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In infants exposed in utero to
infliximab, fatal outcome due to
disseminated Bacillus Calmette-
Guérin

(BCG) infection has been reported
following administration of BCG
vaccine after birth. At least a six
month waiting period following birth
is recommended before the
administration of live vaccines to
infants exposed in utero to infliximab
(see section 4.6).

A population-based retrospective
cohort study using data from
Swedish national health registries
found an increased incidence of
cervical cancer in women with
rheumatoid arthritis treated with
infliximab compared to biologics-
naive patients or the general
population, including those over
60 years of age. Periodic screening
should continue in women treated
with Remicade, including those
over 60 years of age.

Indication

It is recommended that live vaccines
not be given concurrently with
Remicade. It is also recommended
that live vaccines not be given to
infants after in utero exposure to
infliximab for at least 6 months
following birth (see section 4.4).

It is recommended that live
vaccines not be given concurrently
with Remicade. (see section 4.4).

Interaction
with Other
Medicament
s and Other
Forms of
Interaction

Infliximab crosses the placenta and

has been detected up-to-6-months in

the serum of infants bera-te-wemen
weith infiximab.-dui

pregraney- up to 6 months following

Infliximab crosses the placenta and
has been detected up to 6 months in
the serum of infants born to women
treated with infliximab during
pregnancy. Consequently, these

Fertility,
pregnancy
and
Lactation




birth.. Censegrenthy—these-nfants

may-beat After in utero exposure to
infliximab, infants may be at

increased risk fer of infection,
including serious disseminated
infection that can become fatal.
Administration of live vaccines (e.g.
BCG vaccine) to infants exposed to
infliximab in utero is not
recommended for at least 6 months

after birth. felewing-the-meother’s

Last infliximab infusion i
preghaney (see sections 4.4 and 4.5).

Cases of agranulocytosis have also
been reported (see section 4.8).

infants may be at increased risk for
infection. Administration of live
vaccines to infants exposed to
infliximab in utero is not
recommended for 6 months
following the mother’s last
infliximab infusion during
pregnancy (see sections 4.4 and
4.5).

Infections and infestations:
Not known: Vaccine breakthrough
infection (after in utero exposure to

* including bovine tuberculosis (disseminated
BCG infection), see section 4.4

infliximab)*.

Neoplasms benign, malignant and
unspecified (including cysts and

polyps):
Rare: cervical cancer

Blood and lymphatic system
disorders:

Rare: Agranulocytosis (including
infants exposed in utero to
infliximab),

Malignancies and
lymphoproliferative disorders:

A population-based retrospective
cohort study found an increased
incidence of cervical cancer in
women with rheumatoid arthritis
treated with infliximab compared to
biologics-naive patients or the
general population, including those
over 60 years of age (see section
4.4).

Blood and lymphatic system
disorders:
Rare: Agranulocytosis

Adverse
events

3. Dilute the total volume of the
reconstituted Remicade solution dose
to 250 ml with sodium chloride 9
mg/ml (0.9%) solution for infusion.

Dilute the total volume of the
reconstituted Remicade solution
dose to 250 ml with sodium
chloride 9 mg/ml (0.9%) solution

Special
precautions
for disposal
and other




Do not dilute the reconstituted
Remicade solution with any other
diluent

for infusion

handling
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