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Fentanyl (as citrate) 100 mcg :a"pn 100 7q002ax
Fentanyl (as citrate) 200 mcg :a"pn 200 77002ax
Fentanyl (as citrate) 300 mcg :a"pm 300 7q002ax
Fentanyl (as citrate) 400 mcg :a"m 400 7q002ax
Fentanyl (as citrate) 600 mcg :a"n 600 7q002ax

Fentanyl (as citrate) 800 mcg :a"jm 800 7qv0ax
MYINN A'INAN
Management of breakthrough pain in adult patients using opioid therapy for chronic cancer pain.
Breakthrough pain is a transient exacerbation of otherwise controlled chronic background pain.
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4.3 Contraindications

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

Opioid-naive-patients-because-of-thePatients without maintenance opioid therapy as there is an increased risk of Hfe-
threatening-respiratory depression.

Severe respiratory depression or severe obstructive lung conditions.

or-use-in-the-emergeney-roem. Treatment of acute pain other than breakthrough pain.
4.4  Special warnings and precautions for use

[.]

Cardiac disease
Fentanyl may produce bradycardia. Fentanyl should be used with caution in patients with previous or pre-existing
bradyarrythmias.

[.]

Serotonin Syndrome
e Caution is advised when Abstral is coadministered with drugs that affect the serotoninergic neurotransmitter
systems.

The development of a potentially life-threatening serotonin syndrome may occur with the concomitant use of
serotonergic drugs such as Selective Serotonin Re-uptake Inhibitors (SSRIs) and Serotonin Norepinephrine Re-uptake
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Inhibitors (SNRIs), and with drugs which impair metabolism of serotonin (including Monoamine Oxidase Inhibitors
[MAOIs]). This may occur within the recommended dose.

Serotonin syndrome may include mental-status changes (e.g., agitation, hallucinations, coma), autonomic instability
(e.g., tachycardia, labile blood pressure, hyperthermia), neuromuscular abnormalities (e.g., hyperreflexia,
incoordination, rigidity), and/or gastrointestinal symptoms (e.g., nausea, vomiting, diarrhoea).

If serotonin syndrome is suspected, treatment with Abstral should be discontinued.

4.5 Interaction with other medicinal products and other forms of interaction

[...]

Serotoninergic Drugs

Coadministration of fentanyl with a serotoninergic agent, such as a Selective Serotonin Re-uptake Inhibitor (SSRI) or
a Serotonin Norepinephrine Re-uptake Inhibitor (SNRI) or a Monoamine Oxidase Inhibitor (MAOI), may increase the
risk of serotonin syndrome, a potentially life-threatening condition.

4.6  Fertility, pregnancy and lactation

[...]

Breast-feeding
Fentanyl is-exeretedpasses into breast milk and may cause sedation and respiratory depression in the breast-fed child.

Fentanyl should erby-not be used by breast-feeding women H-the-benefits-clearly-outweigh-the-potentialrisksfer-beth
mother-and-child and breastfeeding should not be restarted until at least 48 hours after the last administration of

fentanyl.
4.8 Undesirable effects

Undesirable effects typical of opioids are to be expected with Abstral; they tend to decrease in intensity with
continued use. The most serious potential adverse reactions associated with opioid use are respiratory depression
(which could lead to respiratory arrest), hypotension and shock.

The clinical trials of Abstral were designed to evaluate safety and efficacy in treating patients with breakthrough
cancer pain; all patients were taking concomitant opioids, such as sustained-release morphine, sustained-release
oxycodone or transdermal fentanyl, for their persistent pain. Therefore it is not possible to definitively separate the
effects of Abstral alone.

The most frequently observed adverse reactions with Abstral include typical opioid adverse reactions, such as nausea,
constipation, somnolence and headache.

Tabulated Summary of Adverse Reactions with Abstral and/or other fentanyl-containing compounds:

The following Aadverse reactions from-patient-safety-and-efficacy-studies-have been reported with Abstral with-a

suspected-relationship-to-treatment-and/or other fentanyl-containing compounds during clinical studies and from
post-marketing experience. They are listed below by system organ class and frequency (very common > 1/10;

common > 1/100 to < 1/10; uncommon >1/1,000 to <1/100; not known (cannot be estimated from available data)).
Within each frequency grouping, undesirable effects are presented in order of decreasing seriousness.
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System Organ Adverse Reaction by Frequency
Class
Very common Common Uncommon Not known
>1/10 >1/100 to < 1/10 >1/1,000 to <1/100 (cannot be
estimated from
available data)
Immune system Hypersensitivity
disorders
Metabolism and Anorexia
nutrition Decreased appetite
disorders
Psychiatric Depression Hallucination
disorders Paranoia
Confusional state
Disorientation
Mental status changes
Anxiety
Euphoric mood
Dysphoria
Emotional lability
Disturbance in attention
Nervous system Dizziness Amnesia Convulsion
disorders Headache Parosmia
Somnolence Dysgeusia
Tremor
Lethargy
Hypoaesthesia
Insomnia
Sleep disorder
Eye disorders Vision blurred
Cardiac Tachycardia
disorders Bradycardia
Vascular Hypotension
disorders
Respiratory, Dyspnoea Oropharyngeal pain Respiratory
thoracic Throat tightness depression
and mediastinal
disorders
Gastrointestinal | Nausea Stomatitis Mouth ulceration *Swollen Tongue
disorders Vomiting Gingival ulceration Diarrhoea
Constipation Lip ulceration
Dry mouth Impaired gastric
emptying
Abdominal pain
Dyspepsia
Stomach discomfort
Tongue disorder
Aphthous stomatitis
1 . . .
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System Organ
Class

Adverse Reaction by Frequency

Very common Common Uncommon Not known
=>1/10 = 1/100 to < 1/10 >1/1,000 to <1/100 (cannot be
estimated from
available data)
Skin and Hyperhidrosis Skin lesion
subcutaneous Rash
tissue disorders Pruritus allergic
Pruritus

Night sweats
Increased tendency to
bruise

Musculoskeletal
and connective
tissue disorders

Arthralgia
Musculoskeletal
stiffness

Joint stiffness

Reproductive
system and
breast disorders

Erectile dysfunction

General Fatigue Drug withdrawal Flushing and hot
disorders syndrome flush

and Asthenia Peripheral
administration Malaise oedema

site conditions

Injury, Accidental overdose Fall

poisoning and

procedural

complications

Reporting of suspected adverse reactions
Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued

monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to report any

suspected adverse reactions.
Any suspected adverse events should be reported to the Ministry of Health according to the National Regulation by

using an online form

(http://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.health.gov.il ) or
by email (adr@MOH.HEALTH.GOV.IL ).

49170 nlpn nNno ,7063 .T.0N ,6 NI7'Wn "N ,0192IN'IN'2 N”"VU2 1996
neopharm@neopharmisrael.com

E-Mail:

03-9373770

:opo

(I"NTW') DIDINM]
03-9373737

Yo


http://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.health.gov.il
mailto:adr@MOH.HEALTH.GOV.IL

