
SIDE EFFECTS
• Suicidal thoughts and behaviors in children, adolescents and
 young adults
• Neuropsychiatric symptoms and suicide risk in smoking cessa�on
  treatment 
• Seizure 
• Hypertension 
• Ac�va�on of mania or hypomania 
• Psychosis and other neuropsychiatric events 
• Angle-Closure Glaucoma 
• Hypersensi�vity reac�ons 

DRUG INTERACTIONS
Poten�al For Other Drugs To Affect Bupropion HCl 
Bupropion is primarily metabolized to hydroxybupropion by CYP2B6. 
Therefore, the poten�al exists for drug interac�ons between 
Bupropion HCl and drugs that are inhibitors or inducers of CYP2B6.

Inhibitors of CYP2B6
Ticlopidine and Clopidogrel: Concomitant treatment with these drugs 
can increase bupropion exposures but decrease hydroxybupropion 
exposure. Based on clinical response, dosage adjustment of 
bupropion HCl may be necessary when coadministered with CYP2B6 
inhibitors (e.g., �clopidine or clopidogrel) 

Inducers Of CYP2B6
Ritonavir, Lopinavir, and Efavirenz: Concomitant treatment with 
these drugs can decrease bupropion and hydroxybupropion 
exposure. Dosage increase of Bupropion HCl may be necessary when 
coadministered with ritonavir, lopinavir, or efavirenz but should not 
exceed the maximum recommended dose

Carbamazepine, Phenobarbital, Phenytoin: While not systemically 
studied, these drugs may induce metabolism of bupropion and may 
decrease bupropion exposure 

Poten�al for Bupropion HCl To Affect Other Drugs
Drugs Metabolized by CYP2D6
Bupropion and its metabolites (erythrohydrobupropion, threohydro-
bupropion, hydroxybupropion) are CYP2D6 inhibitors. Therefore, 
coadministra�on of Bupropion HCl with drugs that are metabolized 
by CYP2D6 can increase the exposures of drugs that are substrates of 
CYP2D6

Drugs That Lower Seizure Threshold
Use extreme cau�on when co-administering Bupropion HCL with 
other drugs that lower the seizure threshold levodopa, and 
amantadine have dopamine agonist effects. CNS toxicity has been 
reported when bupropion was co-administered with levodopa or 
amantadine.   

Use with Alcohol
The consump�on of alcohol during treatment with Bupropion HCl 
should be minimized or avoided.

MAO Inhibitors
Bupropion inhibits the reuptake of dopamine and norepinephrine. 
Concomitant use of MAOIs and bupropion is contraindicated 
because there is an increased risk of hypertensive reac�ons if 
bupropion is used concomitantly with MAOIs.

CONTRAINDICATIONS
• Bupropion HCl is contraindicated in pa�ents with seizure disorder.
• Bupropion HCl is contraindicated in pa�ents with a current or
  prior diagnosis of bulimia or anorexia nervosa as a higher 
 incidence of seizures was observed in such pa�ents treated
  with Bupropion HCl. 
• Bupropion HCl is contraindicated in pa�ents undergoing abrupt
 discon�nua�on of alcohol, benzodiazepines, barbiturates and
 an�epilep�c drugs.
• The use of MAOIs (intended to treat psychiatric disorders) 
 concomitantly with Bupropion HCl or within 14 days of discon�nuing 
 treatment with Bupropion HCl is contraindicated. There is an
 increased risk of hypertensive reac�ons when Bupropion HCl is
 used concomitantly with MAOIs. 
• Known hypersensi�vity to bupropion or other ingredients of
 Bupropion HCl.
• Anaphylactoid/anaphylac�c reac�ons and Stevens-Johnson
  syndrome have been reported.

WARNINGS AND PRECAUTIONS 
Suicidal Thoughts and Behaviors in Children, Adolescents and 
Young Adults
Pa�ents with major depressive disorder (MDD), both adult and 
pediatric, may experience worsening of their depression and/or the 
emergence of suicidal idea�on and behavior (suicidality) or unusual 
changes in behavior, whether or not they are taking an�depressant   
medica�ons, and this risk may persist un�l significant remission 
occurs.
Neuropsychiatric Symptoms and Suicide Risk in Smoking Cessa�on 
Treatment
Bupropion HCl is not approved for smoking cessa�on treatment; 
however, bupropion HCl sustained-release is approved for this use. 

Serious neuropsychiatric symptoms have been reported in pa�ents 
taking bupropion for smoking cessa�on.

Seizure
Bupropion HCl can cause seizure. The risk of seizure is dose-related. The 
dose should not exceed 300mg once daily. Increase the dose 
gradually. Discon�nue Bupropion HCl and do not restart treatment if 
the pa�ent experiences a seizure.

