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1 INDICATIONS AND USAGE
ABILIFY Oral Tablets, Orally-Disintegrating Tablets, and
Oral Solution are indicated for the treatment of:
+ Schizophrenia
+ Acute Treatment of Manic and Mixed Episodes associated
with Bipolar | Disorder
+ Adjunctive Treatment of Major Depressive Disorder
« Irritability Associated with Autistic Disorder
+ Treatment of Tourette’s disorder
ABILIFY Injection is indicated for the treatment of:
« Agitation associated with schizophrenia or bipolar mania

4.1 Therapeutic indications

ABILIFY is indicated for the treatment of schizophrenia in
adults and in adolescents aged 15 years and older.

ABILIFY is indicated for the treatment of moderate to severe
manic episodes in Bipolar | Disorder and for the prevention of
a new manic episode in adults who experienced predominantly
manic episodes and whose manic episodes responded to
aripiprazole treatment.

ABILIFY is indicated for the treatment up to 12 weeks of
moderate to severe manic episodes in Bipolar | Disorder in
adolescents aged 13 years and older.

4 CONTRAINDICATIONS

ABILIFY is contraindicated in patients with a history of a
hypersensitivity reaction to aripiprazole. Reactions have
ranged from pruritus/urticaria to anaphylaxis.

4.3 Contraindications
Hypersensitivity to the active substance or to any of the
excipients listed in section 6.1.
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1 INDICATIONS AND USAGE

1.1 Schizophrenia
RISPERDAL (risperidone) is indicated for the treatment of
schizophrenia. Efficacy was established in 4 short-term trials
in adults, 2 short-term trials in adolescents (ages 13 to 17
years), and one long-term maintenance trial in adults.

1.2 Bipolar Mania

Monotherapy
RISPERDAL is indicated for the treatment of acute manic or
mixed episodes associated with Bipolar | Disorder. Efficacy
was established in 2 short-term trials in adults and one short-
term trial in children and adolescents (ages 10 to 17 years).

Adjunctive Therapy
RISPERDAL adjunctive therapy with lithium or valproate is
indicated for the treatment of acute manic or mixed episodes
associated with Bipolar | Disorder. Efficacy was established
in one short-term trial in adults.

1.3 Irritability Associated with Autistic Disorder
RISPERDAL is indicated for the treatment of irritability
associated with autistic disorder, including symptoms of
aggression towards others, deliberate self-injuriousness,
temper tantrums, and quickly changing moods. Efficacy was
established in 3 short-term trials in children and adolescents
(ages 5 to 17 years).

4.1 Therapeutic indications

RISPERDAL is indicated for the treatment of schizophrenia.
RISPERDAL is indicated for the treatment of moderate to
severe manic episodes associated with bipolar disorders.
RISPERDAL is indicated for the short-term treatment (up to 6
weeks) of persistent aggression in patients with moderate to
severe Alzheimer’s dementia unresponsive to non-
pharmacological approaches and when there is a risk of harm
to self or others.

RISPERDAL is indicated for the short-term symptomatic
treatment (up to 6 weeks) of persistent aggression in conduct
disorder in children from the age of 5 years and adolescents
with subaverage intellectual functioning or mental retardation
diagnosed according to DSM-IV criteria, in whom the severity
of aggressive or other disruptive behaviours require
pharmacologic treatment. Pharmacological treatment should
be anintegral part of a more comprehensive treatment
programme, including psychosocial and educational
intervention. It is recommended that risperidone be prescribed
by a specialist in child neurology and child and adolescent
psychiatry or physicians well familiar with the treatment of
conduct disorder of children and adolescents.

4 CONTRAINDICATIONS

RISPERDAL is contraindicated in patients with a known
hypersensitivity to either risperidone or paliperidone, or to any
of the excipients in the RISPERDAL formulation.
Hypersensitivity reactions, including anaphylactic reactions
and angioedema, have been reported in patients treated with
risperidone and in patients treated with paliperidone.
Paliperidone is a metabolite of risperidone.

