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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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ra
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 c
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 d
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at
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at
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at
io
ns
 o
f o

ve
rd
os
e 
in
clu

de
 c
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 d
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 c
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, p
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 d
ro
w
sin

es
s, 
st
up

or
, a
ta
xia

, 
re
st
le
ss
ne

ss
, 
ag

ita
tio

n,
 h

yp
er
ac
tiv

e 
re
fle

xe
s, 

m
us
cle

 r
ig
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 m
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 c
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 c
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, m
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 d
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 b
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 m
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 l
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at
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 m
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f o
bs
er
va
tio

n w
ith

 
ca
rd
iac

 m
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r r
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 d
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is 
pe

rio
d,
 ex

te
nd

ed
 m

on
ito

rin
g 
is 
re
qu

ire
d.
 Th

er
e a

re
 ca

se
 

re
po

rts
 o
f p

at
ie
nt
s 
su
cc
um

bi
ng

 t
o 
fa
ta
l d

ys
rh
yt
hm

ias
 la

te
 a
fte

r 
ov

er
do

se
; 
th
es
e 

pa
tie

nt
s 
ha

d 
cli
ni
ca
l 
ev
id
en

ce
 o

f 
sig

ni
fic

an
t

po
iso

ni
ng

 
pr
io
r 

to
 
de

at
h 

an
d 

m
os
t 

re
ce
iv
ed

 
in
ad

eq
ua

te
ga

st
ro
in
te
st
in
al
 d

ec
on

ta
m
in
at
io
n.
 M

on
ito

rin
g 

of
 p

la
sm

a 
dr
ug

le
ve
ls 
sh
ou

ld
 n
ot
 g
ui
de

 m
an

ag
em

en
t o

f t
he

 p
at
ie
nt
. 

G
as
tr
o
in
te
st
in
al
 D

ec
o
n
ta
m
in
at
io
n
 –
 A
ll 
pa

tie
nt
s 
su
sp
ec
te
d 
of
 

tri
cy
cli
c o

ve
rd
os
e s

ho
ul
d r

ec
ei
ve
 ga

st
ro
in
te
st
in
al 
de

co
nt
am

in
at
io
n.
 

Th
is 

sh
ou

ld
 i
nc

lu
de

 l
ar
ge

 v
ol
um

e 
ga

st
ric

 l
av
ag

e 
fo
llo

w
ed

 b
y

ac
tiv

at
ed

 ch
ar
co
al.
 If
 co

ns
cio

us
ne

ss
 is
 im

pa
ire

d,
 th

e 
air

w
ay
 sh

ou
ld
 

be
 se

cu
re
d 
pr
io
r t
o 
lav

ag
e. 
Em

es
is 
is 
co
nt
ra
in
di
ca
te
d.

C
a
rd

io
v
a
sc
u
la
r 

– 
A 

m
ax

im
al
 l
im

b-
le
ad

 Q
RS

 d
ur
at
io
n 

of
≥0

.10
 s
ec
on

ds
 m

ay
 b

e 
th
e 

be
st
 i
nd

ica
tio

n 
of
 t
he

 s
ev
er
ity

 o
f 

th
e 
ov

er
do

se
. I
nt
ra
ve
no

us
 s
od

iu
m
 b
ica

rb
on

at
e 
sh
ou

ld
 b
e 
us
ed

 
to
 m

ain
ta
in
 t
he

 s
er
um

 p
H 

in
 t
he

 r
an

ge
 o
f 
7.4

5 
to
 7
.55

. I
f 
th
e 

pH
 r
es
po

ns
e 
is 

in
ad

eq
ua

te
, h

yp
er
ve
nt
ila
tio

n 
m
ay
 a
lso

 b
e 
us
ed

. 
Co

nc
om

ita
nt
 u

se
 o

f 
hy

pe
rv
en

til
at
io
n 

an
d 

so
di
um

 b
ica

rb
on

at
e 

sh
ou

ld
 be

 do
ne

 w
ith

 ex
tre

m
e c

au
tio

n,
 w
ith

 fr
eq

ue
nt
 pH

 m
on

ito
rin

g.
 

