Overcoming everyday challenges
in Alzheimer's Disease.”

Meaningful Patient Benefits

Maintains memory and language.’

Maintains ability to perform everyday
tasks such as eating, dressing and

toileting.’

Delays the emergence of agitation and
aggression.*
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te experience. Alzheimer's ase has been associated with depression, suicidal ideation and suicide
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atment of patients ate to severe Alzheimer's Disease, Dosage & Administration astive heart failure and uncontrolled hypertension and patients with these conditions should Overdose: Symptomatic treatment. Elimination: Mainly in unchanged form via the kidney
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by the patient. Orally as tablets (10 mg) or sol dopaminergic agonists and anticholinergics may be enhanced. Effects of barbiturates an Authorisation Numbers: EU/1/02/219/005 Ebixa 10mg/g Oral drops solution-50g bottle
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tenance d ) twice daily) taken with or without food starts neuroleptics may be reduced. Effect of concomitant treatment with antispasmodic

half a tablet or 10 dr 1 the morning for a week; the 2nd week 5 mg (half a tablet or 1€ dantrolene and baclofen may be modified. Plasma levels of cimetidine, ranitidine, procainamide 10mg, 28 pack size. EU/1/0 ¢ a Tablet
e daily; the 3rd week 10mg (one tablet or drops) in the morning and 5mg (half a Juinidine, quinine and nicotine may be increased. Excretion may be altered when memantine and obtained from: Lundbeck (Ireland) Ltd,, 7 Riverwalk, Citywest Business Campus, Citywest, Dublin 2

or evening and the 4th week 10mg (one t or 20 drops) hydrochlorothiazide are co-administe Concomitant of NMDA antagonists-amantadine Date of Preparation: March 2007, References: 1. Doody et al. Dement Geriatr Cogn Disord 2004,

2007. 3. Schmitt et al. Poster presented
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active substance or any of the excipients, Pregnancy and Lactation: Pregnancy: Memantine commonly (>1/100 and <1/10) headache, somnolence, hypertension, constipation and dizzine
learly necessary. Lactation: Memantine should not Uncommon reactions (>1/1000 and <1/100): fatigue, fungal infections, confusion, hallucinations,
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ZYPREXA'  TABLETS (OLANZAPINE) ZYPREXA
INTRAMUSCULAR  INJECTION ABBREVIATED PRESCRIBING INFORMATION
REPUBLIC OF IRELAND Presentations Tablet: ma, bmg, 7.bma, 10mg, or 15mg of
> contain kactose. Velolab* Sima. 10my, 1hma, o 20mg orodispersible tablets

Also vontain gelatin, aspartame, maniitol. and parahyeioxybenzoates. Powder for solution for
ineclion, contaning 10mg olan-apine. Uses Lutiets and Wi Schizophrenia, both as initial
Moderate 1o severe manic episode; prevention of recurrence in
bipolar asorder N patients whose manic episode 1us responded 1o treatment, Injection: Rapid
antrol ot agrkation and disturbed behaviours in patients with schizophrenia or manic episode,
when oral therapy is not appropiiate. Dosage and Administration Tablets and Velotabs:
§ vpenia  1Oma/day arally Aan episode, 1hmg/day in monolherapy, 10mg/day in
ambination tieapy. Frovening ecanence 1 Hipol order: 10my/day, or for patients who
1ve been teceving olnapine lor tteatment of manic episode, contnue therapy for preventing
recumence al e same dose May subsequently be adjusted to §-20mg daly. injection
Intamuscular use only for a maximum of tiee consecttive days, Initial dose 10mg, A
injection. 5-10 mg, may be adiministered 2 hours atter, Maximum daily dose is 20mg, with not
more than & injections n any 24-hou period  Treatment with Zyprexa Intramuscutar Injection
should be discontnued, and oral /yprexa inituted. as soon as clinialy appropriate. Do not
administer intraver oty ot hikren Notrecommended (under 18 years). Elderly
patients Oral therapy— a lowen starling dose (bnig/day) 15 not rotinely indicated but should be
considered when chineal Liclors warant. ijection — recommended starting dose is 2.5-5mg,

nparment: Hing sarting dose in moderale hepatic insufficiency. When
more than one factor which niaht cause slower metabolism, consider a decreased starting dose
Contra-indications knowi hypersensiivity 1o any ingredient, Known risk of narrow-angle
glaucoma. Warnings and Special Precautions Ot apine s not approved for the treatment of
dementia-related psychosis and/or behaviour al i s because of an increase in mortality
and the risk of OVA. Injection. Efficacy not established 1 patients with agitation and disturbec
behaviours related to conditions other than schizophrenia or manic episode. Should ot be
wministered to patients with unstable medical condilions (see Summary of Product Characteristics
[SPO]. Satety and efficacy have not been evaluated in patients with alcohol a drug intoxication