4.3 Contraindications
Hypersensitivity to the active substance or to any of the
excipients listed in section 6.1.
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ACTIVE CONTRAINDICATIO

DRUG NAME INGREDIEN INDICATION§ AND USA_\GE _ NS DRUG INTERACTIONS

Adrenaclick® is indicated in the emergency treatment of allergic

reactions (Type I) including anaphylaxis to stinging insects (e.g., order

Hymenoptera, which includes bees, wasps, hornets, yellow jackets and

fire ants), and biting insects (e.g., triatoma, mosquitoes), allergen

immunotherapy, foods, drugs, diagnostic testing substances (e.g.,

radlocontrgst medla)Z anq other allergens, as well as idiopathic The vasoconstricting and hypertensive effects of
ADRENACLICK epinephrine anaphylaxis or exercise-induced anaphylaxis. None epinephrine are antagonized by alphaadrenergic
(05/2016) pinep Adrenaclick is intended for immediate administration in patients who are ' pInep g yap g

. . . . S blocking drugs, such as phentolamine.

determined to be at increased risk for anaphylaxis, including individuals

with a history of anaphylactic reactions.

Adrenaclick is intended for immediate administration as emergency

supportive therapy only and is not a replacement or substitute for

immediate medical care.

The vasoconstricting and hypertensive effects of
Adrenalin® is available as a single-use 1 mL vial and a multiple-use 30 epmephrlne are antagonized by alp_haadrenerglc
. . blocking drugs, such as phentolamine.
mL vial for intramuscular and subcutaneous use. .
. . . . Ergot alkaloids may reverse the pressor effects of

Emergency treatment of allergic reactions (Type I), including ; .
ADRENALIN epinephrine [anaphylaxis, which may result from allergic reactions to insect stings None epinephrine.
(08/2017) pinep phylaxis, Y g g5, ' Epinephrine should not be used to counteract

biting insects, foods, drugs, sera, diagnostic testing substances and other
allergens, as well as idiopathic anaphylaxis or exerciseinduced
anaphylaxis.

circulatory collapse or hypotension caused by
phenothiazines, as a reversal of the pressor effects of
epinephrine may result in further lowering of blood
pressure.




ACTIVE

CONTRAINDICATIO

DRUG NAME INGREDIEN INDICATIONS AND USAGE NS DRUG INTERACTIONS

Auvi-Q® is indicated in the emergency treatment of allergic reactions

(Type 1) including anaphylaxis to stinging insects (e.g., order

Hymenoptera, which include bees, wasps, hornets, yellow jackets and fire

ants) and biting insects (e.g., triatoma, mosquitoes), allergen

immunotherapy, foods, drugs, diagnostic testing substances (e.g.,

radiocontrast media) and other allergens, as well as idiopathic The vasoconstricting and hypertensive effects of
AUVI-Q . . anaphylaxis or exercise-induced anaphylaxis. epinephrine are antagonized by alphaadrenergic
(11/2017) epinephrine Auvi-Q is intended for immediate administration in patients who are None. blocking drugs, such as phentolamine.

determined to be at increased risk for anaphylaxis, including individuals Ergot alkaloids may also reverse the pressor effects of

with a history of anaphylactic reactions. epinephrine.

Auvi-Q is intended for immediate self-administration as emergency

supportive therapy only and is not a substitute for immediate medical

care.

1.1 Hypotension associated with Septic Shock

Epinephrine Injection USP, 1 mg/mL (1:1000) is indicated to increase

mean arterial blood pressure in adult patients with hypotension associated

with septic shock.

