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Cymbalta 
d u l o x e t i n e 

because depression hurts 

CYMBALTA' REPUBLIC OF IRELAND (DULOXETINE) ABBREVIATED PRESCRIBING 
INFORMATION Presentation Hard gastro-re«»stant capsules. 30mg or 80mg of duloxetine Also 
contains sucrose Uses Treatment of major depressive episodes Dosage and Administration 
Starting and maintenance dose is 60mg once daily, with or without food. Dosages up to a maximum 
dose of 120mg per day, administered m evenly divided doses, 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 uo-Wrations Therapeutic 
response is usually seen after 2 -4 weeks. After establishing respc«se„*isrecommerK^tocc«*nue 
treatment tor several months, in order lo avoid relapse When disconbnijingafler more than 1 week 
of therapy, the dose should be lapered over no less than 2 weeks before discontinuation, generally 
reducing the treatment lo nan-dose or aHemate day dosing, and accounting for individual patient 
orcumslances. such as duration of treatment and final dose Contraindications Hypersensitivity 
lo any of tt>e components. Cornbinalion with MACHs Liver disease resulting in hepatic impaifmerit 
Use with potent inhibitors ot CYP1A2. eg, ftuvoxarmne. ciprofloxacin, enoxacme Severe renal 
mpairmerit (creatinine clearance <30ml/min). Should be used m pregnancy only if the potential 
benefit justifies the potential nsfc lo the foetus. Breastfeeding m not reconirnervJed Precautions 
Use in children or adolescents is not recommended The safety and efficacy of dutoxetine in these 
age groups have not been studied. No dosage adjustment is recommended for etderty patients 
solely on the basis of age However, as with any medicine, caution should be exercised. Use with 
caution in patients with a history of mania, bipolar disorder, or seizures Caution m patients with 
increased mtra-ccular pressure or those at risk of acute narrow-angle glaucoma In patents with 
known hypertension and/or other cardiac disease, blood pressure monitoring is recommended as 
appropriate Caution in patents taking anticoagulants or products known to affect platelet function. 
and those with bleeding tendencies. Hyponatraemia has been reported rarefy, predominantly in 
the elderly Depression is associated with an increased nsk of suicidal thoughts, self-harm, and 
suicide As wflh other drugs with sinwiar p^rmacotog^iaO^n.tB^i^cams^ux^iiaeai^ 

or behavWurs have been reported during therapy or early after treatment discontinuation Close 
supervision of high-risk patents should accompany drug therapy Patents (and caregivers) should 
te alerted abrjul the iwed to nionita for Ihe emerg 
of harming themselves and to seek medical advice immediately if these symptoms present Since 
treatment may be associated with sedation, patents should be cautioned about their ability to 
drive a car or operate hazardous machinery Duloxetine is used under different trademarks in 
several indications (major depressive episodes, as well as stress urinary incontinence and diabetic 
neuropathic pain). The use of more than one of these products concwnrianfiy srwuld be avoided. 
Interactions Caution is advised when taken m combination with other centrally acting medicinal 
products and substances, including alcohol and sedative medicinal products: exercise caution 
when using in ciombination with antidepressants in rare cases, serotonin syndrome has been 
reported m patients using SSRls asrwomjtanoy with serotonergK products. Caution is advisable if 
duloxetine is used concomitantly with serotonergic antidepressants like SSRls, tricyclics, St Johns 
Wort, ventafaxme. or Iriptans. tramadol, pethidine, and tryptophan. Undesirable effects may be 
more common during use with herbal preparations containing St John's Wort. Effects on other 
drugs: Caution is advised if cc-arjrririistered with products that are predominantly metabolised by 
CYP2D6 rf they have a narrow therapeutic index. Undesirable Effects The majority of common 
adverse reactions were mild to moderate, usualy starting early in therapy, and most tended lo 
subside as therapy continued. Those occurring in placebo-controlled clinical trials in depression 
and diabetic neuropathic pain at a rate of >1% and significantly different to the placebo rate, or 
where the event is clinically relevant, are: Very ccmrrxw f*?W); lnsorr«w, dizziness, sorriiolence. 
nausea, dry mouth, and constipation. Common (*1% and <1Q%): Appetite decreased, weight 
decreased, anorexia, middle insomnia, sedation, hypersomnia, yawning, libido decreased, 
anorgasmia, tremor, blurred vision, hot flushes, diarrhoea, vomiting, sweating increased, night 
sweats, muscle lightness, lethargy, feeling jittery, erectile dysfunction, ejaculation delay or 
disorder, fatigue Common symptoms, particularly on abrupt discontinuation, include dizziness. 

nausea, insomnia, headache, and anxiety. In trials, treatment was associated with numerically 
significant, but not clinically related, increases in ALT, AST, alkaline phosphatase, and creatinine 
phosphokinase. These transient abnormal values were infrequently observed compared with 
placebo-treated patients Duloxetine is known to affect urethral resistance. In placebo-controlled 
trials, urinary hesitation was reported rarely (<1%) in male patients If symptoms develop during 
treatment, consideration should be given that they might be drug-related. Cases of suicidal ideation 
and suicidal behaviours have been reported during duloxetine therapy or eady after treatment 
discontinuation. ECGs evaluated during the clinical trials demonstrated no difference in QTc 
intervals in duloxeune-trealed patients compared with those on placebo No clinically significant 
differences were observed for QT, PR, ORS or QTeB measurements between duloxetine-treated 
and placebo-treated patents. There is hmrted clinical experience of overdose with duloxetine No 
fatal overdose was demonstrated, induding doses up to 1400mg either alone or in combination 
with other medicinal products. No specific antidote is known but routine monitoring and appropriate 
symptomatic supportive measures should be used, including, if appropriate, early gastric lavage 
or activated charcoal. For further information see Summary of Produd Characteristics, which it 
available at http://wwwmedianes.ie/ Legal Category POM. Marketing Authorisation Numbers 
and Holder EU/1/04/2967001. EU/1/04/296/002. EU/1/04/296/003. EU/1/04/296/004, Eli LiHy 
Nederland BV. Grootslag 1-5. NL-3901 RA Houlen, The Netherlands. Date of Preparation or Last 
Review July 2005 Full Prescribing Information is Available From Eli Lilly and Company Limited 
LiHy House, Priestley Road Basingstoke. Hampshire, RG24 9NL, Telephone: Basingstoke (01256) 
315 999 or Eli L*y and Company (Ireland) Limited, Hyde House, 65 Adelaide Road, Dublin 2, 
Republic of Ireland, Telephone: Dublin (01) 661 4377 'CYMBALTA (duloxetine) is a trademark of 
Eli Ufy and Company References: 1. Brannan SK, Mallinckrodl CH, etal. Journal of Psychiatric 
Research 2005: 39:161-172.2. Hirschfeld RMS, Mallinckrodl CH el al Early Symptom Response 
During Treatment With Duloxetine 60 mg QD: HAMP-17 Items Poster presented at the American 
Psychiatric Association, May 1-6,2004, New York, NY. 
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