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j ^ BRIEF PRESCRIBING INFORMATION 

C M S administration: Adults/elderly: 

Lactation: Exureti Drug Interactions: 

Warnings and Precautions 
Marketing authorisation numbers: AHICI I ' ! laa:; PA ;; ' ' .' ' 
ARICLPI 10iiii|. PA 822 ? 2 Marketing authorisation holder: r r . \ i 
l l i t i laiul! Lid- Paikway House Rallyiimunl KIKH: I oAr a.:i;:. : 
r e p u b l i c ol in land. Further information Irom Marketed by: 
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IZYPMXA' {OLANZAPINE} REPUBLIC OF 
IRELAND ABBREVIATED PRESCRIBING 

INFORMATION: Presentation: Coated tablets 
containing 2.5mg,5mg, 7,5mg or lOmg of olan­
zapine. The latitats also contain lactose, Vstotab 
Smg and lOmg orodispersibiB tablets. Vslotsb 
orodisperstote tablet Is a freeze dried, rapid-dis­
persing preparation to be placed m the mouth or 
aftemativety to be dispersed in water or other 
suitable beverage (or adrrrtstratton. Vstotabs 
also contain aspartame, marmttol and parahy-
droxyberooates. U M : Schizophrenia, both as 
initial therapy and for maintenance of response 
Further (nfemetfon: In studies of patents with 
schizophrenia and associated depressive symp­
toms, mood score improved significantly more 
with olanzapine than with halopendot. Vetolab 
orodteperstbfe tablets are bloequtvalent to olan­
zapine coated tablets, with a similar rate and 
extent of absorption. They have the same 
dosage and frequency of administration as olan­
zapine coated tablets. Olanzapine orodlsperslble 
tables may be used as an afternative to olanza­
pine coated tablets. PtwmModyramlet ) 
Olanzapine was associated witft significantly 
greater improvements in both negative and poa-
rtwe schizophrenic symptoms than placebo or 
comparator in most studies. Dosage and 
Admlnlttntfon: lOmg/day orally, as a single 
dose without regard to meals. Dosage may sub­
sequently be adjusted within the range of 5* 
20mg daily. An increase to a dose greater than 
the routine therapeutic dose ot lOmo/day is rec­
ommended only after clinical assessment. 
Otridren: Not recommended under 18 years of 
age. Tfte elderly- A iower starting dose 
(5rno/oey) is not routirtety indicated but should be 
considered when cltnicat factors warrant, ftemi 
and/or hepatic impairment- A lower starting 
dose {5mgJ should be considered, in moderate 
hepatic insufficiency, the starting dose should be 
5mg, and only increased with caution, When 
more than one factor le present which might 
result m slower metabolism (female gender, 
elderly age, non-smoWng status), consideration 
should be given to decreasing the starting d c m 
Dose escalation should be conservative m such 
patents. Contra-lmUcttJorw: K n o w hyperaen-
sftMty to any ingredient of the product. Known 
risk of narrow-angle glaucoma Vitamins* «ftd 
Special Precautions: Caution In patients with 
prostatic hypertrophy, or paralytic Ileus and relat­
ed conditions. During antipsychotic treatment, 
improvement in the patents dtnlcal condition 
may take several days to some weeks, Patients 
should be closely monitored during this period. 
Caution in patients with elevated AIT and/or AST, 
sans and symptoms of hepatic Impairment, pre­
existing conditions associated with limited hepat­
ic functional reserve, and m patents who are 
being treated with potentially hepatotoxic drugs. 
As with other neuroleptic drugs, caution In 
patients with low leucocyte and/or neutrophil 
counts for any reason, a history of clnjg-hduced 
bone marrow depression/toxicfty, bone marrow 
depression caused by concomitant illness, radia­
tion therapy or chemotherapy and in patients 
with hypereostnophflic condittons or with myelo­
proliferative disease. Thirty-two patients with 
clozapine-related neutropenia or agranulocytosis 
histories received olanzapine without decreases 
m baseline neutrophil counts. Rare cases report-. 
ed as NMS have been received in association 
with olanzapine, if a patient develops signs and 
symptoms indicative of NMS, or presents with 
urtexplained high fever without addltionai cttitaajf 
manifestations of NMS, all antipsychotic drugs, 
including olanzapine, must be ctecorttlnuea 
