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Tivicay is indicated in combination with other anti-retroviral medicinal products for the
treatment of Human Immunodeficiency Virus (HIV) infected adults, adolescents and children of
at least 4 weeks of age or older and weighing at least 3 kg.
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4.8 Undesirable effects

Tabulated list of adverse reactions

The adverse reactions considered at least possibly related to dolutegravir are listed by body system,
organ class and absolute frequency. Frequencies are defined as very common (31/10), common (3*1/100
to <1/10), uncommon (31/1,000 to <1/100), rare (*1/10,000 to <1/1,000), very rare (<1/10,000), and not
known (cannot be estimated from the available data).

Table 4 Adverse Reactions

Blood and Not known Sideroblastic anaemia’

lymphatic system

disorders

Immune system Uncommon Hypersensitivity (see section 4.4)

disorders Uncommon Immune Reconstitution Syndrome (see section
4.4)+*)?

**see'reversible sideroblastic anaemia has been reported with dolutegravir-containing regimens. The contribution of dolutegravir

in these cases is unclear.

“see below under Description of selected adverse reactions.
***n%in combination with increased transaminases.
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