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Abilify Maintena
ariiprazoe) prokongedhrelease suspension i rection

In the EU and UK, Abilify Maintena® (aripiprazole once-monthly)
is indicated for maintenance treatment of schizophrenia
in adult patients stabilised with oral aripiprazole.!

This document is intended to be viewed online only. Prescribing
information can be found at the end of this document. This
material is intended for healthcare professionals only. Prescribing
information may vary depending on local approval in each
country. Before prescribing any product always refer to local
materials such as the prescribing information and Summary of
Product Characteristics (SmPC). This material has been produced
by Otsuka Pharmaceutical Europe Ltd. and H. Lundbeck A/S.

Nadia’s big passion is music. She loves
spending the weekend at her dad’s
house listening to all his favourite
records. Nadia’s dad keeps a huge
record collection — she would look
forward to flipping through them,
playing ones that caught her eye and
discovering new music she has not
heard before.

After being diagnosed with
schizophrenia, listening to music can
be a demanding task for Nadia. She
has been experiencing some positive
and negative symptoms, and has
struggled to spend enough time with
her dad.

Recently, Nadia’s doctor suggested
switching her medication from oral
aripiprazole to Abilify Maintena®
(aripiprazole once-monthly) to
provide more control of her positive
and negative symptoms.?

Abilify Maintena® Two Injection Start*"
is an alternative initiation option,
allowing patients to start directly with
Abilify Maintena® without the need for
the 14-day oral supplement vs. one
injection start.**

Nadia is now well enough to spend
more time with her dad and looks
forward to discovering more

new music.

Consider starting your suitable
patients on the Abilify Maintena® Two
Injection Start® and help patients like
Nadia take small steps to bring
achievable moments back into their
lives. Please see Abilify Maintena®
SmPC for more information.!

With Two Injection Start the 14-day
oral supplement is no longer required
compared to one injection start’
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Alternative initiation regimen consists of two injections of
Abilify Maintena® (400 mg) at separate gluteal and /or
deltoid injection sites, together with a single dose of
20 mg oral aripiprazole, on the first day of treatment.
Based on pharmacokinetic assessments, the new

iation regimen is expected to be similar in safety
profile compared to one injection start'34

*Abilify Maintena® injection is given on day 1 as a Two
Injection Start and an additional dose of 20 mg oral
aripiprazole. The second dose is scheduled no sooner than
26 days after initiation. For patients who have never taken
aripiprazole, tolerability with oral aripiprazole must occur
prior to initiating treatment with Abilify Maintena®.

+Two Injection Start i two aripiprazole once-monthly
400 mg intramuscular injections at separate gluteal and/or
deltoid sites with a single 20 mg oral dose of aripiprazole
on the first day of treatment. Two Injection Start is not
suitable for all patients. Starting and maintenance doses
and site of administration may need adjusting. Please refer
to the summary of product characteristics (SmPC) for
further information.*

+For known CYP2D6 poor metabolisers the starting dose
should be two 300 mg injections administered in either
two separate deltoid muscles or one deltoid and one
gluteal muscle along with one single dose of the previous
prescribed dose of oral aripiprazole ~ DO NOT inject into
two gluteal muscles. Two injection start is not to be used in
known CYP2D6 poor metabolisers concomitantly using a
strong CYP3A4 inhibitor.

§Based on the study conducted to investigate safety and
tolerability of a single high dose formulation of aripiprazole
LAl administered to the gluteal site of administration. Dose
not stated here as it is higher than licensed doses.**

CYP, cytochrome P; EU, European Union; UK, United
Kingdom; LAls, long acting injectables.
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Prescribing information

ABLIEY: Griporazole) PRESCRIENG. INFORMATION — ABILIFv: TABLETS,
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Please refer to the full Summary of Product Characteristics (SmPC) before
prescribing.
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15mg once a day, maintenance dose 15mg once a day without regard to meals.

at doses higher than 15mg daly has not been demonstrated although individual
patients may benefit from higher dose. Maximum daily dose should not exceed
30m. Adolescents (215 years old): Initiate at 2mg (using oral 1mg/mi solution) for
2 days,titrate to Smg for 2 further days to reach recommended daily dose of 1

if needed, dos: ea: rements, maximum daily dose 30mg.
Enhanced efficacy at doses higher than 1 ily has not been demonstrated
lthough individual patients may benefit from higher dose. 7. ion for
injection (IM): Recommended initial dose 5. 1.3mi), administered as single

M jection ito g or deep io gluteus maxims muscle (Ghouid ot be
administere
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maintenance or acie treatment. A second injection may be adminstered 2 hours

jiven in 24 hours. Maximum daily dose of aripiprazole is 30mg (including all Abilify*
ormulations. f continued trestment indicated with ora arpi p.m\fm wy

for oral aripiprazole preparations. Prolonged-release suspens
o e e e e e o st
pr

