
The concomitant use of Duloxetine with 
selective, reversible MAOIs, like 
moclobemide, is not recommended. The 
antibiotic linezolid is a reversible non-selective 
MAOI and should not be given to patients 
treated with Duloxetine. 

Because CYP1A2 is involved in Duloxetine 
metabolism, concomitant use of Duloxetine 
with potent inhibitors of CYP1A2 is likely to 
result in higher concentrations of Duloxetine. 
Fluvoxamine (100 mg once daily), a potent 
inhibitor of CYP1A2, decreased the apparent 
plasma clearance of Duloxetine by about 77% 
and increased AUCo-t 6-fold. Therefore, 
Duloxetine should not be administered in 
combination with potent inhibitors of CYP1A2 
like fluvoxamine.

Caution is advised when Duloxetine is taken 
in combination with other centrally-acting 
medicinal products or substances, including 
alcohol and sedative medicinal products (e.g., 
benzodiazepines, morphinomimetics, 
antipsychotics, phenobarbital, sedative 
antihistamines). Serotonergic agents: In rare 
cases, serotonin syndrome has been reported 
in patients using SSRIs/SNRIs concomitantly 
with serotonergic agents. Caution is advisable 
if Duloxetine is used concomitantly with 
serotonergic agents like SSRIs, SNRIs, 
tricyclic antidepressants like clomipramine or 
amitriptyline, MAOIs like moclobemide or 
linezolid, St John's Wort (Hypericum perforatum), 
or triptans, tramadol, pethidine, and tryptophan.

Effect of Duloxetine on Other Medicinal 
Products
Medicinal products metabolised by CYP2D6: 
Duloxetine is a moderate inhibitor of 
CYP2D6.Caution is advised if Duloxetine is 
co-administered with medicinal products that 
are predominantly metabolised by CYP2D6 
(desipramine, risperidone, tricyclic 
antidepressants [TCAs], such as nortriptyline, 
amitriptyline, and imipramine), particularly if 
they have a narrow therapeutic index (such as 
flecainide, propafenone, and metoprolol).

Anticoagulants and antiplatelet agents: 
Caution should be exercised when Duloxetine 
is combined with oral anticoagulants or 
antiplatelet agents due to a potential 
increased risk of bleeding attributable to a 
pharmacodynamic interaction. Furthermore, 
increases in INR values have been reported 
when Duloxetine was co-administered to 
patients treated with warfarin. However, 
concomitant administration of Duloxetine with 
warfarin under steady-state conditions, in 
healthy volunteers, as part of a clinical 
pharmacology study, did not result in a clinically 
significant change in INR from baseline or in 
the pharmacokinetics of R- or S-warfarin.

Effects of Other Medicinal Products on 
Duloxetine
Inducers of CYP1A2: Population 
pharmacokinetic analyses have shown that 
smokers have almost 50% lower plasma 
concentrations of Duloxetine compared with 
non-smokers

MAIN SIDE/ ADVERSE EFFECTS 
The most commonly reported adverse 
reactions in patients treated with duloxetine 
were nausea, headache, dry mouth, 
somnolence and dizziness. However, the 
majority of common adverse reactions were 
mild to moderate; they usually started early in 
therapy, and most tended to subside even as 
therapy was continued.

The following adverse reactions have been 
observed from spontaneous reporting and in 
placebo-controlled clinical trials in depression, 
generalised anxiety disorder and diabetic 
neuropathic pain.

Frequency estimate: Very common (≥1/10), 
common (≥1/100 to <1/10), uncommon (≥
1/1,000 to <1/100), rare (≥1/10,000 to 
<1/1,000), very rare (<1/10,000).