A 
pH

 >
7.6

0 
or
 a
 p
CO

2 
<2

0 
m
m
Hg

 is
 u
nd

es
ira

bl
e. 

Dy
srh

yt
hm

ias
 

un
re
sp
on

siv
e 

to
 s
od

iu
m
 b

ica
rb
on

at
e 

th
er
ap

y/
hy

pe
rv
en

til
at
io
n 

m
ay
 re

sp
on

d 
to
 li
do

ca
in
e, 

br
et
yli
um

, o
r p

he
ny

to
in
. T
yp

e 
1A

 a
nd

 
1C

 a
nt
iar

rh
yt
hm

ics
 a
re
 g
en

er
all
y 
co
nt
ra
in
di
ca
te
d 
(e
.g
., 
qu

in
id
in
e, 

di
so
py

ra
m
id
e, 
an

d 
pr
oc
ain

am
id
e)
.

In
 r
ar
e 

in
st
an

ce
s, 

he
m
op

er
fu
sio

n 
m
ay
 b

e 
be

ne
fic
ia
l 
in
 a

cu
te
 

re
fra

ct
or
y c

ar
di
ov

as
cu
lar

 in
st
ab

ilit
y i
n 
pa

tie
nt
s w

ith
 a
cu
te
 to

xic
ity

. 
Ho

w
ev
er
, h
em

od
ial
ys
is,
 p
er
ito

ne
al 
di
aly

sis
, e
xc
ha

ng
e 
tra

ns
fu
sio

ns
, 

an
d 
fo
rc
ed

 d
iu
re
sis

 g
en

er
all
y 
ha

ve
 b
ee

n 
re
po

rte
d 
as
 in

ef
fe
ct
ive

 in
 

tri
cy
cli
c p

oi
so
ni
ng

.
C
N
S
 –
 In

 p
at
ie
nt
s w

ith
 C
NS

 d
ep

re
ss
io
n,
 e
ar
ly 
in
tu
ba

tio
n 
is 
ad

vis
ed

 
be

ca
us
e 
of
 th

e 
po

te
nt
ial
 fo

r a
br
up

t d
et
er
io
ra
tio

n.
 S
ei
zu
re
s s

ho
ul
d 

be
 co

nt
ro
lle
d w

ith
 be

nz
od

iaz
ep

in
es
, o
r if
 th

es
e a

re
 in
ef
fe
ct
ive

, o
th
er
 

an
tic

on
vu

lsa
nt
s (
e.g

., p
he

no
ba

rb
ita

l, p
he

ny
to
in
). 
Ph

ys
os
tig

m
in
e 
is 

no
t 
re
co
m
m
en

de
d 

ex
ce
pt
 t
o 

tre
at
 l
ife

-th
re
at
en

in
g 

sy
m
pt
om

s 
th
at
 h
av
e 
be

en
 u
nr
es
po

ns
ive

 to
 o
th
er
 th

er
ap

ie
s, 
an

d 
th
en

 o
nl
y 
in
 

co
ns
ul
ta
tio

n 
w
ith

 a 
po

iso
n 
co
nt
ro
l c
en

te
r.

P
sy
ch

ia
tr
ic
 F
o
ll
o
w
-u
p
 –
 S
in
ce
 o

ve
rd
os
ag

e 
is 

of
te
n 

de
lib

er
at
e, 

pa
tie

nt
s m

ay
 at

te
m
pt
 su

ici
de

 b
y o

th
er
 m

ea
ns
 d
ur
in
g 
th
e 
re
co
ve
ry
 

ph
as
e. 
Ps
yc
hi
at
ric

 re
fe
rra

l m
ay
 b
e 
ap

pr
op

ria
te
.

