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'i. Glucose DVsregulallo!J, "
Fcillowlng:a reVieW'()f 'all cllnioal trial data. ,including stUdies D1447C00125, D1447COO,126,
and D1447CO0127, ~pidemkilo9y'literature, and post-marketing data, SERM recommended
adding the following to Section 4.4 Special warnings and special precautions for use:

J,:,creases in Blood Glucose and Hyp,erglycemla
Inorea~es ill b,109d glucose and hyPerglycemia. and occasional repons ofdlab$tes.
have bl9Eiq Qbger.vedin clinical trials wfthqur;l!tiapine. Although a'9"'~i'l!,r$I~1ionship
\l¥fihrJiaQ,eles h~ not:peen established; p~tl~mts Who are a~ risk: for d~veI9pi~g .
diabet~' are,adVised'1o l;laile,I,;PPf.9priate.' Qlinl~t'monllMng.SimJtar.ly'j patients',with
existin~ dlabet§l,S;$hould:'be monitOT$o'for posslbfe :e>:ac'erbation,(see;'also'sectlc)h 4.8
UndeSIrable effects),. '
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. SERM also:(eJcommended.adding the fbllowing to Section 4.8 Undesirable Effl:iots.

Frcquenq $Y~~9t;.gan ClaSs Everi.t

:COrmn9n Investigatioris" Blood glucose i'ncreased to
:(';::1% _<1~), %) hyperglycaemic level*

;i-Footnote
Fasting'biood glucose ;;;.>;126 mg/dL or a non fasting blood glucose ~200 mg/dL on at Isastons
'occasion. .
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