• Infections and infestations 
 Uncommon: Laryngitis
• Immune system disorders
 Rare: Anaphylactic reaction, 

hypersensitivity disorder
• Endocrine disorders 
 Rare: Hypothyroidism
• Metabolism and nutrition disorders
 Common: decreased appetite
 Uncommon: Hyperglycaemia
 Rare: Dehydration, Hyponatraemia, SIADH
• Psychiatric disorders
 Common: Insomnia, agitation, libido 

decreased, anxiety, orgasm abnormal, 
abnormal dreams

 Uncommon: Suicidal ideation, sleep 
disorder, bruxism, disorientation apathy

 Rare: Suicidal behaviour, mania, 
hallucinations, aggression and anger

• Nervous system disorders
 Very common: Headache, somnolence
 Common: Dizziness, lethargy, tremor, 

paraesthesia
 Uncommon: Myoclonus, akathisia, 

nervousness, disturbance in attention, 
dysgeusia, dyskinesia, restless legs 
syndrome, poor quality sleep

 Rare: Serotonin syndrome, convulsions, 
psychomotor restlessness, extra-pyramidal 
symptoms

• Eye disorders
 Common: Blurred vision
 Uncommon: Mydriasis, visual impairment
 Rare: Glaucoma
• Ear and labyrinth disorders
 Common: Tinnitus
 Uncommon: Vertigo, ear pain
• Cardiac disorders
 Common: Palpitations
 Uncommon: Tachycardia, supra-ventricular 

arrhythmia, mainly atrial fibrillation
• Vascular disorders
 Common: Blood pressure increase, flushing
 Uncommon: Syncope, hypertension, 

orthostatic hypotension, peripheral coldness
 Rare: Hypertensive crisis
• Respiratory, thoracic and mediastinal 

disorders
 Common: Yawning
 Uncommon: Throat tightness, epistaxis
• Gastrointestinal disorders
 Very common: Nausea, dry mouth
 Common: Constipation, diarrhea, abdominal 

pain, vomiting, dyspepsia, flatulence
 Uncommon: Gastrointestinal haemorrhage, 

gastroenteritis, eructation, gastritis, 
dysphagia

 Rare: Stomatitis, haematochezia, breath odour
• Hepato-biliary disorders
 Uncommon: Hepatitis, elevated liver 

enzymes (ALT, AST, alkaline 
phosphatase), acute liver injury

 Rare: Hepatic failure, jaundice
• Skin and subcutaneous tissue disorders
 Common: Sweating increased, rash
 Uncommon: Night sweats, urticaria, 

dermatitis contact, cold sweat, 
photo-sensitivity reactions, increased 
tendency to bruise

 Rare: Stevens-Johnson Syndrome, 
angio-neurotic oedema

• Musculoskeletal and connective tissue 
disorders

 Common: Musculo-skeletal pain, muscle 
spasm

 Uncommon: Muscle tightness, muscle 
twitching

 Rare: Trismus
• Renal and urinary disorders
 Common: Dysuria, pollakiuria
 Uncommon: Urinary retention, urinary 

hesitation, nocturia, polyuria, urine flow 
decreased

 Rare: Urine odour abnormal
• Reproductive system and breast 

disorders
 Common: Erectile dysfunction, ejaculation 

disorder, ejaculation delayed
 Uncommon: Gynaecological haemorrhage, 

menstrual disorder, sexual dysfunction, 
testicular pain

 Rare: Menopausal symptoms, 
galactorrhoea, hyperprolactinaemia

• General disorders and administration 
site conditions

 Common: Falls, fatigue
 Uncommon: Chest pain, feeling abnormal, 

feeling cold, thirst, chills, malaise, feeling 
hot, gait disturbance

• Investigations
 Common: Weight decrease
 Uncommon: Weight increase, blood 

creatine phosphokinase increased, blood 
potassium increased

 Rare: Blood cholesterol increased

OVERDOSE AND TREATMENT 
Cases of overdoses, alone or in combination 
with other medicinal products, with Duloxetine 
doses of 5400 mg were reported. Some 
fatalities have occurred, primarily with mixed 
overdoses, but also with Duloxetine alone at a 
dose of approximately 1000 mg. Signs and 
symptoms of overdose (Duloxetine alone or in 
combination with other medicinal products) 
included somnolence, coma, serotonin 
syndrome, seizures, vomiting and tachycardia.
No specific antidote is known for Duloxetine, 
but if serotonin syndrome ensues, specific 
treatment (such as with cyproheptadine and/or 
temperature control) may be considered. A 
free airway should be established. Monitoring 
of cardiac and vital signs is recommended, 
along with appropriate symptomatic and 
supportive measures. Gastric lavage may be 
indicated if performed soon after ingestion or 
in symptomatic patients. Activated charcoal 
may be useful in limiting absorption. 