1.2 Anaphylaxis . . . . Drugs antagonizing pressor effects of epinephrine

Emergency treatment of allergic reactions (Type I), including i

. . . : . . a-blockers, such as phentolamine

anaphylaxis, which may result from allergic reactions to insect stings,
EPINEPHRINE . . biting insects, foods,.d_rugs, >era, diagnost.ic testing sfubs_tances and other Epinephrine should not be used to counteract
(05/2016) epinephrine |allergens, as well as idiopathic anaphylaxis or exercise-induced None. circulatory collapse o hypotension caused by

anaphylaxis. The signs and symptoms associated with anaphylaxis
include flushing, apprehension, syncope, tachycardia, thready or
unobtainable pulse associated with hypotension, convulsions, vomiting,
diarrhea and abdominal cramps, involuntary voiding, airway swelling,
laryngospasm, bronchospasm, pruritus, urticaria or angioedema, swelling
of the eyelids, lips, and tongue.

1.3 Induction and Maintenance of Mydriasis during Intraocular Surgery
Induction and maintenance of mydriasis during intraocular surgery.

phenothiazines, as a reversal of the pressor effects of
epinephrine may result in further lowering of blood
pressure.
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DRUG INTERACTIONS

EPIPEN (04/2017)

epinephrine

EpiPen and EpiPen Jr are indicated in the emergency treatment of allergic
reactions (Type I) including anaphylaxis to stinging insects (e.g., order
Hymenoptera, which include bees, wasps, hornets, yellow jackets and fire
ants) and biting insects (e.g., triatoma, mosquitoes), allergen
immunotherapy, foods, drugs, diagnostic testing substances (e.g.,
radiocontrast media) and other allergens, as well as idiopathic
anaphylaxis or exercise-induced anaphylaxis.

EpiPen and EpiPen Jr are intended for immediate administration in
patients who are determined to be at increased risk for anaphylaxis,
including individuals with a history of anaphylactic reactions.
Anaphylactic reactions may occur within minutes after exposure and
consist of flushing, apprehension, syncope, tachycardia, thready or
unobtainable pulse associated with a fall in blood pressure, convulsions,
vomiting, diarrhea and abdominal cramps, involuntary voiding, wheezing,
dyspnea due to laryngeal spasm, pruritus, rashes, urticaria or angioedema.
EpiPen and EpiPen Jr are intended for immediate administration as
emergency supportive therapy only and are not a substitute for immediate
medical care.

None.

The vasoconstricting and hypertensive effects of
epinephrine are antagonized by alphaadrenergic
blocking drugs, such as phentolamine.

Ergot alkaloids may also reverse the pressor effects of
epinephrine.




ACTIVE CONTRAINDICATIO

DRUG NAME INGREDIEN INDICATIONS AND USAGE NS DRUG INTERACTIONS

EpiPen and EpiPen Jr are indicated in the emergency treatment of allergic

reactions (Type 1) including anaphylaxis to stinging insects (e.g., order

Hymenoptera, which include bees, wasps, hornets, yellow jackets and fire

ants) and biting insects (e.g., triatoma, mosquitoes), allergen

immunotherapy, foods, drugs, diagnostic testing substances (e.g.,

radiocontrast media) and other allergens, as well as idiopathic

anaphylaxis or exercise-induced anaphylaxis.

EpiPen and EpiPen Jr are intended for immediate administration in
EPIPEN epinephrine patients who are determined to be at increased risk for anaphylaxis, None The vasoconstricting and hypertensive effects of
JR.(04/2017) including individuals with a history of anaphylactic reactions. ' epinephrine are antagonized by alphaadrenergic

Anaphylactic reactions may occur within minutes after exposure and blocking drugs, such as phentolamine.

consist of flushing, apprehension, syncope, tachycardia, thready or Ergot alkaloids may also reverse the pressor effects of

unobtainable pulse associated with a fall in blood pressure, convulsions, epinephrine.

vomiting, diarrhea and abdominal cramps, involuntary voiding, wheezing,

dyspnea due to laryngeal spasm, pruritus, rashes, urticaria or angioedema.

EpiPen and EpiPen Jr are intended for immediate administration as

emergency supportive therapy only and are not a substitute for immediate

medical care.

