ZYPREXA™ TABLETS (OLANZAPINE) ZYPREXA VELOTABS ZYPREXA
INTRAMUSCULAR INJECTION ABBREVIATED PRESCRIBING INFORMATION
REPUBLIC OF IRELAND Presentations Tablats, 2 hima, bmg, 7.5ma, 10mg, or 15mg of
aanzapine. Also confan lactose Velotab' fmig, 10mg, 15mg, or 20mg orodispersible tablets
Also contan getatn, aspaname, nianndol, and parahydroxybenzoates. Powder or solution for
injection, containing 10mg okirzapine. Uses Tablets and Velotabs: Schzophrenia, both as intal
merapv o tor maintenancs. Modarate 1o sevare mainic episode; pravention of recurrence in
Bipokr disiorder in patisnts whosa nianic episode has respondsad to treatment. injection’ Rapd
onteol of agitation @nd dstubed behaviours i patients with schizophrenia or manic episode,
when vl therapy 1 not appropnale. Dosage and Administration Tabiets and Velotabs
Seravophrena 10mg/iday orally, Mare eprsode 15mg/day in monotherapy:  10mg/day in
sonibnation herapy, Preventing recunence 10 bipolar disorder 10ma/day, or for patients who
have: heon recenng olanzapine for treatment of mani: epesode, continue: therapy for preventing
recunence it the same dose. May subsequently be adjusted 10 L-20mg daily. ingechion.
Intramusilay use only for @ maximum of three consecuive days. Initial dose 10mg. A second
ingection, H-10 g, may ba adminstered 2 howrs after. Maximum daily dose is 20mg, with not
more than G inactions in any 24-hour penod. Treatment with Zyprexa nframuscular yection
stoukd be discontinuedt, and ol Jyprexa wiitiated, as soon as cwiically appropnate. Do not
admimnister intravenousty or subeutaoeonsly. Chiken: Notrecommended (under 18 years). Elderty
patents Ol therapy - a lower starting dose (Smg/day) s not routinely indicated but should e
considered when ciincal factons warrant. njoction  recommanded staring dose is 2 5-5mg.
Renit dendor et impainment. Hmg staning dose in moderale hepatic insutfciency. When
wore than one factor which might canse siower metabolism, consider a decreased starting dose.
Contra~indications kniown hyporsensitvty (o any ingredient. known nisk of namow-angle
akiconyy Warnings and Special Precautions Olanzapine is ro! approved for the freatment of
aenentian rokated psyuhoss and/orn bebuavioural disturbarnces becaose of anincrease in mortaiity
and the sk of OVA incton Efficacy not estabished in patients with agitation and disturbed
betiavkors tealod b condibons ofher an schizophienia o mank: opsode. Shodld ot be
acministered 10 patients with g stable medical conamons (seo Summary ot Product Characieristics
> ety and efficacy have not been evaluated n patients with ak:ohol or drug intoxication
should be clossly observed for hypotension, including postural hypotension,
bradvantwthmia, and/or hypoventilation (see SPC). Simultaneous injection with parenteral
benzadiazepine is not ecommended. Use to treat drug-induced psychosis with Parkinson's
dieaase « not recommended, Cauton in patients: ¢ who receive other medicinal products having
hasmodynamic properties stk (o those of Zyprexa Inramuscular Injection. e with prostatic
nypartraphy, or paralytic leus and related conditons. e with elevated ALT and/or AST, hepatic
mpament, Wnited hepatic functional reserve, and i patients treated with hepatotoxic drugs. It
hepattis & Jiagnosed tincluding hepatocaliuks, cholestalic or mixed Iiver injury). discontinue
2vrexa ® with low leucocyte wxd/or neutrophil counts, bone mamow depression, in patients
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recaiving medicnes known 10 cause neutroperia, and in patients with hypereosinophilic
conditions or with myeloproliferative disease. ® wno have a history of seizures or are subjed! 1o
factors which may lower the seizure threshold. ® using other centralty acting drugs and alcohol. in
clinical trials, ctinically meaningful QTe pralongations were LNcommon in patents treated with
olanzapine, with no significant differences in assuciated cardiac events compared to placebo. As
with other antipsychotics, caution should be excrcised wher olanzapine is prescribed with:
medicines known to increase QTc interval, especially in the elderly, in patients with congental long
QT syndrome, corgestive heart failure, heart hypertrophy, hypokalaemia, or hypomagnesaeria
Discontinue if signs and symptoms indicative of NMS, or unexplained high fever. If tardive
dyskinesia appears. consider dose reduction or discontinuation. Clircal monitoring advisable in
diabefic patients andg thase with risk factors for diabetes. Blood pressure shoukd be measured
periodically in patients over 65 years. May antagonise effects of dopamne agonists. Gradual duse
reduction should be consicered when discontinuing olanzapine. Phenylalanine: Velotabs contain
aspartame - a source of phenylalanine. Sodium methy! parahydroxybenzoate and sodium propy!
parahydroxybenzogte: Contaned in Velotabs; known to cause urticana, contact derrnalitis, and,
rarely, immediate reactions with bronchospasm. Interactions Metabolism may be aflected by
substances that can specifically induce (eg, concomitant smoking or carbamazepine) or inhibit
(eg. fluvoxamine) the isoenzyme P450-CYP1A2 whch metabohses olanzapine. Activated
charcodl reduces the boavasabibty of oral clanzapine. Olanzapine may antagonise the effects of
direct and indirect dopamine agonists. Olanzapine showed no interaction when co-admisterexd
with litwsm or bipenden. Zyprexa Intramuscular Injection Sma, administered 1 hour betore
lorazepam 2mg, added to the somnolerice observed with ether drug alone. Pregnancy and
Lactation There are very rare reports of tremor, hypertonia, lethargy. and sleepiness m nfants bom
to mothers who used olanzapine dunng the 3rd timester. Should be used in pregnancy only if the
potential benefit justifies the patental risk to the foetus. Patients should be advised not to breast-
teed an infant if they are takng Zyprexa. Driving, etc May cause somnolence or dizziness
Patients should be cautioned about operating hazardous machinery, including motor vehicles.
Undesirable Effects Those observed from spontaneous reporting and in placebo-controllad
clinical tnals al a rate ol 21%. or where the event is clinically relevan, are: Clinical Tral Adverse
Event Reporting and investigations With Oral Zyprexa Very common (>10%). Weight gan,
somnolence, elevated plasma prolactin levels (associated clinical mandestations  eg,
gynaecomastia, galactorhoea. breast enlargement were rare). Common (1-10%): Eosinophilia.
mcreased appetite, elevated glucose levels (incidenca 1.0% for Zyprexa versus 0.8% for placebo
for non-fasting levels 211mmol/), elevated inglyceride levels, dizziness, akathisia. parkinsonism,
dysknesia. Orthostatic hypotension. mild, transient, antichalinergic effects, including constipation
and dry mouth, transient, asymplomatc slevations of ALT, AST, astheria, oederna Uncommon
(0.1-1%}: Bradycardia, with or without nypotension or syncope. in placebo-controlied ctinical frials
of elderly patients with dementa-related psychosis and/or disturbed behaviours, there was a 2

