to
r.7

,8
 

Dr
ug

/L
ab

or
at

or
y 

Te
st

 In
te

ra
ct

io
ns

Su
lfa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

, s
pe

ci
fic

al
ly

 th
e 

tri
m

et
ho

pr
im

 c
om

po
ne

nt
, c

an
 in

te
rfe

re
 w

ith
 a

 s
er

um
 m

et
ho

tre
xa

te
 

as
sa

y 
as

 d
et

er
m

in
ed

 b
y 

th
e 

co
m

pe
tit

iv
e 

bi
nd

in
g 

pr
ot

ei
n 

te
ch

ni
qu

e 
(C

BP
A)

 w
he

n 
a 

ba
ct

er
ia

l d
ih

yd
ro

fo
la

te
 re

du
ct

as
e 

is
 u

se
d 

as
 th

e 
bi

nd
in

g 
pr

ot
ei

n.
 N

o 
in

te
rfe

re
nc

e 
oc

cu
rs

, h
ow

ev
er

, i
f m

et
ho

tre
xa

te
 is

 m
ea

su
re

d 
by

 a
 ra

di
oi

m
m

un
oa

ss
ay

 (R
IA

).
Th

e 
pr

es
en

ce
 o

f s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 m

ay
 a

ls
o 

in
te

rfe
re

 w
ith

 th
e 

Ja
ffé

 a
lk

al
in

e 
pi

cr
at

e 
re

ac
tio

n 
as

sa
y 

fo
r 

cr
ea

tin
in

e,
 re

su
lti

ng
 in

 o
ve

re
st

im
at

io
ns

 o
f a

bo
ut

 1
0%

 in
 th

e 
ra

ng
e 

of
 n

or
m

al
 v

al
ue

s.
Ca

rc
in

og
en

es
is

, M
ut

ag
en

es
is

, I
m

pa
irm

en
t o

f F
er

til
ity

Ca
rc

in
og

en
es

is
: L

on
g-

te
rm

 s
tu

di
es

 in
 a

ni
m

al
s 

to
 e

va
lu

at
e 

ca
rc

in
og

en
ic

 p
ot

en
tia

l h
av

e 
no

t b
ee

n 
co

nd
uc

te
d 

w
ith

 
su

lfa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
.

M
ut

ag
en

es
is

: B
ac

te
ria

l m
ut

ag
en

ic
 s

tu
di

es
 h

av
e 

no
t b

ee
n 

pe
rfo

rm
ed

 w
ith

 s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 in

 
co

m
bi

na
tio

n.
 T

rim
et

ho
pr

im
 w

as
 d

em
on

st
ra

te
d 

to
 b

e 
no

nm
ut

ag
en

ic
 in

 th
e 

Am
es

 a
ss

ay
. N

o 
ch

ro
m

os
om

al
 d

am
ag

e 
w

as
 

ob
se

rv
ed

 in
 h

um
an

 le
uk

oc
yt

es
 c

ul
tu

re
d 

in
 v

itr
o 

w
ith

 s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 a

lo
ne

 o
r i

n 
co

m
bi

na
tio

n;
 th

e 
co

nc
en

tra
tio

ns
 u

se
d 

ex
ce

ed
ed

 b
lo

od
 le

ve
ls

 o
f t

he
se

 c
om

po
un

ds
 fo

llo
w

in
g 

th
er

ap
y 

w
ith

 s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 

tri
m

et
ho

pr
im

. O
bs

er
va

tio
ns

 o
f l

eu
ko

cy
te

s 
ob

ta
in

ed
 fr

om
 p

at
ie

nt
s 

tre
at

ed
 w

ith
 s

ul
fa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

 re
ve

al
ed

 
no

 c
hr

om
os

om
al

 a
bn

or
m

al
iti

es
. 

Im
pa

irm
en

t o
f F

er
til

ity
: N

o 
ad

ve
rs

e 
ef

fe
ct

s 
on

 fe
rti

lit
y 

or
 g

en
er

al
 re

pr
od

uc
tiv

e 
pe

rfo
rm

an
ce

 w
er

e 
ob

se
rv

ed
 in

 ra
ts

 g
iv

en
 

or
al

 d
os

ag
es

 a
s 

hi
gh

 a
s 

35
0 

m
g/

kg
/d

ay
 s

ul
fa

m
et

ho
xa

zo
le

 p
lu

s 
70

 m
g/

kg
/d

ay
 tr

im
et

ho
pr

im
.

