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Posology Posology and
T HXNWN ,SxN:aNivn J\en first starting treatment with method of
191 lairA (5 mma) qeawyn  |Rif, the dose should be Posology _ _ administration
SX JairA :PMNX MDA MY N2y Lduallv escalated, in order to Whgn .f'rSt starting treatment with
100 ,PITPTIX INX PITAN by tachyphylaxis to develop Rebif, in order to allow

1912 lairA (5700 mma) nemasivn s reducing adverse reactions, | @chyphylaxis to develop thus
9K JairA :NNNK MOw1 MY MY g recommended that patients reducing adverse reactions it is
PITRT IR NNX P1T72AN

U started according to the doctor | 'ecommended that patients be

recommended dose started according to the doctor
subcutaneously. recommended dose
subcutaneously.

When first starting treatment it is ] ) o
recommended that 8.8 When first starting treatment it is
micrograms (0.1 ml of the 44 mcg recommended that 8.8 micrograms
strength or 0.2 ml of the 22 mcg (0.1 ml of the 44 mcg strength or
strength) be administered by 0.2 rlnllof the 22 mcg strength) be
subcutaneous injection three administered by subcutaneous
times per week during the initial 2 | injection three times per week
weeks of therapy. Thereafter, 22 | during the initial 2 weeks of

micrograms (0.25 ml of the 44 therapy. Thereafter, 22

mcg strength or the total of 22 micrograms (0.25 ml of the 44 mcg
mcg strength) be administered by | Strength or the total of 22 mcg
subcutaneous injection three strength) be administered by

times per week in weeks 3 and 4, | Subcutaneous injection three times

and the total of the 44 micrograms | Per week in weeks 3 and 4, and

strength be administered from the | the total of the 44 micrograms
fifth week onwards. strength be administered from the

fifth week onwards.

Respiratory, thoracic and Respiratory, thoracic and Undesirable
mediastinal disorders mediastinal disorders

, . effects
Uncommon: Uncommon:
Dyspnoea* Dyspnoea*

Not known: Pulmonary arterial
hypertension* (class label for
interferon beta products, see
below Pulmonary arterial
hypertension )




Paediatric population

No formal clinical trials or
pharmacokinetic studies have
been conducted in children or
adolescents.

Limited safety data suggest that
the safety profile in children and
adolescents (2 to 17 years old)
receiving Rebif 22 micrograms or
44 micrograms three times weekly
is similar to that seen in adults.

Class effects

The administration of interferons
has been associated with
anorexia, dizziness, anxiety,
arrhythmias, vasodilation and
palpitation, menorrhagia and
metrorrhagia.

An increased formation of auto-
antibodies may occur during
treatment with interferon beta.

Pulmonary arterial hypertension
Cases of pulmonary arterial
hypertension (PAH) have been
reported with interferon beta
products. Events were reported at
various time points including up to
several years after starting
treatment with interferon beta.

Reporting of suspected adverse
reactions

Reporting suspected adverse
reactions after authorization 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
to: adr@moh.health.gov.il
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