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Cymbalta 30 mg, Cymbalta 60 mg
Gasto Resistant Capsules
duloxetine (as hydrochloride)

'WONY7 MYIRNAD AN
- Cymbalta is indicated for the treatment of major depressive episodes.
- Cymbalta is indicated for the management of neuropathic pain associated with diabetic
peripheral neuropathy.
- Cymbalta is indicated for the treatment of generalized anxiety disorder (GAD).
- Cymbalta is indicated for the management of fibromyalgia.
- Cymbalta is indicated for the management of chronic muscoskeletal pain when other therapies
have failed or are contra-indicated. This has been established in studies in patients with chronic
low back pain (CLBP) and chronic pain due to osteoarthritis.
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5 WARNINGS AND PRECAUTIONS

5.4  Serotonin Syndrome
Serotonin-norepinephrine reuptake inhibitors (SNRIs), including CYMBALTA, can precipitate
serotonin svndrorne llhedevelefnﬁent—ef a potentlally 11fe—threaten1ng cond1t1on serotonin

pa%&eul&ﬂ-y—The risk is 1ncreased w1th concomltant use of other serotonergic drugs (1nc1ud1ng
triptans, tricyclic antidepressants, fentanyl, lithium, tramadol, meperidine, methadone,

tryptophan, buspirone, amphetamines, and St. John’s Wort) and with drugs that impair
metabohsm of serotomn, ie., él-n—pamebl-l-ar— MAOIS /see Contramdzcatlons (4) Drug Interactlons

maveﬂe&s—me%h-y}eﬂe—b}ue)— Serotonln svndrome can also occur when these dru,qs are used alone

Serotonin signs and syndrome symptoms may include mental status changes (e.g., agitation,
hallucinations, delirium and coma), autonomic instability (e.g., tachycardia, labile blood pressure,
dizziness, diaphoresis, flushing, hyperthermia), neuromuscular symptoms (e.g., tremor, rigidity,
myoclonus, hyperreflexia, 1nc00rd1nat10n) seizures and/or gastromtestlnal symptoms (e g "
nausea, vomiting, diarrhea). Patier h :
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The concomitant use of CYMBALTA with MAOIs antidepressants-is contraindicated. In addition,
do not initiate CYMBALTA sheuld-alse-netbe-started in a patient whe-is being treated with

MAOIs such as l1nezol1d or intravenous methylene blue A—ll—repeﬁs—wrth—met—hy—lene—blue—t—hat

des%raﬁgeef—l—mgﬁkg—te—&mglkg— No reports 1nvolved the admmrstratron of methylene blue by
other routes (such as oral tablets or local tissue injection) er-attowerdeoses. There-may-be

cireumstanees-when If it is necessary to initiate treatment with an MAOI such as linezolid or
intravenous methylene blue in a patient taking CYMBALTA, E¥YMBALTAshould-be
discontinued CYMBALTA before initiating treatment with the MAOI [see Desage-and

Administration{(2:9:-210);-and Contraindications (4) and Drug Interactions (7.13)].

Monitor all patients taking CYMBALTA for the emergence of serotonin syndrome. Discontinue

treatment with CYMBALTA and any concomitant serotonergic agents immediately if the above
symptoms occur, and initiate supportive symptomatic treatment If concomitant use of

CYMBALTA with other serotonerglc drugs i trieyel i 5 5
h is clinically

warranted 1nform patrents—sheu-ld—b%mad%aa&aree#a—petenﬁal of the increased risk for serotonin

syndrome and monitor for symptoms paﬁeular&durmg—treatment—mrtmﬁen—and—des&mere&ses—

7 DRUG INTERACTIONS

7.14 Other Serotonergic Drugs

The concomitant use of serotonergic drugs (including other SNRIs, SSRIs, triptans, tricyclic
antidepressants, opioids, lithium, buspirone, amphetamines, tryptophan, and St. John's Wort) with
CYMBALTA increases the risk of serotonin syndrome. Monitor patients for signs and symptoms
of serotonin syndrome, particularly during treatment initiation and dosage increases. If serotonin
syndrome occurs, consider discontinuation of CYMBALTA and/or concomitant serotonergic

drugs [see Warnlngs and Precautions (5.4)].
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