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NORVIR is indicated alone or in combination with other antiretroviral agents for the treatment of
patients with HIV-infection when therapy is warranted based on clinical and/or immunological
evidence of disease progression.
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4.5 Interaction with other medicinal products and other forms of interaction

Medicinal products that are affected by the use of ritonavir
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Interactions between ritonavir and protease inhibitors, antiretroviral agents other than protease
inhibitors and other non-antiretroviral medicinal products are listed in the tables below. This list is
not intended to be inclusive or comprehensive. Individual prescribing informations should be
consulted.

Ritonavir effects on Non-antiretroviral Co-administered Medicinal

Products
Co-administered Dose of Co- |Dose of |Effect on Co- |[Effect on
Medicinal Products |administered [INORVIR administered |Co-
Medicinal (mg) Medicinal administere
Products Products d Medicinal
(mg) AUC Products
Cmax

Anticancer agents

Apalutamide is a moderate to strong CYP3A4 inducer
and this may lead to a decreased exposure of ritonavir
and potential loss of virologic response. In addition,
serum concentrations may be increased when
co-administered with ritonavir resulting in the potential
for serious adverse events including seizure.

Apalutamide

Concomitant use of ritonavir with apalutamide is not
recommended.

Serum concentrations may be increased when
co-administered with ritonavir which may increase the
risk of toxicity, including the risk of serious adverse
events such as QT interval prolongation.
Co-administration of encorafenib and ritonavir should be
avoided. If the benefit is considered to outweigh the risk
and ritonavir must be used, patients should be carefully
monitored for safety.

Encorafenib
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4.8 Undesirable effects

Tabulated list of adverse reactions

The following adverse reactions of moderate to severe intensity with possible or probable
relationship to ritonavir have been reported. Within each frequency grouping, undesirable effects
are presented in order of decreasing seriousness: very common (== 1/10); common (== 1/100 to <
1/10); uncommon (== 1/1000 to < 1/100); rare (== 1/10,000 to < 1/1,000); not known (cannot be
estimated from the available data).

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://sideeffects.health.gov.il
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