The vasoconstricting and hypertensive effects of

SYMUJEPI contains epinephrine, a non-selective alpha and betaadrenergic eplnephrlne are antagonized by alp_haadrenerglc
SYMJEPI . . L . . blocking drugs, such as phentolamine.
(06/2017) epinephrine |receptor agonist, indicated in the emergency treatment of allergic None. Ergot alkaloids: may reverse the pressor effects of

reactions (Type I) including anaphylaxis

epinephrine.
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Name of the
medicinal product

Active
ingredients

Therapeutic indications

Contraindications

Interaction with other medicinal products and
other forms of interaction

O]

Adrenaline
(Epinephrine)
Injection 1:10,000
(glass prefilled
syringe) (07/2017)

adrenaline acid
tartrate

Cardiopulmonary Resuscitation in adults children and newborn

Acute anaphylaxis

These should be regarded as relative and not absolute
contraindications in life threatening emergency situations
Adrenaline is contraindicated in patients with shock
(other than anaphylactic shock), organic heart disease, or
cardiac dilatation, as well as most patients with
arrhythmias, organic brain damage, or cerebral
arteriosclerosis. Adrenaline injection is contraindicated in
patients with narrow angle glaucoma. Adrenaline is
contraindicated for use during general anaesthesia with
chloroform, trichloroethylene, or cyclopropane, and
should be used cautiously, it at all, with other halogenated
hydrocarbon anaesthetics and adrenaline is
contraindicated for use in fingers, toes, ears, nose or
genitalia.

Adrenaline should not be used during the second stage of
labour (see pregnancy and lactation).

Alpha and beta blocking agents: The cardiac and
bronchodilating effects of adrenaline are
antagonised by B-adrenergic blocking drugs such
as propranolol, and the vasoconstriction and
hypertension caused by high doses of adrenaline
are antagonised by alpha-adrenergic blocking
agents such as phentolamine. Because of their
alpha-adrenergic blocking properties, ergot
alkaloids can reverse the pressor response to
adrenaline

Phenothiazine:Adrenaline should not be used to
counteract circulatory collapse of hypotension
caused by phenothiazines: a reversal of
adrenaline's pressor effects resulting in further
lowering of blood pressure may occur.

Adrenaline
(Epinephrine)
Injection BP 1 in
1000 (12/2017)

adrenaline acid
tartrate

Adrenaline Injection BP 1 in 1000 may be used in the treatment of acute allergy
and anaphylactic shock.

Hypersensitivity to adrenaline, sodium metabisulfite or
any of the other ingredients.

Adrenaline 1 in 1000 should not be used in fingers, toes,
ears, nose or genitalia owing to the risk of ischaemic
tissue necrosis.

Alpha-adrenergic blocking agents:

Alpha-blockers such as phentolamine antagonise
the vasoconstriction and hypertension effects of
adrenaline. This effect may be beneficial in
adrenaline overdose (See section 4.9). Adrenaline
specifically reverses the antihypertensive effects of
adrenergic neurone blockers such as guanethidine
with the risk of severe hypertension.




Name of the Active S S Interaction with other medicinal products and
L . . Therapeutic indications Contraindications . .
medicinal product _|ingredients other forms of interaction
Alpha-adrenergic blocking agents: Alpha-blockers
Adrenaline 1 mg/10 antagonise the vasoconstriction and hypertension
ml (1_:10,000), _ Cardiopulmonary resuscitation Patients with known hypersensitivity to an excipient, effects of_ adrenaline, |ncre§smg the risk of
solution for adrenaline . - . hypotension and tachycardia.
S L where an alternative presentation of adrenaline or
injection in pre- tartrate Acute anaphylaxis in adults . - .
" . alternative vasopressor is available.
filled syringe
(01/2018)
e ot ¢ 101 IV g s
P o Alpha-blockers such as phentolamine antagonise
Adrenaline should not be used during labour or, with the vasgconstrl_ctlon and hypertensmp _ef'ft_ects of
Lo . . L : - - .. . |adrenaline. This effect may be beneficial in
Adrenaline is a direct-acting sympathomimetic agent. local anaesthesia of peripheral structures including digits . .
. adrenaline overdose. (See section 4.9).
Adrenaline and ear lobe.
Injection BP 1/1000 [adrenaline acid |Adrenaline may be used to provide rapid relief of severe hypersensitivity reaction