Patients should be closely observed for hypotension, including postural hypotension,
bradyanhythiia, and/or hypovenlilation (see SPC). Simultaneous injection with parenteral
benzodiazepine 15 not reconimended. Use 1o freal diug-induced psychosis with Parkinson's
disease is nol recommended. Caulion in patients: » who receive other medicinal products having
sinvlar 1o those of Zyprexa Intaamusoular Injection. e with prostatic
hypertrophy, o paraviic lleus and related conditons. e with elevated ALT and/or AST, hepatic
imparment, limited hepatic lunctional reserve, and n patients treated with hepatotoxic drugs. If
hepatlis is diaanosed (nchuding hepatocellular, cholestatic or mixed liver injury), discontinue
‘yprexa. o with low leucocyte and/on nedtiophil counts, bone marrow depression, in patients

VELOTABS  ZYPREXA

lansapine

herapy and 1o niantenance

second

Ibeutangotsty

Renal anor hepat

turbances

haemodynanic: properties ¢

known fo cause neulropenia, and in palients with hypereosinophilic
onditions or with myeloproliferative disease. ® who have a history of seizures or are subject 1o
factors which may lower the seizure threshold. e using other centrally acting drugs and alcohol. In
cinical trials, clincally meaningtul QTe prolongations were uncommon in patients treated with
olanzapine, with no significant differences in associated cardiac events compared fo placebo. As
with other antipsychotics, caution should be exercised when olanzapine is prescribed with
medicines known to increase QT interval, especially in the elderly, in patients with congenital long
QT syndrome, congestive heart failure, heart hypertrophy, hypokalaemia, or hypomagnesaemia
Discontnue it signs and symploms indicalive of NMS, or unexplained high fever. If tardive
dyskinesia appears, consider dose reduction or discontinuation. Clinical monitoring advisable in
diabetic patents and those with risk factors for diabetes. Blood pressure shouid be measured
periodicallyin patients over 65 years, May antagonise effects of dopamine agonists. Gradual dose
reduction should be considered when discontinuing olanzapine. Phenylalanine: Velotabs contain
aspartame - a source of phenylalanine. Sodium methy! parahydroxybenzoate arnd sodium propyl
parahydroxybenzoate: Contained in Velotabs; known to cause urticaria, contact dermatitis, and,
rarely, immediate reactions with bronchospasm. Interactions Metaboiism may be affected by
substances that can specifically induce (eg, concomitant smoking or carbamazepine) or inhibit
(eg. flvoxaming) the 1soenzyme P450-CYP1A2 which metabolises olanzapine. Activated
charcoal reduces the bioavailability of oral olanzapine. Olanzapine may antagonise the effects of
direct and indirect dopamine agonists. Olanzapine showed no interaction when co-administered
with ithium or biperiden. Zyprexa Intramuscular Injection 5mg, administered 1 hour before
lorazepam 2mg, added 10 the somnolence observed with either drug alone. Pregnancy and
Lactation There are very rare reports of tremor, hypertonia, lethargy, and sleepiness in infants bom
to mothers who used olanzapine during the 3rd trimester. Should be used in pregnancy only if the
potential benefit justifies the potential risk to the foetus. Patients should be advised not to breast
feed an infant if they are taking Zyprexa. Driving, etc May cause somnolence or dizzine
Patients should be cautioned about operating hazardous machinery, including motor vehicles.
Undesirable Effects Those observed from spontaneous reporting and in placebo-controlled
climcal tnals at a rate of 21%, or where the event is clinically relevant, are: Clinical Tnal Adverse
Event Reporting and Investigations With Oral Zyprexa Very common (>10%). Wexght gain
somnolence, elevated plasma prolactin levels (associated clinical manifestations eg
gynaecomastia, galactontioea, breast enlargement were rare). Common (1-10%): Eosinophilia,
increased appetite, elevated glucose levels (incidence 1,0% for Zyprexa versus 0.9% for placebo
for non-fasting levels 211mmol/l), elevated triglyceride levels, dizziness, akathisia, parkinsonism,
dyskinesia. Orthostatic hypotension, mild, transient, anticholinergic effects, including constipation
and dry mouth, fransient, asymptomatic elevations of ALT, AST, asthenia, oedema Uncommon
(0.1-1%): Bradycardia, with or without hypotension or syncope. In placebo-controlled clinical trials
of elderly patients with dementia-related psychc and/or disturbed behaviours, there was
fold increase in mortality in olanzapine-treated patients compared to placebo (3.5% versus 1
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Olanzapine