5 o necon start o 2 b recin srt, O nfection sart: On e dy of
initiation, administer one_injection of 400mg_Abilfy Maintena® and continue
treatment with 10mg to 20mg oral arpprazoié per da for 14 consecutive ays to
maintain therapeutic aripiprazole_concentration during intiation of therapy.
Suspension should be injected slowly as a single injection (doses must not be
divided) o gutel or deltold muscle (are should b taken to void nadvertent
jection into a_blood vessel). Two_injection start: On the day of initation,
administer two separate injections of 400mg Abilfy Maintena” at separate inection
sites (see SmPCs for method of administration), along with one 20mg dose of oral
aripiprazole. If
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into two gluteal muscles. After either the one or the two njection start,
ecommended maintenance dose of Abify Maintena® s 400mg once monthly as
single injection (no sooner than 26 days after the previous injection). Consider

mild-moderate hepatic impairment. Marage dose cautiously in severe hepatic
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Maintena®, see SmPC for nstructions on missed doses,
procedure. CONTRAINDICATIONS: Hypersensitivity o acti

excipients. WARNINGS AND PRECAUTIONS: All formulations: During antipsychotic
treatment, improvement in clinical condition may take days to weeks — monitor
closely. Suicidal behaviour has been reported early after intiation or switch of

antipsychotic treatment — closely supervise high risk patients. Use with caution in
patients with known cardiovascular disease, cerebrovascular disease conditions
predisposing to hypotension or hypertension, family history of ation,

history of seizure disorder or have conditions associated with seizures. Extreme
caution should be taken when concomitantly administering aripiprazole and
stimulants. Oesophageal dysmotilty and aspiration have been associated with

Teported wih antipsychotics, All possble VTE isk factors should be identiied
before and during trestment and_ preventive measures taken. There were
u cports ‘of treatment emergent dyskinesa_durng_ anpiprazole
reatment. If igns and symptoms of taréue dyskinesi appear during treatment,
educe dose or discontinue. Symptorns can temporally deveriorate of even arke
Sfter trestment discontinuation. | signs and symptoms of other extra pyramical
Symptoms appear 9. akathisia or Parkinsonm, reduce the dose and monitor
o2y Cexcepn Abilfy Maintena*). Rare cases of heuroleptic maignant syndrome.
(NS} were reported n arpiprazole cinical trial. T paten develops Signs and
Symptoms inicative of NS o nexplaned high fever wihout additonal chncal
aetaions o NS, 3l snipsychotics, g sz
disconined. Wy cause somolence, postura Fypoteion motor s sensory
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55 Sedation, somnolence, yncope, blurred.vision or  diplopia. may occu.
Ovalformulations: Tablets ind orod spersble tablets contain sctose. Should not be

Tiken by patents. with. galactose. ntolerance, 10 e deficiency o
Jucose-galsctose malabsorpion. Orodispersble tablets contain aspartame,
Source of phenyllanine whih il to those with phenylketoniia
Orodispersible tablets contain (< 1mmol/tablet). Oral soluti ine

mi solution for injection contain sodium (both contain <lmmol,/dosage
unit) Oral solution contains fructose and sucrose. Should not be taken by patients

" galactose malabsorption or sucrase-isomltase
insufficency. Oral soluion contans methvl/prop parafycrorybenacate, which

mritor for orthostatic hypotension. Simultancous admi with parentersl
benzodiazepine may be associted with excessive sedation and cardiorespiratory
depresson if e ithparentra benzocazepine, monior for excesive sedau:n‘
icohol
el produts emicatos Freiongaraiesss muspemion
iy Niatense Should nok be uscd oS et T
States when mmediate symptom control needed. Abify Mainten contains sodium
{1 mmol/dose). INTERACTIONS: A Aripiprazole has potentil to
enhance ffact of certain antihypert hen adminisiering. with
lkoholo CNS medlcnes Wi Gierpping cifcs such 5 sedaon. Cton
administered with medicins. known 1o cause QT prolongation o electrolyte
imbalance. Monitor for sertonin syndrome i aripprazole i used concomtanly
wit erotonin SSRI)/
oot Norepinep e Resptake Tohblior GSNRID 6 medemés. koo 1o

FREGNANCY AND ACTATION:Should norbesoed 1 pregngy uissexpected
Benei cleary jusfes potental ris 0 foetus. Neonates exposed to
during tnird JAmestr of pregnancy a1k of reacions ncuing exrapyramida
o Wihdrawal Sympioms martor Caretlly Anp‘,.umwjmm oltes are
Excretedin human e Wake 3 beneft-risk decidon whether to dscontinge
UNDESIRABLE EFFECTS
For frther detals on adberse evrt consat STHC Oral formlaions an
i solution for injection (IMY: Common (-1/100 1o < fabetes
s e estasanes o, SreAppramIGa dhorde, romcr
Readache, sodatlon, somnalence, dziness, vision blurred, conspation, dyspepsia
nauses, salhary hypersecretion, vomiting, fatiue. Uncomman: (+1/1000 T
/150 Vigperproaciinaemia, biood prolactn  decreased, hyperalycaena,
Gepression, hypersexulty, tardive dysinesta, dystoni, dplopa. photophabi,
Gachyeardss, orthostatic hypotension. hccups, restess Iegs syhdrome.