Pr
eg

na
nc

y
Te

ra
to

ge
ni

c 
Ef

fe
ct

s:
 P

re
gn

an
cy

 C
at

eg
or

y 
C.

 In
 ra

ts
, o

ra
l d

os
es

 o
f 5

33
 m

g/
kg

 o
r 2

00
 m

g/
kg

 p
ro

du
ce

d 
te

ra
to

lo
gi

c 
ef

fe
ct

s 
m

an
ife

st
ed

 m
ai

nl
y 

as
 c

le
ft 

pa
la

te
s.

 
Th

e 
hi

gh
es

t d
os

e 
w

hi
ch

 d
id

 n
ot

 c
au

se
 c

le
ft 

pa
la

te
s 

in
 ra

ts
 w

as
 5

12
 m

g/
kg

 s
ul

fa
m

et
ho

xa
zo

le
 o

r 1
92

 m
g/

kg
 tr

im
et

ho
pr

im
 

w
he

n 
ad

m
in

is
te

re
d 

se
pa

ra
te

ly
. I

n 
tw

o 
st

ud
ie

s 
in

 ra
ts

, n
o 

te
ra

to
lo

gy
 w

as
 o

bs
er

ve
d 

w
he

n 
51

2 
m

g/
kg

 o
f s

ul
fa

m
et

ho
xa

zo
le

 
w

as
 u

se
d 

in
 c

om
bi

na
tio

n 
w

ith
 1

28
 m

g/
kg

 o
f t

rim
et

ho
pr

im
. I

n 
on

e 
st

ud
y,

 h
ow

ev
er

, c
le

ft 
pa

la
te

s 
w

er
e 

ob
se

rv
ed

 in
 o

ne
 li

tte
r 

ou
t o

f 9
 w

he
n 

35
5 

m
g/

kg
 o

f s
ul

fa
m

et
ho

xa
zo

le
 w

as
 u

se
d 

in
 c

om
bi

na
tio

n 
w

ith
 8

8 
m

g/
kg

 o
f t

rim
et

ho
pr

im
.

In
 s

om
e 

ra
bb

it 
st

ud
ie

s,
 a

n 
ov

er
al

l i
nc

re
as

e 
in

 fe
ta

l l
os

s 
(d

ea
d 

an
d 

re
so

rb
ed

 a
nd

 m
al

fo
rm

ed
 c

on
ce

pt
us

es
) w

as
 a

ss
oc

ia
te

d 
w

ith
 d

os
es

 o
f t

rim
et

ho
pr

im
 6

 ti
m

es
 th

e 
hu

m
an

 th
er

ap
eu

tic
 d

os
e.

W
hi

le
 th

er
e 

ar
e 

no
 la

rg
e,

 w
el

l-c
on

tro
lle

d 
st

ud
ie

s 
on

 th
e 

us
e 

of
 s

ul
fa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

 in
 p

re
gn

an
t w

om
en

, 
Br

um
fit

t a
nd

 P
ur

se
ll,

9  
in

 a
 re

tro
sp

ec
tiv

e 
st

ud
y,

 re
po

rte
d 

th
e 

ou
tc

om
e 

of
 1

86
 p

re
gn

an
ci

es
 d

ur
in

g 
w

hi
ch

 th
e 

m
ot

he
r r

ec
ei

ve
d 

ei
th

er
 p

la
ce

bo
 o

r s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
. T

he
 in

ci
de

nc
e 

of
 c

on
ge

ni
ta

l a
bn

or
m

al
iti

es
 w

as
 4

.5
%

 (3
 o

f 6
6)

