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AMOXICILLIN (AS SODIUM) 1000 MG/VIAL,
CLAVULANIC ACID (AS POTASSIUM) 200 MG/VIAL
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Indicated for the treatment of the following infections in adults and children: severe

and throat (such as mastoiditis, peritonsillar infections, infections of the ear, nose
systemic signs and symptoms), epiglottitis, and sinusitis when accompanied by severe
acquired acute exacerbations of chronic bronchitis (adequately diagnosed), community
pneumonia. cystitis, pyelonephritis, Skin and soft tissue infections in particular cellulitis,
severe dental abscess with spreading cellulitis, bone and joint infections, in_animal bites,
infections, female genital infections. Prophylaxis particular osteomyelitis, intraabdominal
procedures in adults, such as those against infections associated with major surgical
tract surgery. involving the: gastrointestinal tract, pelvic cavity, head and neck, biliary
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1. CLINICAL PARTICULARS

WARNING: SUICIDAL THOUGHTS AND BEHAVIORS

Antidepressants increased the risk of suicidal thoughts and behavior in children,
adolescents, and young adults in short-term studies. These studies did not show an
increase in the risk of suicidal thoughts and behavior with antidepressant use in
patients everage-25aged 65 and older; there-was-areduction-trrisk-with
antidepressant-use-in-patients-aged-65-and-elder [see Special warnings and
precautions for use (4.4)].

In patients of all ages who are started on antidepressant therapy, monitor closely for
clinical worsening and emergence of suicidal thoughts and behaviors. Advise




ilies and caregivers of the need for close observation and communication with
prescriber [see Special warnings and precautions for use (4.4)].

BioAvenir

4.4 Special warnings and precautions for use

Serotonin syndrome

As with other serotoninergic agents, the development of a potentially life-
threatening serotonin syndrome may occur with milnacipran treatment,
particularly with concomitant use of other medicines that may affect the
serotonergic neurotransmitter system (as irreversible MAO inhibitors
(iproniazide), A selective MAO inhibitors (linezolid, moclobemide methylene
blue), St. John’s Wort [Hypericum perforatum], buprenorphine, pethidine,
tramadol, most of the antidepressant (see sections 4.3 and 4.5)).

If concomitant treatment with other serotonergic agents is clinically
warranted, careful observation of the patient is advised, particularly during
treatment initiation and dose increases.

Serotonin syndrome symptoms may include:
- Digestive symptoms (diarrhoea),
- Changes in psychiatric status and behaviour (agitation, confusion,
hypomania),
- Motor dysfunction (tremor, rigidity, myoclonus, hyperreflexia and ataxia),
- Autonomic instability (labile blood pressure, tachycardia, shivering,
hyperthermia, possibly coma).

If serotonin syndrome is suspected, a dose reduction or treatment
discontinuation should be considered depending on the seriousness of the

symptoms.

The concomitant use of milnacipran with alpha and beta sympathomimetics (IM
and 1V routes) is not recommended.
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