(Img/1ml)
(12/2015)

tartrate

to drugs and other allergens, and in the emergency treatment of anaphylactic

shock

Use in the presence of ventricular fibrillation, cardiac
dilatation, coronary insufficiency, organic brain disease or
atherosclerosis, except in emergencies where the potential
benefit clearly outweighs the risk.

Use if solution is discoloured.

Phenothiazines:

Phenothiazines block alpha-adrenergic receptors.
Adrenaline should not be used to counteract
circulatory collapse or hypotension caused by
phenothiazines; a reversal of the pressor effects of
Adrenaline may result in further lowering of blood
pressure.




Name of the
medicinal product

Active
ingredients

Therapeutic indications

Contraindications

Interaction with other medicinal products and
other forms of interaction

®

Dilute Adrenaline
(Epinephrine)
Injection 1:10,000
(ampoules)
(01/2018)

adrenaline acid
tartrate

Cardiopulmonary Resuscitation

Acute Anaphylaxis when intramuscular route has been ineffective.

These should be regarded as relative and not absolute
contraindications in life threatening emergency situations.

Hypersensitivity to the active substance or to any of the
excipients listed in section 6.1

Adrenaline is contraindicated in patients with shock
(other than anaphylactic shock), organic heart disease, or
cardiac dilatation, as well as most patients with
arrhythmias, organic brain damage, or cerebral
arteriosclerosis. Adrenaline injection is contraindicated in
patients with narrow angle glaucoma. Adrenaline is
contraindicated for use during general anaesthesia with
chloroform, trichloroethylene, or cyclopropane, and
should be used cautiously, if at all, with other halogenated
hydrocarbon anaesthetics. Adrenaline is contraindicated
for use in fingers, toes, ears, nose or genitalia. Adrenaline
should not be used during the second stage of labour (see
pregnancy and lactation)

Alpha-blockers antagonise the vasoconstriction
and hypertension effects of adrenaline, increasing
the risk of hypotension and tachycardia

Emerade, 150
micrograms,
solution for
injection in pre-
filled pen
(01/2017)

adrenaline
tartrate,
epinephrine
bitartrate

Emerade is indicated for the emergency treatment of severe acute allergic
reactions (anaphylaxis) triggered by allergens in foods, medicines, insect stings or
bites, and other allergens as well as for exercise-induced or idiopathic
anaphylaxis.

There are no absolute contraindications to the use of
Emerade in an allergic emergency.

The administration of fast-acting vasodilators or o-
blockers can counteract the effects of adrenaline
on blood pressure. B-blockers can inhibit the
stimulating effect of adrenaline.
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medicinal product

Active
ingredients

Therapeutic indications

Contraindications

Interaction with other medicinal products and
other forms of interaction

EpiPen Adrenaline
(Epinephrine) Auto-
Injector 0.3mg
(11/2017)

adrenaline

EpiPen® auto injectors are automatic injection devices containing adrenaline for
allergic emergencies. The auto injectors should be used only by a person with a
history or an acknowledged risk of an anaphylactic reaction. The auto injectors
are indicated in the emergency treatment of allergic reactions (anaphylaxis) to
insect stings or bites, foods, drugs and other allergens as well as idiopathic or
exercise induced anaphylaxis. Such reactions may occur within minutes after
exposure and consist of flushing, apprehension, syncope, tachycardia, thready or
unobtainable pulse associated with a fall in blood pressure, convulsions,
vomiting, diarrhoea and abdominal cramps, involuntary voiding, wheezing,
dyspnoea due to laryngeal spasm, pruritus, rashes, urticaria or angioedema. For
these reasons auto injectors should always be carried by such persons in
situations of potential risks.Adrenaline is considered the first line drug of choice
for allergic emergencies. Adrenaline is recommended as the initial and primary
therapeutic agent in the treatment of anaphylaxis by every recognised authority in
allergy, and its appropriate use in these circumstances is widely documented in
medical literature.Adrenaline is considered the first line drug of choice for
allergic emergencies. Adrenaline effectively reverses the symptoms of rhinitis,
urticaria, bronchospasm and hypotension because it is a pharmacological
antagonist to the effects of the chemical mediators on smooth muscles, blood
vessels and other tissues. Adrenaline is recommended as the initial and primary
therapeutic agent in the treatment of anaphylaxis by every recognised authority in
allergy, and its appropriate use in these circumstances is widely documented in
medical literature.