 in
 

th
os

e 
w

ho
 re

ce
iv

ed
 p

la
ce

bo
 a

nd
 3

.3
%

 (4
 o

f 1
20

) i
n 

th
os

e 
re

ce
iv

in
g 

su
lfa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

. T
he

re
 w

er
e 

no
 

ab
no

rm
al

iti
es

 in
 th

e 
10

 c
hi

ld
re

n 
w

ho
se

 m
ot

he
rs

 re
ce

iv
ed

 th
e 

dr
ug

 d
ur

in
g 

th
e 

fir
st

 tr
im

es
te

r. 
In

 a
 s

ep
ar

at
e 

su
rv

ey
, B

ru
m

fit
t 

an
d 

Pu
rs

el
l a

ls
o 

fo
un

d 
no

 c
on

ge
ni

ta
l a

bn
or

m
al

iti
es

 in
 3

5 
ch

ild
re

n 
w

ho
se

 m
ot

he
rs

 h
ad

 re
ce

iv
ed

 o
ra

l s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 

tri
m

et
ho

pr
im

 a
t t

he
 ti

m
e 

of
 c

on
ce

pt
io

n 
or

 s
ho

rtl
y 

th
er

ea
fte

r.
Be

ca
us

e 
su

lfa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 m

ay
 in

te
rfe

re
 w

ith
 fo

lic
 a

ci
d 

m
et

ab
ol

is
m

, s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 

sh
ou

ld
 b

e 
us

ed
 d

ur
in

g 
pr

eg
na

nc
y 

on
ly

 if
 th

e 
po

te
nt

ia
l b

en
ef

it 
ju

st
ifi

es
 th

e 
po

te
nt

ia
l r

is
k 

to
 th

e 
fe

tu
s.

No
nt

er
at

og
en

ic
 E

ffe
ct

s:
 S

ee
 C

ON
TR

AI
ND

IC
AT

IO
NS

 s
ec

tio
n.

Nu
rs

in
g 

M
ot

he
rs

Se
e 

CO
NT

RA
IN

DI
CA

TI
ON

S 
se

ct
io

n.
Pe

di
at

ric
 U

se
Su

lfa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 is

 n
ot

 re
co

m
m

en
de

d 
fo

r i
nf

an
ts

 y
ou

ng
er

 th
an

 2
 m

on
th

s 
of

 a
ge

 (s
ee

 IN
DI

CA
TI

ON
S 

AN
D 

US
AG

E 
an

d 
CO

NT
RA

IN
DI

CA
TI

ON
S 

se
ct

io
ns

).
Ge

ria
tri

c 
Us

e
Cl

in
ic

al
 s

tu
di

es
 o

f s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 d

id
 n

ot
 in

cl
ud

e 
su

ffi
ci

en
t n

um
be

rs
 o

f s
ub

je
ct

s 
ag

ed
 6

5 
an

d 
ov

er
 to

 
de

te
rm

in
e 

w
he

th
er

 th
ey

 re
sp

on
d 

di
ffe

re
nt

ly
 fr

om
 y

ou
ng

er
 s

ub
je

ct
s.

Th
er

e 
m

ay
 b

e 
an

 in
cr

ea
se

d 
ris

k 
of

 s
ev

er
e 

ad
ve

rs
e 

re
ac

tio
ns

 in
 e

ld
er

ly
 p

at
ie

nt
s,

 p
ar

tic
ul

ar
ly

 w
he

n 
co

m
pl

ic
at

in
g 

co
nd

iti
on

s 
ex

is
t, 

e.
g.

, i
m

pa
ire

d 
ki

dn
ey

 a
nd

/o
r l

iv
er

 fu
nc

tio
n,

 p
os

si
bl

e 
fo

la
te

 d
ef

ic
ie

nc
y,

 o
r c

on
co

m
ita

nt
 u

se
 o

f o
th

er
 d

ru
gs

. S
ev

er
e 

sk
in

 
re

ac
tio

ns
, g

en
er

al
ize

d 
bo

ne
 m

ar
ro

w
 s

up
pr

es
si

on
 (s

ee
 W

AR
NI

NG
S 

an
d 

AD
VE

RS
E 

RE
AC

TI
ON

S 
se

ct
io

ns
), 

a 
sp

ec
ifi

c 
de

cr
ea

se
 in

 p
la

te
le

ts
 (w

ith
 o

r w
ith

ou
t p

ur
pu

ra
), 

an
d 

hy
pe

rk
al

em
ia

 a
re

 th
e 

m
os

t f
re

qu
en

tly
 re

po
rte

d 
se

ve
re

 a
dv

er
se

 
re

ac
tio

ns
 in

 e
ld

er
ly

 p
at

ie
nt

s.
 In

 th
os

e 
co

nc
ur

re
nt

ly
 re

ce
iv

in
g 

ce
rta

in
 d

iu
re

tic
s,

 p
rim

ar
ily

 th
ia

zid
es

, a
n 

in
cr

ea
se

d 
in

ci
de

nc
e 

of
 

th
ro

m
bo

cy
to

pe
ni

a 
w

ith
 p

ur
pu

ra
 h

as
 b

ee
n 

re
po

rte
d.