HELPING MOVE LIVES FORWARD

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 come.

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

there was a 3-fold ncrease in cerebrovascilan dverse

respectively), In the same clinical trial:
events (CVAE, eg, stroke, hransient ischaemic
compared to placebo (1.3% versus 0.4%, respectively). Very common (>10%) undesiable: effe t

atack) in patients treated wilh olanzapine

in this patient group were aonormal gatt and falls. Prevmonia, increased mu terperatue
lethargy. erytherma, vistal hal cinator and Lrinary incontinence were obsenved conmaonly (

10%). Past-Marketing Spontaneous Reporting With Oral Zyprexa Rare (0. 01 0. 1% Leu e
seizures, hepattis Very rare (<0.01%). Thrombocylopenia, neultopenia, allergie eaction,

Neuroleptic Maiignant Synciome, parkinsonism, dystonia and tardive dyskiiesia, Lyl ae i
and/or development or exacerbaton of diabetes (occasionally associated wil keloac o, o
coma, including some falal cases). Hyperfiglycendaermia

prolongation, ventricular tachycardia/fibrillation and sudder deatb, thiomboermbolsa , pancreatli
thabdomyolysis and priapism. Additional Clinical Trial Acdverse Event Reporting and v
With Zyprexa Intraruscular Injection Common (1-10%): Bradycardia, with or withor it Hyj !
orsyncope, tachycardia, Injection site discomfort, somnolence, postural hypotensicrn. hypter cion
Uncommon (0.1-1%): Sinus pause. Post-Marketing Spontaneous Event. Wit
Intramuscular Injection Temporal association in cases of respiratory depres: ’
bradycardia, and death reported very rarely, mostly with concomitant use of Dt odi e e
and/or other antipsychotic drugs, or use of olanzapine in excess of recommended o F
details of these and other side-effects, please see the Summary of Product Characte:.
is avallable at http://www.medicines.ie/. Legal Category POM. Marketing Authorisation
Numbers and Holder EU/1/96/022/002. EU/1/96/022/004.  £U/1/96/022/006
EU/1/96/022/009.EU/1/96/022/010.EU/1/96/022/012.EU/1/96/022/016. EU/ 1/99/1 25/001
EU/1/99/125/002. EU/1/99/125/004, EU/1/99/125/003. Eli Lilly Nederland BV, Grootslag 1-5,
3991 RA Houten, The Netherlands. Date of Preparation or Last Review September 2006 Full
Prescribing Information is Available From Eli Lilly and Company Limited. Lilly House, Priestiey
Road, Basingstoke, Hampshire, RG24 9NL, Telephone: Basingstoke (O 9% or L Lilly
and Company (reland) Limited, Hyde House, 65 Adelaide Road, Dublin 2, Republc of efand
Telephone: Dublin (01) 661 4377, **ZYPREXA (olanzapine) and VEL OTAR arv tractertarke, of b
Lilly and Company. References 1: Tran PV et al. Double-blind comparson of olanzapar e v
rispericloneinthetreatment of schizophreniaandother psychotic disorders. . Clin Psyclioptamiacol
1997,17:407-418. 2: Kinon BJ, Hill AL, Lin L, Peralva DGS, Olanzapine orodispersible tablet in
the treatment of acutely ill, non-comphant schizophrenia patients. Poster presented at American
Psychiatic Association annual meeting, May 16 2004, New York, USA
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