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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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4.4 Special warnings and precautions for use

Ritonavir dosed as an antiretroviral agent or as a pharmacokinetic enhancer

Consideration should be given to the monitoring of blood glucose.
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Bedaquiline:
Strong CYP3A4 inhibitors such as protease inhibitors may increase bedaquiline exposure which

could potentially increase the risk of bedaquiline-related adverse reactions. Therefore,
combination of bedaquiline with ritonavir should be avoided. However, if the benefit outweighs the
risk, co-administration of bedaquiline with ritonavir must be done with caution. More frequent
electrocardiogram monitoring and monitoring of transaminases is recommended (see section 4.5
and refer to the bedaquiline prescribing information).

4.5 Interaction with other medicinal products and other forms of interaction

Medicinal products that are affected by the use of ritonavir

Interactions between ritonavir and protease inhibitors, antiretroviral agents other than protease
inhibitors and other non-antiretroviral medicinal products are listed in the tables below.

Medicinal Product Interactions — Ritonavir with Protease Inhibitors

Co- Dose of Co- Dose of Medicinal AUC Chin
administered administered NORVIR ProductAssessed

Medicinal Medicinal (mg)

Product Product (mg)

Ritonavir effects on Non-antiretroviral Co-administered Medicinal Products

Co-administered Medicinal Dose of Co- Dose of |Effect on Co- |Effect on Co-
Products administered |[NORVIR administered |administered
Medicinal (mg) Medicinal Medicinal
Products (mg) Products AUC Products Cax
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Anti-infectives

No interaction study is available with ritonavir only. In an
interaction study of single-dose bedaquiline and multiple
dose lopinavir/ritonavir, the AUC of bedaquiline was
increased by 22%. This increase is likely due to ritonavir
and a more pronounced effect may be observed during
prolonged co-administration. Due to the risk of
Bedaquiline bedaquiline related adverse events, co-administration
should be avoided. If the benefit outweighs the risk, co-
administration of bedaquiline with ritonavir must be done
with caution. More frequent electrocardiogram monitoring
and monitoring of transaminases is recommended (see
section 4.4 and refer to the bedaquiline Prescribing

Information).
Gl motility agent
HCV Protease Inhibitor
Simeprevir 200 ad 100 g12h 1 7.2-fold 1 4.7-fold

Ritonavir increases plasma concentrations of simeprevir as
a result of CYP3A4 inhibition. It is not recommended to co-
administer ritonavir with simeprevir.
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