 In
cr

ea
se

d 
di

go
xi

n 
bl

oo
d 

le
ve

ls
 c

an
 o

cc
ur

 w
ith

 c
on

co
m

ita
nt

 
su

lfa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 th

er
ap

y,
 e

sp
ec

ia
lly

 in
 e

ld
er

ly
 p

at
ie

nt
s.

 S
er

um
 d

ig
ox

in
 le

ve
ls

 s
ho

ul
d 

be
 m

on
ito

re
d.

 
He

m
at

ol
og

ic
al

 c
ha

ng
es

 in
di

ca
tiv

e 
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 m
et
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ize
d 

fo
rm
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 s

ul
fa

m
et

ho
xa

zo
le
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ls
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ex
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ts
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s 

th
e 
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ug
at
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. T
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 m

et
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ol
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m
 o

f s
ul

fa
m

et
ho

xa
zo

le
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ur
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in
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el
y 
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4-
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et
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at
io

n,
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lth
ou
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 th

e 
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uc
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at
e 
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s 
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tif
ie

d.
 T
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 p

rin
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l m

et
ab

ol
ite

s 
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 tr
im

et
ho

pr
im

 a
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 th
e 

1-
 a

nd
 3
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xi

de
s 

an
d 

th
e 
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- a

nd
 4

’-h
yd

ro
xy

 
de

riv
at

iv
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rm

s 
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ul

fa
m

et
ho

xa
zo

le
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nd
 tr

im
et

ho
pr

im
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 c
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si

de
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d 
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 b
e 
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e 

th
er
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eu
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al
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ct
iv

e 
fo

rm
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Ap
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el
y 
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%
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ul
fa

m
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ho
xa

zo
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f t
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ho
pr

im
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 b

ou
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 p
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a 
pr

ot
ei

ns
. T

he
 p

re
se

nc
e 
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 1

0 
m

g 
pe
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en

t s
ul

fa
m
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ho
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zo

le
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 p
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a 
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ot
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et
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ca

nt
 d
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 tr

im
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ho
pr
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 th
e 
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n 
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m
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zo
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od
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ve
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r t
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 c
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ra
l a
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tio
n.

 T
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 m
ea

n 
se

ru
m
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al

f-l
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 o

f 
su

lfa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
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re
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0 
an

d 
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 1

0 
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ur
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ec
tiv

el
y.

 H
ow

ev
er

, p
at

ie
nt

s 
w

ith
 s

ev
er

el
y 

im
pa

ire
d 

re
na

l 
fu

nc
tio

n 
ex

hi
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t a
n 
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cr

ea
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 th

e 
ha

lf-
liv

es
 o

f b
ot

h 
co

m
po

ne
nt

s,
 re

qu
iri

ng
 d

os
ag

e 
re

gi
m

en
 a

dj
us

tm
en

t (
se

e 
DO

SA
GE
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ND
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M
IN

IS
TR
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N 
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ct
io

n)
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et
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bl

e 
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ou
nt

s 
of

 s
ul

fa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 a

re
 p

re
se

nt
 in

 th
e 

bl
oo

d 
24

 h
ou

rs
 

af
te

r d
ru

g 
ad

m
in

is
tra

tio
n.

 D
ur

in
g 

ad
m

in
is

tra
tio

n 
of

 8
00

 m
g 

su
lfa

m
et

ho
xa

zo
le

 a
nd

 1
60

 m
g 

tri
m

et
ho

pr
im

 b
.i.

d.
, t

he
 m

ea
n 

st
ea

dy
-s

ta
te

 p
la

sm
a 

co
nc

en
tra

tio
n 

of
 tr

im
et

ho
pr

im
 w

as
 1

.7
2 

μ
g/

m
L.