P
ed

ia
tr
ic
 M

an
ag

em
en

t 
– 
Th

e 
pr
in
cip

le
s o

f m
an

ag
em

en
t o

f c
hi
ld
 

an
d 
ad

ul
t o

ve
rd
os
ag

es
 ar
e s

im
ila
r. I
t i
s s
tro

ng
ly 
re
co
m
m
en

de
d 
th
at
 

th
e 
ph

ys
ici
an

 c
on

ta
ct
 th

e 
lo
ca
l p

oi
so
n 
co
nt
ro
l c

en
te
r f
or
 sp

ec
ifi
c 

pe
di
at
ric

 tr
ea
tm

en
t.

D
O
S
A
G
E 
A
N
D
 A
D
M
IN
IS
T
R
A
T
IO

N
D
ep

re
ss
io
n

Lo
w
er
 d

os
ag

es
 a

re
 r
ec
om

m
en

de
d 

fo
r 
el
de

rly
 p

at
ie
nt
s 

an
d

ad
ol
es
ce
nt
s. 

Lo
w
er
 
do

sa
ge

s 
ar
e 

al
so
 
re
co

m
m
en

de
d 

fo
r

ou
tp
at
ie
nt
s 
as
 c
om

pa
re
d 

to
 h

os
pi
ta
liz
ed

 p
at
ie
nt
s 
w
ho

 w
ill 

be
 

un
de

r c
lo
se
 su

pe
rv
isi
on

. D
os
ag

e 
sh
ou

ld
 b
e 
in
iti
at
ed

 a
t a

 lo
w
 le
ve
l 

an
d 
in
cr
ea
se
d 
gr
ad

ua
lly
, n
ot
in
g 
ca
re
fu
lly
 th

e 
cli
ni
ca
l r
es
po

ns
e 
an

d 
an

y 
ev
id
en

ce
 o
f 
in
to
le
ra
nc
e. 

Fo
llo

w
in
g 

re
m
iss

io
n,
 m

ain
te
na

nc
e 

m
ed

ica
tio

n 
m
ay
 b
e 
re
qu

ire
d 
fo
r a

 lo
ng

er
 p
er
io
d 
of
 ti
m
e, 

at
 th

e 
lo
w
es
t d

os
e 
th
at
 w
ill 
m
ain

ta
in
 re

m
iss

io
n.

U
su

al
 A
d
u
lt
 D
o
se

H
o
sp

it
al
iz
ed

 P
at
ie
n
ts
 –
 In

iti
all
y, 

10
0 
m
g/
da

y 
in
 d

ivi
de

d 
do

se
s 

gr
ad

ua
lly
 in
cr
ea
se
d 
to
 20

0 m
g/
da

y a
s r
eq

ui
re
d.
 If
 n
o 
re
sp
on

se
 af
te
r 

tw
o 
w
ee

ks
, in

cr
ea
se
 to

 2
50

 to
 3
00

 m
g/
da

y. 

O
u
tp
at
ie
n
ts
 –
 I
ni
tia

lly
, 
75

 m
g/
da

y 
in
cr
ea
se
d 

to
 1

50
 m

g/
da

y.
Do

sa
ge

s 
ov

er
 2
00

 m
g/
da

y 
ar
e 
no

t r
ec
om

m
en

de
d.
 M

ain
te
na

nc
e, 

50
 to

 1
50

 m
g/
da

y.
A
d
o
le
sc
en

t 
an

d
 G
er
ia
tr
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 re
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at
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ra
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This label may not be the latest approved by FDA.  
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Thoughts or Actions
 

Read the Medication Guide that comes with 
you or your family member’s antidepressant 
medicine. This Medication Guide is only about 
the risk of suicidal thoughts and actions with 
antidepressant medicines. Talk to your, or your 
family member’s, healthcare provider about: 

•	 all risks and benefits of treatment with 
antidepressant medicines 

•	 all treatment choices for depression or 
other serious mental illness 

What is the most important information
I should know about antidepressant med­
icines, depression and other serious mental 
illnesses, and suicidal thoughts or actions? 