Incidence Of Seizure With Bupropion Use
The incidence of seizure with Bupropion HCl has not been formally 
evaluated in clinical trials. In studies using bupropion HCl sustained 
-release up to 300mg per day the incidence of seizure was 
approximately 0.1% (1/1000 pa�ents).

Hypertension
Treatment with Bupropion HCl can result in elevated blood pressure 
and hypertension.

Ac�va�on of Mania/Hypomania
An�depressant treatment can precipitate a manic, mixed, or 
hypomanic manic episode. The risk appears to be increased in 
pa�ents with bipolar disorder or who have risk factors for bipolar 
disorder.

Psychosis and Other Neuropsychiatric Reac�ons
Depressed pa�ents treated with bupropion have had a variety of 
neuropsychiatric signs and symptoms, including delusions, 
hallucina�ons, psychosis, concentra�on disturbance, paranoia, and 
confusion.

Angle-Closure Glaucoma
The pupillary dila�on that occurs following use of many an�depressant 
drugs including bupropion HCl may trigger an angle-closure a�ack in 
a pa�ent with anatomically narrow angles who does not have a 
patent iridectomy.

Hypersensi�vity Reac�ons
Anaphylactoid/anaphylac�c reac�ons have occurred during clinical 
trials with bupropion.

OVERDOSE
Overdoses of up to 30gm or more of bupropion have been reported. 
Seizure was reported in approximately one third of all cases. Other 
serious reac�ons reported with overdoses of bupropion alone 
included hallucina�ons, loss of consciousness, sinus tachycardia and 
ECG changes such as conduc�on disturbances or arrhythmias. Fever, 
muscle rigidity, rhabdomyolysis, hypotension, stupor, coma, and 
respiratory failure have been reported mainly when bupropion was 
part of mul�ple drug overdoses.

Management Of Overdose
There are no known an�dotes for bupropion. In case of an overdose, 
provide suppor�ve care, including close medical supervision and 
monitoring. Consider the possibility of mul�ple drug overdose.

STORAGE
Store below 30ºC.
Protect from light, heat and moisture.
Keep out of the reach of Children.

PRESENTATION
Deprion SR (Bupropion HCl) 150mg Tablet: 
Pack of 10’s in HDPE bo�les.

COMPOSITION
Each sustained release tablet contains:
Bupropion HCl (USP) ……………………….............................………. 150mg

DESCRIPTION
Bupropion hydrochloride, an an�depressant of the aminoketone 
class, is chemically unrelated to tricyclic, tetracyclic, selec�ve 
serotonin reuptake inhibitor, or other known an�depressant agents. 
Its structure closely resembles that of diethylpropion; it is related to 
phenylethylamines. It is designated as (±)-1-(3-chorophenyl)-2-[(1, 
1dimethylethyl) amino]-1-propanone hydrochloride. The molecular 
weight is 276.2. The molecular formula is C13H18ClNO•HCl. The 
structural formula is:

CLINICAL PHARMACOLOGY
Mechanism Of Ac�on
The mechanism of ac�on of bupropion is unknown, as is the case 
with other an�depressants. However, it is presumed that this ac�on 
is mediated by noradrenergic and/or dopaminergic mechanisms. 
Bupropion is a rela�vely weak inhibitor of the neuronal uptake of 
norepinephrine and dopamine and does not inhibit monoamine 
oxidase or the reuptake of serotonin.
Pharmacokine�cs
Absorption
Following single oral administra�on of Bupropion HCl tablets to 
healthy volunteers, the median �me to peak plasma concentra�ons for 
bupropion was approximately 5 hours. The presence of food did not 
affect the peak concentra�on or area under the curve of bupropion.

Distribution
In vitro tests show that bupropion is 84% bound to human plasma 
proteins at concentra�ons up to 200mcg/mL. The extent of protein 
binding of the hydroxybupropion metabolite is similar to that for 
bupropion, whereas the extent of protein binding of the threohydro-
bupropion metabolite is about half that of bupropion.

Metabolism
Bupropion is extensively metabolized in humans. Three metabolites 
are ac�ve: hydroxybupropion, which is formed via hydroxyla�on of 
the tert-butyl group of bupropion, and the amino-alcohol isomers 
threohydrobupropion and erythrohydrobupropion, which are formed 
via reduc�on of the carbonyl group.  The potency and toxicity of the 
metabolites rela�ve to bupropion have not been fully characterized. 
However, it has been demonstrated in an an�depressant screening 
test in mice that hydroxybupropion is one half as potent as 
bupropion. Bupropion and its metabolites exhibit linear kine�cs 
following chronic administra�on of 300 to 450mg/day.

Elimination
Following oral administra�on of 200mg of 14C-bupropion in humans, 
87% and 10% of the radioac�ve dose were recovered in the urine 
and feces, respec�vely. Only 0.5% of the oral dose was excreted as 
unchanged bupropion.

