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ritonavir 100mg
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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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4.3 Contraindications
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Medicinal Product
Class

Medicinal Products
within Class

Rationale

Concomitant medicinal product levels increased or decreased

Lipid-modifying agents:
HMG Co-A Reductase
Inhibitors

Lovastatin, simvastatin |Increased plasma concentrations of

lovastatin and simvastatin; thereby,
increasing the risk of myopathy
including rhabdomyolysis (see section
4.5).

Lipid-modifying agent:
Microsomal triglyceride

Lomitapide

transfer protein (MTTP)
inhibitor

Increased plasma concentrations of

lomitapide (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

Co-administered
Medicinal Products

Dose of Co- Dose of
administered |[NORVIR
Medicinal (mg)
Products (mg)

Effect on Co-
administered
Medicinal
Products AUC

Effect on Co-
administered
Medicinal
Products Cpax

Venetoclax

Serum concentrations may be increased due to CYP3A inhibition
by ritonavir, resulting in increased risk of tumor lysis syndrome at
the dose initiation and during the ramp-up phase (see section 4.3
and refer to the venetoclax SmPE€ prescribing information).

instructions).

For patients who have completed the ramp-up phase and are on a
steady daily dose of venetoclax, reduce the venetoclax dose by at
least 75% when used with strong CYP3A inhibitors (refer to the
venetoclax SmPE prescribing information for dosing
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Medicinal Product Interactions — Ritonavir with Protease Inhibitors

Co- Dose of Co- Dose of Medicinal Product [AUC Chin
administered [administered |NORVIR |Assessed

Medicinal Medicinal (mg)

Product Product (mg)

Lipid-modifying
agents

Lomitapide

CYP3A4 inhibitors increase the exposure of lomitapide, with

strong inhibitors increasing exposure approximately 27-fold. Due

to CYP3A inhibition by ritonavir, concentrations of lomitapide are

expected to increase. Concomitant use of Norvir with lomitapide

is contraindicated (see prescribing information for lomitapide) (see

section 4.3).

Prednisolone

20 200q12h  [128% 1 9%

Careful monitoring of therapeutic and adverse effects is
recommended when prednisolone is concomitantly administered
with ritonavir. The AUC of the metabolite prednisolone increased
by 37 and 28% after 4 and 14 days ritonavir, respectively.

+-Bascd-on-a-paralicl-group-comparison-
> Sulé | | i | with trimethoprim.

4.6 Fertility, pregnancy and lactation

Pregnancy

Animal data have shown reproductive toxicity (see section 5.3). Norvir can be used during pregnancy if

clinically needed.
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