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Suspension for injection
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Engerix B 10mcg: Purified hepatitis B antigen 10 mcg/0.5ml
Engerix B 20mcg: Purified hepatitis B antigen 20 mcg/1mi
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Engerix B is indicated for active immunisation against hepatitis B virus infection (HBV)
caused by all known subtypes in non immune subjects . The 20ug dose vaccine in 1.0 ml
suspension is intended for use in subjects 16 years of age and above. The 10 ug dose vaccine
in 0.5 ml suspension is intended for use in subjects up to and including 15 years of age,
including neonates. The categories within the population to be immunised are determined
on the basis of official recommendations.

It can be expected that hepatitis D will also be prevented by immunisation with Engerix B as
hepatitis D (caused by the delta agent) does not occur in the absence of hepatitis B infection.
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Nature and contents of container

Engerix BLOMCG
0.5 ml of suspension in a pre-filled syringe (type | glass) with a plunger stopper (butyl
rubber) and with a rubber tip cap.

Pack sizes of 1,10,25 and 50, with or without needles.

0.5 ml of suspension in a vial (type | glass) with a stopper (butyl rubber).
Pack sizes of 1, 10, 25,50 and 100.

The tip cap and rubber plunger stopper of the pre-filled syringe and the stopper of the vial
are made with synthetic rubber.

Engerix B20MCG

1 ml of suspension in a pre-filled syringe (type | glass) with a plunger stopper (butyl rubber)
and with a rubber tip cap.

Pack sizes of 1, 10, 25, 50 and 100, with or without needles.

1 ml of suspension in a vial (type | glass) with a stopper (butyl rubber).
Pack sizes of 1, 10, 25, 50 and 100.

The tip cap and rubber plunger stopper of the pre-filled syringe and the stopper of the vial
are made with synthetic rubber.

Not all pack sizes may be marketed

Special precautions for disposal and other handling

Shake before use.
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Upon storage, the content may present a fine white deposit with a clear colourless
supernatant. Once shaken the vaccine is slightly opaque.

The vaccine should be inspected visually for any foreign particulate matter and/or
abnormal physical appearance prior to administration. In the event of either being
observed, do not administer the vaccine.

The entire contents of a mono-dose container must be withdrawn and should be
used immediately.

Instructions for the pre-filled syringe

Luer Lock Adaptor

Hold the syringe by the barrel, not by the
plunger.

Unscrew the syringe cap by twisting it
anticlockwise.

To attach the needle, connect the hub to
the Luer Lock Adaptor and rotate a
quarter turn clockwise until you feel it
lock.

Do not pull the syringe plunger out of the
barrel. If it happens, do not administer the
vaccine.

Disposal:

Any unused medicinal product or waste material should be disposed of in accordance with
local requirements.
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The following information is intended for healthcare professionals only:

Shake before use.
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Upon storage, the content may present a fine white deposit with a clear colourless
supernatant. Once shaken the vaccine is slightly opaque.

The vaccine should be inspected visually for any foreign particulate matter and/or abnormal
physical appearance prior to administration. In the event of either being observed, do not
administer the vaccine.

The entire contents of a mono-dose container must be withdrawn and should be used
immediately.

Instructions for the pre-filled syringe

Luer Lock Adaptor

Hold the syringe by the barrel, not by
the plunger.

Unscrew the syringe cap by twisting it
anticlockwise.

To attach the needle, connect the hub
to the Luer Lock Adaptor and rotate a
quarter turn clockwise until you feel it
lock.

Do not pull the syringe plunger out of
the barrel. If it happens, do not
administer the vaccine.

Disposal:

Any unused medicinal product or waste material should be disposed of in accordance with
local requirements.
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https://israeldrugs.health.gov.il/#!/byDrug
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