 T
he

 s
te

ad
y-

st
at

e 
m

ea
n 

pl
as

m
a 

le
ve

ls
 o

f f
re

e 
an

d 
to

ta
l 

su
lfa

m
et

ho
xa

zo
le

 w
er

e 
57

.4
 μ

g/
m

L 
an

d 
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.0
 μ

g/
m

L,
 re

sp
ec

tiv
el

y.
 T

he
se

 s
te

ad
y-

st
at

e 
le

ve
ls

 w
er

e 
ac

hi
ev

ed
 a

fte
r t

hr
ee

 d
ay

s 
of

 d
ru

g 
ad

m
in

is
tra

tio
n.
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cr
et
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n 
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 s

ul
fa

m
et

ho
xa

zo
le

 a
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 tr
im

et
ho

pr
im
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 p

rim
ar
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 b

y 
th

e 
ki

dn
ey

s 
th

ro
ug

h 
bo

th
 

gl
om

er
ul

ar
 fi

ltr
at

io
n 

an
d 
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bu

la
r s

ec
re

tio
n.

 U
rin

e 
co

nc
en

tra
tio

ns
 o

f b
ot

h 
su

lfa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 a

re
 

co
ns

id
er

ab
ly

 h
ig

he
r t

ha
n 

ar
e 

th
e 

co
nc

en
tra

tio
ns

 in
 th

e 
bl

oo
d.

 T
he

 a
ve

ra
ge

 p
er

ce
nt

ag
e 

of
 th

e 
do

se
 re

co
ve

re
d 

in
 u

rin
e 

fro
m
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to
 7

2 
ho

ur
s 

af
te

r a
 s

in
gl

e 
or

al
 d

os
e 

of
 s

ul
fa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

 is
 8

4.
5%

 fo
r t

ot
al

 s
ul

fo
na

m
id

e 
an

d 
66

.8
%

 fo
r 

fre
e 

tri
m

et
ho

pr
im

. T
hi

rty
 p

er
ce

nt
 o

f t
he

 to
ta

l s
ul

fo
na

m
id

e 
is

 e
xc

re
te

d 
as

 fr
ee

 s
ul

fa
m

et
ho

xa
zo

le
, w

ith
 th

e 
re

m
ai

ni
ng

 a
s 

N 4
-a

ce
ty

la
te

d 
m

et
ab

ol
ite

.2
 W

he
n 

ad
m

in
is

te
re

d 
to

ge
th

er
 a

s 
su

lfa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
, n

ei
th

er
 s

ul
fa

m
et

ho
xa

zo
le

 
no

r t
rim

et
ho

pr
im

 a
ffe

ct
s 

th
e 

ur
in

ar
y 

ex
cr

et
io

n 
pa

tte
rn
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f t

he
 o

th
er

.
Bo

th
 s

ul
fa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
im

 d
is

tri
bu

te
 to

 s
pu

tu
m

, v
ag

in
al

 fl
ui

d 
an

d 
m

id
dl

e 
ea

r f
lu

id
; t

rim
et

ho
pr

im
 a

ls
o 

di
st

rib
ut

es
 to

 b
ro

nc
hi

al
 s

ec
re

tio
ns

, a
nd

 b
ot

h 
pa

ss
 th

e 
pl

ac
en

ta
l b

ar
rie

r a
nd

 a
re

 e
xc

re
te

d 
in

 h
um

an
 m

ilk
.

Ge
ria

tri
c 

Ph
ar

m
ac

ok
in

et
ic

s
Th

e 
ph

ar
m

ac
ok

in
et

ic
s 

of
 s

ul
fa

m
et

ho
xa

zo
le
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00

 m
g 

an
d 

tri
m

et
ho

pr
im

 1
60

 m
g 

w
er

e 
st

ud
ie

d 
in

 6
 g

er
ia

tri
c 

su
bj

ec
ts

 (m
ea

n 
ag

e:
 7

8.
6 

ye
ar

s)
 a

nd
 6

 y
ou

ng
 h

ea
lth

y 
su

bj
ec

ts
 (m

ea
n 

ag
e:

 2
9.

3 
ye

ar
s)

 u
si

ng
 a

 n
on

-U
.S

. a
pp

ro
ve

d 
fo

rm
ul

at
io

n.
 