fold increase in montality in olanzapine-treated patients compared to placebo {3.5% versus 1.5%,

This is the story of Sinead* and the voices she began hearing, they convinced
her that her neighbours wanted her dead. So she barricaded herself in her tiny
apartment for three years. Today, with the support of her doctor, treatment

team and family, Sinead is managing her schizophrenia with Zyprexa.'?

Knowing where you have been is one measure of how far you have casmm

Together you can find another way to stay on the road to improvement.

respectively). I the same ciirical tials, there was a 3 fokd increase in ceretrovascular advere
s (CVAE, eg, stroke, transien! isChaomic attack) in pateols Ireated witn Gianzapine
compared 10 placebo (1.3% versus 0.4%, respectively). Vory common (» 10%) undessirat e efiects
in this patient grou were abnommal gait and Prieumond, crmesod Doy tomperat ze,

lethargy, erythema, wsual hallucinations, arxd urinary incontinence: were Ot served Cannonly (-
10%). Post-Markelng Spontaneos Repating With Oral Zypreser Rare: 10 01 019500 Levoopeia,
seicwes, hepatitis Very rare (<0 01%) Thombocytopema, neutropenia, allerge reaction,

Neviroleptic Matignant Syndror e, parkinsresm, tystonia and tardive dyskanesi, by esglycacmia
and/or development or exacerbation of diabetes (occasionally assocated wath keloacidosts or
coma, inchxding some fatal cases). Hypertrigivcendaomia, hypercholesteroiema, QT
prolongation, ventricuar tach iycarddia/fbrillation and Sackdern death, omboesmioieats, pancreatiis,
rhatidomyolysis and priapsm. Additionsd Clinical Tl Aciversc Evert Regeorteg dned ivestigations
With Zyprexa Infrarnuscular nyechion Comman (1 10%) Bradycandin, with: o witho bypotersion
arsyncope, lachycardia. Inection site aiscomtont, somnntence, posturalhypotersior. by otension
Uncommon (D1-1%): S 1w Fost Marketing 5 With Zyprexa
Intramuscular Injection Temporal associabon in cases of respralory depression, hyDotensinn, o
bradycardia, and death reported very rarely, ety witt Tt Lse of DenaosreninGs
and/or other antipsychotic drugs, or use ol Clar vapine i excuss of recormended dose £or full
details of these andd other side-effects, please see the Surmenary of Prochct Chamctonsie s, which
is avaiabie al hip://www medicines /. Legal Category POM Marketing Authorisation
Numbers and Holder EU/1/36/022/002. FU//S6/022/004.  EU//S6/022/006
EUN/6/022/000. U/ A 6/G22/0) O.EU/ 11961002 2001 2. U/ F3G/022/016,BUA /9971 26/
EUN/99/125/002. EU/ /99 126/004. BU/1/99/125/003 El Lilly Nederand BY. Grootslag 1-5,
3991 RA Houter, The Netherands. Date of Preparation or Last Review Sy deriber 2006, Full
Prescribing Information is Available From Efi Lilly and Compary Limited. Lily Hoes, Presticy
Road, Basingstoie, Hampisrire, RG24 INL, Telophone: Basiast ke 1296 315 994 o Bl Lily
and Company (reland) Limited, Hyde House, 65 Adelaide Road. Dutin 2, Reputhc of ieeland
Telephone: Dublin {01) 661 437/ *ZYPREXA (olanzaping) and VEL OTAB e bauemarks of Fh
Lily and Company. References 1: Tran FV ¢ al. Deubie bindd comyanson of obsnzapine verss
nspenidonein the treatment of scl woplveriaanaothes psyonot desortdon, JCheMsychophiarmacol
1997:17:407-418. 2: Kinon BJ, Hill AL, Lin L, Peratia DGS, Oy ane orodisgacible tablet in
the treatment of acutely ill. non-cormphant schizophrenia paticnts. Foster presentisd ol Amencan
Psychiatric Association annual meeting, May 16 2004, New York, USA
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