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azacitidine Siniectabte

Nl}“’ APP]'{TFEI.‘]. IFI:I-'I' A]] MDS (m}relnﬂ}rsplasti{: H}’ﬂermEE) Su‘]t}'PEH.:

« BA (re fractory anemia) or RARS {reﬂ'acmr—y anemia with ringed siderablasis),
if accompanied by neutropenia or thromboeytopenia or requiring transfusions

: RAEBR (r::Fra.l;l:ur!.' anemia with excess blasts)
s RAEB-T [:rtl'ractc-r}' anemia with excess blasts in transformation)

» CMMoL {chronic myelomonocytic leukemia)

*According to the FAB (French, American, British) Classification System
For addsticnal information, sisit VIDAEZE, com or call 8665-PHARMICN

Important Safety Information

YIDAZA = contraindicated in patients with a known hepersensitivity to azacitidine or mannited and in patients with advanced
malignant kepatic turmars,

In clinical studies, the most commanly eocurring adverse reactions were nausea (70.5%), anernia (89.5%], thrombocytapenia
{65, 5%, vomiting (54.1%), pyrexia (51.8%), laukopenia (48.2%), diarhea (36.4%), fatigue (35.9%), injection site enythema
{35.0%), constipation [33.6%), neutropenia [(32.3%) and ecchymosis (30.5%). Other adwearse reactions included dizziness
118.6%}, chest pain (16.4%), Tebrile neviropenia (18.4%), myalgia (15.9%), injection site reaction {(13.6%:), aggravaled fatigue
{12. 7%} and malaize [(10.9%.),

Because treatment with VIDAZA is associated with neutropenia and thrombocytopenia, complete blood counts should be performed
as nesded to monitor respanss and fodicity, but at 8 minimum, prior fo 2ach desing eycle.

Because azacitiding is potentially hepatotoxic in patients with pre-sxisting hapatic impairmaent, castion is needed in patants with
liver dizease. |n addition, azacitidine and its metabolites are substantially excrated by the kidnays and the risk of tosic reactions to
thi= drug may be greater in patients with impaired renal function. Because eldesly patients are mare likely to haae decreased renal
Tunctian, it may be useful b menilor rénal function.

VIDAZA may cause fetal harm. While receiving treatment with VIDAZA, woman of childbearing potential should avoed becoming
pregnant, and men should asold fathering a child. In additan, wemen treated with VIDAZA should not nurse.

Pleasa see brief summary infarmation aon adjacent page
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