There are no known absolute contraindications to the use
of EpiPen® auto injector during an allergic emergency.
Clinical conditions where special precautions are advised
and drug interactions are prescribed in sections 4.4 and
4.5

Pressor effects of adrenaline may be counteracted
by rapidly acting vasodilators or alpha-adrenergic
blocking drugs. If prolonged hypotension follows
such measures, it may be necessary to administer
another pressor drug, such as levarterenol.
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Interaction with other medicinal products and
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EpiPen Jr
Adrenaline
(Epinephrine) Auto-
Injector 0.15mg
(11/2017)

adrenaline

EpiPen® Jr.auto injectors are automatic injection devices containing adrenaline
for allergic emergencies. The auto injector is intended for children at a body
weight of 7.5-25 kg.The auto injectors should be used only by a person with a
history or an acknowledged risk of an anaphylactic reaction. The auto injectors
are indicated in the emergency treatment of allergic reactions (anaphylaxis) to
insect stings or bites, foods, drugs and other allergens as well as idiopathic or
exercise induced anaphylaxis. Such reactions may occur within minutes after
exposure and consist of flushing, apprehension, syncope, tachycardia, thready or
unobtainable pulse associated with a fall in blood pressure, convulsions,
vomiting, diarrhoea and abdominal cramps, involuntary voiding, wheezing,
dyspnoea due to laryngeal spasm, pruritus, rashes, urticaria or angioedema. For
these reasons auto injectors should always be carried by such persons in
situations of potential risks.Adrenaline is considered the first line drug of choice
for allergic emergencies. Adrenaline is recommended as the initial and primary
therapeutic agent in the treatment of anaphylaxis by every recognised authority in
allergy, and its appropriate use in these circumstances is widely documented in
medical literature.Adrenaline is considered the first line drug of choice for
allergic emergencies. Adrenaline effectively reverses the symptoms of rhinitis,
urticaria, bronchospasm and hypotension because it is a pharmacological
antagonist to the effects of the chemical mediators on smooth muscles, blood
vessels and other tissues. Adrenaline is recommended as the initial and primary
therapeutic agent in the treatment of anaphylaxis by every recognised authority in
allergy, and its appropriate use in these circumstances is widely documented in
medical literature.

There are no known absolute contraindications to the use
of EpiPen® Jr. during an allergic emergency. Clinical
conditions where special precautions are advised and
drug interactions are prescribed in sections 4.4 and 4.5

Pressor effects of adrenaline may be counteracted
by rapidly acting vasodilators or alpha-adrenergic
blocking drugs. If prolonged hypotension follows
such measures, it may be necessary to administer
another pressor drug, such as levarterenol.

Jext 150
micrograms
Solution for
Injection in pre-
filled pen
(11/2016)

adrenaline
tartrate

Jext is indicated in the emergency treatment of severe acute allergic reactions
(anaphylaxis) to insect stings or bites, foods, drugs and other allergens as well as
idiopathic or exercise induced anaphylaxis.

There are no absolute contraindications to the use of Jext
during an allergic emergency.

The alpha- and beta-stimulating effect can be
inhibited by concomitant use of alpha- and beta-
blocking drugs as well as parasympathomimetic
drugs.
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