increased. Frequency not known (cannot be estimated from the available data
Leukopenia, neutropenia, thrombocytopenia, alergic reaction (eg. anaphylactic
action, angioedema including swollen tongue, tongue oedema, face oedema,
pruritus allergic, or urticaria), diabetic hyperosmolar coma, diabetic ketoacidosis,
‘yponatraemia, anorexia, suicide attempt, ideation or completed, pathological
agitation, nervousness, neuroleptic malignant syndrome, grand mal
tonin syndrome, speech disorder, oculogyric criis, sudden death
ventricular _arrhythmia, Cardiac arrest,

vein'thrombosis), hypertension, syncope, aspiration preumonia, laryngospasm,
oropharyngeal spasm, pancreatitis, dysphagia, diarrhoea, abdominal discomfort.
mach discomfort, hepatic failure, hepatitis, jaundice, rash, photosensitivity

reaction, alopecia, hyperhidrosis, rhabdomyolysis, myalgia, stiffness, urinan
incontinence, urinary Tetention, drug withdrawal syndfome neontal. piapism,
temperature egulation dsorder (e ypothermia pyreia. chestpan, peripher

oedema, weight decreased, weight gain, alanine aminotransferase. increased,
Scparate increase increased,
allaline phosphatase increased, QT prolonged, blood _glucose increased,
glycosylated haemoglobin _increased, blood  glucose fluctuation,  creatine

BRosphokinase increased) drug reaction with eosinophia and systemic symproms
(DRESS). Prolonged-release suspension for _injection: Common (>1/100 to
<1/10): Wei
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e remosCyspens me A count FecTersed Wit Bobd ce cout
decreased, hypersensitvity, blood prolactin decreased, hyperprolactinaemia,
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mavement, Saivary Typersecretion,iver functon test abnormai, hepatic enzymes
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b

2, rosicea, eczema, skin induration, muscle iy, musclespass musclé

therma. injecton site swellng, nection site dscomfort, injecton Ste prurts,
thirst, " suggishness, blood E\um‘se ncressed o d:ug‘awd, alveosyhated

dysphaga, hepatic e, aundice hepati, allaln phosphatase creased, rsh:
photosensitiviy reaction, Ayperhidross, fhabdomyolysis, Urinary retention, rinan
ncontinence, g wihdtawal  syndfome neonatal,prapism, temperature
requiation disorder (e.g. hypothermia, pyrexia), chest pain, peripheral oedema,
blood glucose fluctuation, drug reaction with cosinophilia and systemic symptoms.
(DRESS). OVERDOSE: All formulations: Supportve therapy, maintaning an
adequate airway, oxygenation and ventiation, management of symptoms with

with close medical supervision and monitoring. For oral formulations, activated
charcoal administered may be effective in treatment of overdose.
LEGAL CATEGORY: Prestnp!mn On\y Medltme (mw

AUTHORISATIO! Abilfy® tablets:
Eu/l/m/ﬂs/nm 020; Abilfy” orodw/nevs\b\: ub\zn Eu/l/m/zm/nu 032;
Aoilfy”
o Iecion (W3+ £ 104/ 276,056, Abily prseay pnw der el sovent for
prolonged release suspension for injection: vial: EU/1/13/882/ 001-004, pre-flled
Syringe: EU/1/13/882/005-008.
MA HOLDER: Otsuka Pharmaceutical Netheriands B.Y, Herikerbergweg 292, 1101
CT, Amsterdam, The Netherlands.
PRESCRIBING INFORMATION DATE: April 2022

list of

by email to vigilance @otsul-eurpe.com

Example prce UK A" abet: 26 tablet 5ma (EU/1/04/276/002) 69604,

(EU/1/04/276/007) £96.04, 15mg (EU/1/04/276/012) & mg

GEOR f64/aA/o17) 15708, Aoy omd\s}mrsmlc abidts. 28 ables: Jomg

(EU/1/04/276/025) 59604, 1sma (£U/1/04/276/028) ‘toe ks Aty 1
oratscluton: 150m! (€1/404/276/034) £10290; Ay 7 ma/rmi

solution for injection 1.3m via 04/276/036) £3.43 Ably anena®
i rease Suspansion. orecton and_solvent:

BERIES a5 0023 E550 42 e led synge: (013865 008) 23041

For reference in Denmark:

PACK SIZES: Tablets: § mg: 28 abs, S6 tabs; 10 mg; 28 tabs 56 abs; 1 mg: 28

tabs, 56 tabs; 30 ma: 28 tabs, 56 tabs. Orodispersible Tablets: 10 mg 28 tabs, 13 mg

28 abs. Oralsolution; 1 /! 150 i Solition for Injecton: 7. g/l 400 mg

der and solvent for prolonged-release suspension for injection, suspension in
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REFERENCE TO CURRENT PRICE: wuww.medicinpriser di

DISPENSING GROUP: &

REIMBURSEMENT STATUS: general reimbursement _(tablets), conditional

reimbursement (orodispersible tablets, oral solution, powder and solvent for

prolonged-release suspension for injection), non-reimbursement on Solution for

injection.

(OPE-AM-2200004; DOP: April 2022

Click here for prescribing information in Austria.
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