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Other prescribing considerations

- ith ZYP ; -controlled
The most COMMON treatment-emergent adverse cvent associated with REXA in placebo iun .
) / 3 2, PRF XA ebo) WETC.
bipolar mania cials was somnolence” (35% vs 13% for placebo). Also observed (ZYPREAR vs piac

drv mouth” (22% vs 796) dyspepsia (11% vs 3%}
:i&;'.z.inesﬁ' (18% vs 6%) increased appetite (6%0 Vs 3%)
asthenia” (15% vs 6%) tremor (6% vs 3%)

constpation (11% vs 5%)

Orthostatic h}'"pnttnsinn

. - . = # : . =i 2 ._c
In premarkeung schizophrenia trials, some patients taking ZYPREXA ma) have experienced orthosta
hypotension sssociated with dizziness,’ tach}*cardiaﬂ and. In some cases, syncope (15/2500, 0.6%)-

Transient, asymptomatic elevations of hepatic transaminase

. . . b - : : Thi
In placebo-controlled schizophrenia studies, clinically significant ALT (SGPT) elevations (23 times the upper

limit of the normal range) were observed in 2% (67/243) of pauents exposed to 7YPREXA compared to none

(0/115) of the placebo patients. None of these patients experienced jaundice. Periodic assessment of transami-

ces is recommended in patients with significant hepatic disease.

As with al] antipsychotic medicauons, the following consideratio

as should be taken into account when
prcscribing 7YPREXA:

Tardive dyskinesia (TD)—as with all antipsychotic medications, prescribing sh

ould be consistent with the need
o minimize TD. 1{ its sign

s and symptoms appear, discontinuation should be considered.
Seizures — occurred infrequently in premarkeung clinical tials (22/2500, 0.9%). Confounding factors may have
contributed 10 many of these occurrences, 7YPREXA should be used cautiously in patients with 2 history of

<eizures or with conditions that lower the sczure threshold. Such conditions may

be more prevalent in patients
age 65 years or oldcr.

ag 6LOVAZ

I bupola maniz trials, 4 adverse everts cecumed wilh siatisbically significantly highet incidence with TYEREXA tnan with placeDo—noné of hese
resulled n disconbnushion

. |h acute-phase schizophvenia tnzls (n=366), dmness [115% va 45 end tachycard:s (4% vs 156] were reponed; these events were not always
asencied with hypOotense

B i e e s T B R T

For saditionsl satety profiie and other important prescrining conalderations, see the hull Prescribing information.

r——— — ——r
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Favorable safety profile

» No black-box or bolded warnings

» No baseline ECG required
- No difference In clinically significant QT¢ prolongation with
ZYPREXA compared to placebo in premarketing clinical trials

* No routine blood monitoring required

* The most common treatment-emergent
adverse event associated with ZYPREXA
in placebo-controlled clinical trials
for acute mania was somnolence
(35% vs 13% for placebo)

ZYPREXA has been used
Dy more than 6 million
;5 pahem‘s woridwide.

T

88 6L0YAZ

3¢ s8¢ inside for additional saiety information and full Prescribing information
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