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BRINTELLIX 5 MG

BRINTELLIX 10 MG
BRINTELLIX 15 MG
BRINTELLIX 20 MG
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.2 Posology and method of administration
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Hepatic impairment
No dose adjustment is needed based on hepatic function. caution should be
exercised when treating these patients (see section 4.4 and 5.2).
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4.4 Special warnings and precautions for use
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Renal or hepatic impairment

Given that subjects with renal or hepatic impairment are vulnerable and given that
the data on the use of Brintellix in these subpopulations are limited, caution should
be exercised when treating these patients. (see section 4.2 and 5.2). Renal
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4.8 Undesirable effects

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is
important. It allows continued monitoring of the benefit/risk balance of the medicinal
product.

Any suspected adverse events should be reported to the Ministry of Health according
to the National Regulation by using an online form
https://reportsideffect.health.gov.il/drugs/home
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5. PHARMACOLOGICAL PROPERTIES
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5.2 Pharmacokinetic properties
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Hepatic impairment

The pharmacokinetics in subjects (N = 6-8) with mild, moderate, or severe hepatic
impairment (Child-Pugh Criteria A, B, or C, respectively) were compared to healthy
volunteers. The changes in AUC were less than 10% lower in subjects with mild or
moderate hepatic impairment, and 10% higher in those with severe hepatic

impairment. The changes in CnaxWere less than 25% lower in all groups. No dose
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