Ph
ar

m
ac

ok
in

et
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 v
al

ue
s 
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r s

ul
fa

m
et

ho
xa

zo
le
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 g

er
ia

tri
c 

su
bj

ec
ts

 w
er

e 
si

m
ila

r t
o 

th
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e 
ob

se
rv

ed
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 y
ou

ng
 a

du
lt 

su
bj

ec
ts
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Th

e 
m

ea
n 

re
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l c
le
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an

ce
 o

f t
rim

et
ho

pr
im

 w
as

 s
ig

ni
fic

an
tly

 lo
w

er
 in

 g
er

ia
tri

c 
su

bj
ec

ts
 c

om
pa

re
d 

w
ith

 y
ou

ng
 a

du
lt 

su
bj

ec
ts

 
(1

9 
m

L/
h/

kg
 v

s.
 5

5 
m

L/
h/

kg
). 

Ho
w

ev
er

, a
fte

r n
or

m
al

izi
ng

 b
y 

bo
dy

 w
ei

gh
t, 

th
e 

ap
pa

re
nt

 to
ta

l b
od

y 
cl

ea
ra

nc
e 

of
 

tri
m

et
ho

pr
im

 w
as

 o
n 

av
er

ag
e 

19
%

 lo
w

er
 in

 g
er

ia
tri

c 
su

bj
ec

ts
 c

om
pa
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d 

w
ith

 y
ou

ng
 a

du
lt 

su
bj

ec
ts
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M
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ro
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Su
lfa

m
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xa

zo
le
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hi
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 b
ac

te
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l s
yn

th
es
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 o

f d
ih

yd
ro

fo
lic

 a
ci

d 
by

 c
om

pe
tin

g 
w

ith
 p

ar
a-

am
in

ob
en
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ic

 a
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d 
(P
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A)
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Tr

im
et

ho
pr

im
 b

lo
ck

s 
th

e 
pr
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 te
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dr
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ol
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d 
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m
 d
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fo
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d 
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in
di

ng
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 re
ve
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bi

tin
g 

th
e 
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qu

ire
d 

en
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m
e,

 d
ih

yd
ro
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te
 re

du
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as
e.

 T
hu
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 s

ul
fa

m
et

ho
xa

zo
le

 a
nd

 tr
im

et
ho

pr
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 b
lo
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s 
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o 

co
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iv
e 

st
ep

s 
in

 
th

e 
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th
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 o

f n
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le
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nd
 p
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te

in
s 
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nt
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l t
o 

m
an

y 
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 v

itr
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st
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ho

w
n 

th
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 b
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te
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l r
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e 

de
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lo
ps

 m
or

e 
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ow
ly

 w
ith

 b
ot

h 
su

lfa
m

et
ho

xa
zo

le
 a

nd
 tr

im
et

ho
pr

im
 in

 
co

m
bi

na
tio

n 
 th

an
 w

ith
 e

ith
er

 s
ul

fa
m

et
ho

xa
zo

le
 o

r t
rim

et
ho

pr
im

 a
lo

ne
.

Su
lfa

m
et

ho
xa
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nd

 tr
im

et
ho

pr
im

 h
av

e 
be

en
 s

ho
w

n 
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 b
e 

ac
tiv

e 
ag

ai
ns

t m
os

t s
tra

in
s 

of
 th

e 
fo

llo
w

in
g 

m
ic

ro
or

ga
ni

sm
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bo

th
 in

 v
itr

o 
an

d 
in

 c
lin

ic
al

 in
fe

ct
io

ns
 a

s 
de
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rib
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 th
e 
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 m
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eg
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ch
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g 
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ep
tib

le
 e
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 s
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at
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 tr
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 d
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a)
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pe
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En
te

ro
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er
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Ha
em
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lu
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flu

en
za

e
M
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ne
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 m
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i
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ot
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s 
m
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is
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 fl
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ne
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Sh
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 s
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i
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m
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Pn
eu

m
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 c
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in
ii 

Su
sc

ep
tib

ili
ty

 T
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tin
g 

M
et

ho
ds
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Di

lu
tio

n 
Te

ch
ni

qu
es

: 
Qu

an
tit

at
iv

e 
m

et
ho
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 u

se
d 

to
 d

et
er

m
in

e 
an

tim
ic

ro
bi

al
 m

in
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um
 in

hi
bi

to
ry

 c
on

ce
nt

ra
tio

ns
 (M
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s)

