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NPLATE 250 (Romiplostim)
Powder for solution for injection
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Adults:
Nplate is indicated for the treatment of primary immune thrombocytopenia (ITP) in adult
patients who are refractory to other treatments (e.g. corticosteroids, immunoglobulins).

Paediatrics:

Nplate is indicated for the treatment of chronic primary immune thrombocytopenia (ITP) in
paediatric patients one year of age and older who are refractory to other treatments (e.g.
corticosteroids, immunoglobulins).
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4.8 Undesirable effects (only the updates presented)

MedDRA system Very common Common Uncommon
organ class
Infections and Upper respiratory Gastroenteritis Influenza
infestations tract infection Pharyngitis*** Localized infection
Rhinitis*** Conjunctivitis*** Nasopharyngitis
Ear infection®**
Sinusitig***/****
Bronchitig****

**** Additional adverse reactions observed in adult patients with ITP duration up to 12

months

Adult population with ITP duration up to 12 months

The safety profile of romiplostim was similar across adult patients, regardless of ITP duration.

Specifically in the integrated analysis of ITP < 12 months duration (n = 311), 277 adult

patients with ITP < 12 months duration and who received at least one dose of romiplostim

from among those patients in 9 ITP studies were included (see section 5.1). In this integrated

analysis, the following adverse reactions (at least 5% incidence and at least 5% more frequent




with Nplate compared with placebo or standard of care) occurred in romiplostim patients with
ITP duration up to 12 months, but were not observed in those adult patients with ITP duration
> 12 months: bronchitis, sinusitis (reported commonly (> 1/100 to < 1/10)).
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