1. Antidepressant medicines may increase 
suicidal thoughts or actions in some
children, teenagers, and young adults
within the first few months of treatment. 

2.	 Depression and other serious mental
illnesses are the most important causes 
of suicidal thoughts and actions. Some 
people may have a particularly high risk 
of having suicidal thoughts or actions. 
These include people who have (or have 
a family history of ) bipolar illness (also 
called manic-depressive illness) or suicidal 
thoughts or actions. 

3. How can I watch for and try to prevent 
suicidal thoughts and actions in myself or 
a family member? 

•	 Pay close attention to any changes, 
especially sudden changes, in mood, 
behaviors, thoughts, or feelings. This is 
very important when an antidepressant 
medicine is started or when the dose is 
changed. 

•	 Call the healthcare provider right away to 
report new or sudden changes in mood, 
behavior, thoughts, or feelings. 

•	 Keep all follow-up visits with the 
healthcare provider as scheduled. Call 
the healthcare provider between visits as 
needed, especially if you have concerns 
about symptoms. 

Call a healthcare provider right away if 
you or your family member has any of the 
following symptoms, especially if they are 
new, worse, or worry you: 

• thoughts about suicide or dying 
• attempts to commit suicide 
• new or worse depression 
• new or worse anxiety 
• feeling very agitated or restless 
• panic attacks 
• trouble sleeping (insomnia) 
• new or worse irritability 
• acting aggressive, being angry, or violent 
• acting on dangerous impulses 
•	 an extreme increase in activity and talking 

(mania) 
•	 other unusual changes in behavior or 

mood 
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Reference ID: 3594314

SPECIMEN 

•	 Visual problems: eye pain, changes in 
vision, swelling or redness in or around 
the eye 

Who should not take Tofranil? 

Do not take Tofranil if you: 
•	 take a monoamine oxidase inhibitor (MAOI). 

Ask your healthcare provider or pharmacist 
if you are not sure if you take an MAOI, 
including the antibiotic linezolid. 

º	 Do not take an MAOI within 2 weeks of 
stopping Tofranil unless directed to do so 
by your physician. 

º	 Do not start Tofranil if you stopped 
taking an MAOI in the last 2 weeks unless 
directed to do so by your physician. 

What else do I need to know about anti­
depressant medicines? 

•	 Never stop an antidepressant medicine 
without first talking to a healthcare
provider. Stopping an antidepressant 
medicine suddenly can cause other 
symptoms. 

•	 Visual problems: Only some people are 
at risk for these problems. You may want 
to undergo an eye examination to see if 
you are at risk and receive preventative 
treatment if you are. 

•	 Antidepressants are medicines used to 
treat depression and other illnesses. It is 
important to discuss all the risks of treating 
depression and also the risks of not treating 
it. Patients and their families or other 
caregivers should discuss all treatment 
choices with the healthcare provider, not 
just the use of antidepressants. 

•	 Antidepressant medicines have other
side effects. Talk to the healthcare provider 
about the side effects of the medicine 
prescribed for you or your family member. 

•	 Antidepressant medicines can interact 
with other medicines. Know all of the 
medicines that you or your family member 
takes. Keep a list of all medicines to show 
the healthcare provider. Do not start new 
medicines without first checking with your 
healthcare provider. 

•	 Not all antidepressant medicines 
prescribed for children are FDA approved 
for use in children. Talk to your child’s 
healthcare provider for more information. 

Call your doctor for medical advice about side 
effects. You may report side effects to FDA at 
1-800-FDA-1088. 

This Medication Guide has been approved by 
the U.S. Food and Drug Administration. 

Tofranil is a trademark of Mallinckrodt Inc. 

Manufactured by
 
Patheon Inc.
 
Whitby, Ontario, Canada
 
L1N 5Z5
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Mallinckrodt Inc.
 
Hazelwood, MO 63042 USA
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