Caution m patents who have a history of seizures 
or are subject to factors which may lower the 
seizure threshold. If signs or symptoms of tardive 
dyskinesia appear, a dose reduction or drug dis­
continuation should be considered Caution 
when taken in combination with other centraBy 
acting drugs and alcohol, Olanzapine may antag­
onise the effects of direct and Indirect rjopamine 
agonists. Postural hypotension was infrequently 
observed m the elderly. However, Wood pressure 
should be measured periodlcaHy m patients over 
65 years, as with other antipsychotics. As with 
other antipsychotics, caution when prescribed 
with drugs known to Increase QTc interval, espe­
cially m the elderly. In clinical trials, olanzapine 
was not associated with a persistent increase ib 
absolute QT intervals. Hyrjeroftcaemlaorflxacer-
batten of pre-existing diabetes has been report-
ed m very rare cases during Zyprexa treatment. In 
some cases, a prior increase In body weight has 
been reported, which may be a predisposing fac­
tor. Appropriate clinical monitoring is aoVtsoble in 
diabetic patients and in patients with risk factors 
for the development of diabetes mellitus, 
Interactions: Metabolism may be induced" by 
concomitant smoking or carbamazepine therapy. 
Pngntney end isetetton: Olanzapine had no 
teratogenic effects In animals. Because human 
experience is limited, olanzapine should be used 
m pregnancy only H the potential benefit Justifies 
the potential risk to the fetus. Olanzapine was 
excreted In the milk of treated rats but it Is not 
known if it is excreted in human milk. Patients 
should be advised not to breast feed an Infant If 
they are taking olanzapine, Qrhrtnfl, etc; 
Because olanzapine may cause somnolence, 
patients should be cautioned about operating 
hazardous machinery. Including motor vehicles, 
Undesirable Effects: The only frequent <>10% 
undesirable effects associated with the use ol 
olanzapine in clinical trials were somnolence and 
weigM gain. Occasional undesirable effects 
inducted dizziness, increased appetite, peripher­
al oedema, orthostatic hypotension, end mild, 
transient anttehoBnergic effects, Including consti­
pation and dry mouth. Transient, asymptomatic 
elevations of hepatic transaminases, ALT, AST 
have been seen occasionally Oianzapine-treated 
patients had a lower Incidence of parkinsonism, 
akathfsia and dystonia in trials compared with 
titrated doses of hatopsridol. Photosensitivity 
reaction, rash or high creatine phosphokfnaee 
were reported rarely. Rare reports of hepatitis, 
priapism, seizures, hvperglycaemia or exacerba­
tion of pre-existing cllabetes have been received, 
Rare cases reported as NMS have been received 
in association with olanzapine Plasma prolactin 
levels ware sometimes elevated, but associated 
clinical manifestations were rare, In most 
patients, levels returned to normal ranges with­
out cessation of treatment. HaematotogteaJ vari­
ations, such as leucopenia and thrombocytope­
nia; have been reported occasionalty. For further 
inforrrmtionsee summary of product character­
istics. Marfcottra Authorisation Numbers: 
EU/1/86/022"o02 EU/t/96/022/004 
EU/1/96/022/006 EU/1/96/022/009 
EU/1/96/022/010 EU/1/99/125/001 
BJ/1 mi 125/002. Date of Preparation or Last 
Review; February 2000, Futt Prescribing 
•ntomartfon Is AvetteWe From: Eli Lilly and 
Company Limited, Dextra Court, Chapel Hill, 
Basingstoke, Hampshire, RG21 5SY, Telephone: 
Basingstoke (01258} 315000 or Eli Lilly and 
Company (Ireland) Limited, 44 FitzwltlJam Place, 
Dublin 2. Republic of Ireland Tel: Dublin 
6614377, 'ZYPREXA' and 'VELOTAB' are Eli L iy 
and Company Limited trademarks, Reference*: 
1. Jones B et al. Schizophrenia Research 1999; 
36(1-3): 183. 
website: www.elllilly.ie 
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Orodispersible Tablets, Olanzapine 

Zyprexa VeloTab is a new oral rapidly dispersing formulation of Zypreji 

which offers greater ease of use and aims to enhance compliance. 

Zyprexa VeloTab is especially suitable for patients with 

schizophrenia unable to take oral tablets. 

Zyprexa VeloTab is available in 5mg and 10mg tablets. 
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