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NPLATE 250/ 500 (Romiplostim)
Powder for solution for injection

,n/T221 /NN ,n/Ta01 A/X9N

.01"791N M'WONYT XONYT |17V DIIDTY 7Y WITING NYRAn ,DIYNN N7V L' A N9 |'AnN

AVXIAY DMY'YUN MY 20 0NXN T NVTINA

NNYIRAN AIINNN

Nplate is indicated for chronic immune (idiopathic) thrombocytopenic purpura (ITP) 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)
Increased bone marrow reticulin

In a pediatric clinical trial (see section 5.1), of the subjects with an evaluable on-study bone
marrow biopsy, 5 out of 27 subjects (18.5%) developed increased reticulin at year 1 after
exposure to romiplostim (cohort 1) and_17 out of 36 subjects (47.2%) developed increased
reticulin at year 2 after exposure to romiplostim (cohort 2). However, no subject showed any
bone marrow abnormalities that were inconsistent with an underlying diagnosis of ITP at
baseline or on-treatment.

5.1 Pharmacodynamic properties

Data from study S7 (20101221) was added provided.
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