Duloxetine has a large volume of distribution 
and forced diuresis, haemoperfusion, and 
exchange perfusion are unlikely to be 
beneficial.

DOSAGE AND ADMINISTRATION 
For oral use. 

Major Depressive Disorder: The starting and 
recommended maintenance dose is 60 mg 
once daily with or without food. Dosages 
above 60 mg once daily, up to a maximum 
dose of 120 mg per day have been evaluated 
from a safety perspective in clinical trials. 
However, there is no clinical evidence 
suggesting that patients not responding to the 
initial recommended dose may benefit from 
dose up-titrations. 
Therapeutic response is usually seen after 2-4 
weeks of treatment. 
After consolidation of the antidepressive 
response, it is recommended to continue 
treatment for several months, in order to avoid 
relapse. In patients responding to Duloxetine, 
and with a history of repeated episodes of major 
depression, further long-term treatment at a 
dose of 60 to 120 mg/day could be considered.
 Generalised Anxiety Disorder: The 
recommended starting dose in patients with 
generalised anxiety disorder is 30 mg once 
daily with or without food. In patients with 
insufficient response, the dose should be 
increased to 60 mg, which is the usual 
maintenance dose in most patients. 
In patients with co-morbid major depressive 
disorder, the starting and maintenance dose is 
60 mg once daily (please see also dosing 
recommendation above). 
Doses up to 120 mg per day have been 
shown to be efficacious and have been 
evaluated from a safety perspective in clinical 
trials. In patients with insufficient response to 
60 mg, escalation up to 90 mg or 120 mg may 
therefore be considered. Dose escalation 
should be based upon clinical response and 
tolerability. 
After consolidation of the response, it is 
recommended to continue treatment for 
several months, in order to avoid relapse.
 Diabetic Peripheral Neuropathic Pain: The 
starting and recommended maintenance dose 
is 60 mg daily with or without food. Dosages 
above 60 mg once daily, up to a maximum 
dose of 120 mg per day administered in 
evenly divided doses, have been evaluated 
from a safety perspective in clinical trials. The 
plasma concentration of Duloxetine displays 
large inter-individual variability. Hence, some 
patients that respond insufficiently to 60 mg 
may benefit from a higher dose. 
Response to treatment should be evaluated 
after 2 months. In patients with inadequate 
initial response, additional response after this 
time is unlikely. 
The therapeutic benefit should be reassessed 
regularly (at least every three months) 

Use in elderly: No dosage adjustment is 
necessary. 

Use in renal impairment: No dosage 
adjustment is necessary for patients with mild 
or moderate renal dysfunction (creatinine 
clearance 30 to 80 ml/min). Duloxetine must 
not be used in patients with severe renal 
impairment (creatinine clearance <30 ml/min).
 Use in hepatic impairment: Duloxetine must 
not be used in patients with liver disease 
resulting in hepatic impairment.

Use in paediatric population: Duloxetine 
should not be used in children and 
adolescents under the age of 18 years for the 
treatment of major depressive disorder 
because of safety and efficacy concerns.The 
safety and efficacy of Duloxetine for the 
treatment of generalised anxiety disorder in 
paediatric patients aged 7-17 years have not 
been established. The safety and efficacy of 
Duloxetine for the treatment of diabetic 
peripheral neuropathic pain has not been 
studied. No data are available. 

Note: The information given here is limited. 
For further information, kindly consult your 
doctor or pharmacist. 

Storage: Store below 30°C. 
Presentation/ Packing: Blister pack of 4 x 7’s.
 Product Registration Holder: HOVID Bhd.
121, Jalan Tunku Abdul Rahman, 30010 Ipoh, 
Malaysia.

Manufactured by: HOVID Bhd.
Lot 56442, 71/2 Miles, Jalan Ipoh/ Chemor, 
31200 Ipoh, Perak, Malaysia.

Information date: January 2015

BACK 1 cm
Barcode

hovid-Duloxtin Capsule 30 mg