INDICATION
Major Depressive Disorder
Bupropion HCL is indicated for the treatment of major depressive 
disorder (MDD), as defined by the Diagnos�c and Sta�s�cal Manual 
(DSM).

Seasonal Affec�ve Disorder
Bupropion HCl is indicated for the preven�on of seasonal major 
depressive episodes in pa�ents with a diagnosis of seasonal affec�ve 
disorder (SAD).

DOSAGE
Dosage For Major Depressive Disorder (MDD)
The recommended star�ng dose for MDD is 150mg once daily in the 
morning. A�er 4 days of dosing, the dose may be increased to the 
target dose of 300mg once daily in the morning. 

Dosage For Seasonal Affec�ve Disorder (SAD)
The recommended star�ng dose for SAD is 150mg once daily. A�er 7 
days of dosing, the dose may be increased to the target dose of 
300mg once daily in the morning. Doses above 300mg of Bupropion 
HCl extended-release were not assessed in the SAD trials. For the 
preven�on of seasonal MDD episodes associated with SAD, ini�ate 
Bupropion HCl in the autumn, prior to the onset of depressive 
symptoms. Con�nue treatment through the winter season. Taper 
and discon�nue Bupropion HCl in early spring. For pa�ents treated 
with 300mg per day, decrease the dose to 150mg once daily before 
discon�nuing Bupropion HCl. 

To Discon�nue Bupropion HCl, Taper The Dose
When discon�nuing treatment in pa�ents treated with Bupropion 
HCl 300mg once daily, decrease the dose to 15mg once daily prior to 
discon�nua�on.

Dosage Adjustment In Pa�ents With Hepa�c Impairment
In pa�ents with moderate to severe hepa�c impairment (Child-Pugh 
score: 7 to 15), the maximum dose is 150mg every other day. In 
pa�ents with mild hepa�c impairment (Child-Pugh score: 5 to 6), 
consider reducing the dose and/or frequency of dosing.

Dose Adjustment In Pa�ents With Renal Impairment
Consider reducing the dose and/or frequency of Bupropion HCl in 
pa�ents with renal impairment (Glomerular Filtra�on Rate less than 
90 mL/min).

Switching A Pa�ent to or from a Monoamine Oxidase Inhibitor 
(MAOI) An�depressant
At least 14 days should elapse between discon�nua�on of an MAOI 
intended to treat depression and ini�a�on of therapy with 
Bupropion HCl. Conversely, at least 14 days should be allowed a�er 
stopping Bupropion HCl before star�ng an MAOI an�depressant.

Use Of Bupropion HCl With Reversible MAOIs Such As Linezolid Or 
Methylene Blue
Do not start Bupropion HCl in a pa�ent who is being treated with a 
reversible MAOI such as linezolid or intravenous methylene blue. 
Drug interac�ons can increase risk of hypertensive reac�ons.

USE IN SPECIFIC POPULATION
Pregnancy: Pregnancy Category C 
Data from epidemiological studies including pregnant women 
exposed to bupropion in the first trimester indicate no increased risk 
of congenital malforma�ons overall.  Bupropion HCl should be used 
during pregnancy only if the poten�al benefit jus�fies the poten�al 
risk to the fetus. 

Clinical Considera�ons
Consider the risk of untreated depression when discon�nuing or 
changing treatment with an�depressant medica�ons during 
pregnancy and postpartum.

Nursing Mothers
Bupropion and its metabolites are present in human milk.
Exercise cau�on when Bupropion HCl is administered to a nursing 
woman.

Pediatric Use
Safety and effec�veness in the pediatric popula�on have not been 
established. When considering the use of Bupropion HCl in a child or 
adolescent, balance the poten�al risks with the clinical need  

Geriatric Use
Of the approximately 6000 pa�ents who par�cipated in clinical trials 
with bupropion hydrochloride sustained- release tablets (depression 
and smoking cessa�on studies), 275 were ≥ 65 years old and 47 were 
≥ 75 years old. No overall differences in safety or effec�veness were 
observed between these subjects and younger subjects. 

Renal Impairment
Consider a reduced dose and/or dosing frequency of Bupropion HCl 
in pa�ents with renal impairment (Glomerular Filtra�on Rate: < 90 
mL/min). Bupropion and its metabolites are cleared renally and may 
accumulate in such pa�ents to a greater extent than usual.

Hepa�c Impairment
In pa�ents with moderate to severe hepa�c impairment (Child-Pugh 
score: 7 to 15), the maximum Bupropion HCl dose is 150mg every 
other day. In pa�ents with mild hepa�c impairment (Child-Pugh 
score: 5 to 6), consider reducing the dose and/or frequency of dosing 
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