. T
he

se
 M

IC
s 

pr
ov

id
e 

es
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at
es

 o
f t

he
 s

us
ce

pt
ib

ili
ty

 o
f b

ac
te
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 to

 a
nt
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ic
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al
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om
po

un
ds

. T
he

 M
IC

s 
sh

ou
ld

 b
e 

de
te

rm
in

ed
 u

si
ng
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st
an

da
rd

ize
d 

pr
oc

ed
ur

e.
 S

ta
nd

ar
di

ze
d 

pr
oc

ed
ur

es
 a

re
 b
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ed

 o
n 

a 
di

lu
tio

n 
m

et
ho

d4
 (b

ro
th

 o
r a
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r)

 o
r e

qu
iv

al
en

t w
ith

 
st

an
da

rd
ize

d 
in

oc
ul

um
 c

on
ce

nt
ra

tio
ns

 a
nd

 s
ta

nd
ar

di
ze

d 
co

nc
en

tra
tio

ns
 o

f s
ul

fa
m

et
ho

xa
zo

le
/tr

im
et

ho
pr

im
 p

ow
de

r. 
Th

e 
M

IC
 v

al
ue

s 
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ou
ld

 b
e 

in
te

rp
re

te
d 

ac
co

rd
in

g 
to

 th
e 

fo
llo

w
in

g 
cr

ite
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r t
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tin
g 

En
te

ro
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ct
er

ia
ce
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M
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m
L)

 
In

te
rp

re
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tio
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Su
sc

ep
tib
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Re

si
st
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W

he
n 

te
st

in
g 

ei
th

er
 H

ae
m

op
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s 

in
flu

en
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r S
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pt
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s 
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m
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ia
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M
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g/

m
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In

te
rp

re
ta

tio
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sc
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tib
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st
an
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Th
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e 

in
te

rp
re

ta
tiv

e 
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an
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s 
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e 
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pl

ic
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le
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nl
y 
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 b

ro
th

 m
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ro
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tio

n 
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sc
ep

tib
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s 

w
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m
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lu
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en
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e
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in

g 
Ha

em
op

hi
lu

s 
Te

st
 M

ed
iu

m
 (H

TM
).4

 
b.

Th
es

e 
in

te
rp

re
ta

tiv
e 

st
an

da
rd

s 
ar

e 
ap

pl
ic

ab
le

 o
nl

y 
to

 b
ro

th
 m

ic
ro

di
lu

tio
n 

su
sc

ep
tib

ili
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 te
st

s 
us

in
g 
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tio

n-
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st

ed
M

ue
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r-
Hi

nt
on

 b
ro

th
 w

ith
 2

%
 to

 5
%
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se

d 
ho
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e 

bl
oo

d.
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e 
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th
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 to
 b
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d 
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th
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ic
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bi
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 c
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un
d 
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e 
bl
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d 
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ac
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s 
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e 
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 A
 re
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rt 

of
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nt
er

m
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nd

ic
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 th
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 th

e 
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su
lt 

sh
ou
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 b
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er
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l, 

an
d,

 if
 th
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m
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ro
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 n

ot
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lly
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ce

pt
ib

le
 to

 a
lte
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iv
e,

 c
lin

ic
al
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as
ib

le
 d
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, t
he
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st

 s
ho

ul
d 

be
 

re
pe

at
ed

. T
hi

s 
ca

te
go

ry
 im

pl
ie

s 
po
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ib
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 c
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ty
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y 
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s 

w
he
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 th

e 
dr

ug
 is
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og
ic

al
ly

 c
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ce
nt

ra
te

d 
or

 in
 s

itu
at

io
ns

 w
he
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 h

ig
h 
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 o

f d
ru

g 
ca

n 
be

 u
se

d.
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hi
s 

ca
te

go
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 a
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o 
pr

ov
id

es
 a

 b
uf

fe
r z

on
e 

w
hi

ch
 p

re
ve

nt
s 
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al

l 
un

co
nt

ro
lle

d 
te

ch
ni
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l f
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 fr

om
 c
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si
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 m
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or

 d
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ep

an
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 in
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te

rp
re
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tio

n.
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th

og
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 n

ot
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 b
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hi
bi

te
d 

if 
th
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an
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bi

al
 c

om
po
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Reference ID: 3057440

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




