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Indication
Contraindications

Posology, dosage &
administration

In order to improve the traceability of
biological medicinal products, the
trademark and the batch number of the
administered product should be clearly
recorded (or stated) in the patient file.

Concurrent Administration with other

Concurrent Administration with

Biological Therapeutics

There is insufficient information
regarding the concomitant use of
REMICADE with other biological
therapeutics used to treat the same
conditions as REMICADE. The
concomitant use of REMICADE with
these biologics is not recommended
because of the possibility of an
increased risk of infection, and other
potential pharmacological interactions.

Live Vaccinesatiens/Therapeutic
Infectious Agents

In patients receiving anti-TNF therapy,
Nelimited data are available on the
response to vaccination with live
vaccines or on the secondary
transmission of infection by live
vaccines H#-patientsrecetrving-ant-—TNE-
therapy. Use of live vaccines could
result in clinical infections, including
disseminated infections. It is
recommended that live vaccines not be
given concurrently with REMICADE.

Other uses of therapeutic infectious
agents such as live attenuated bacteria

other Biological

Therapeutics

There is insufficient information
regarding the concomitant use of
REMICADE with other biological
therapeutics used to treat the same
conditions as REMICADE. The
concomitant use of REMICADE
with these biologics is not
recommended because of the
possibility of an increased risk of
infection.

Vaccinations

No data are available on the
response to vaccination with live
vaccines or on the secondary
transmission of infection by live
vaccines in patients receiving anti-
TNF therapy. It is recommended
that live vaccines not be given
concurrently

Special Warnings
and Special
Precautions for Use




(e.g., BCG bladder instillation for the
treatment of cancer) could result in
clinical infections, including
disseminated infections. It is
recommended that therapeutic infectious
agents not be given concurrently with
REMICADE.

Non-live Vaccines

In a subset of patients from the ASPIRE
study, a similar proportion of patients in
each treatment group mounted an
effective two-fold increase in titers to a
polyvalent pneumococcal vaccine,
indicating that REMICADE did not
interfere with T-cell independent
humoral immune responses.

It is recommended that pediatric
patients, if possible, be brought up to
date with all vaccinations in agreement
with current vaccination guidelines prior
to initiating REMICADE therapy

Live Vaccines/Therapeutic Infectious
Agents

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

It is recommended that therapeutic
infectious agents not be given
concurrently with REMICADE (see
section 4.4).

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

Interaction with
Other Medicaments
and Other Forms of
Interaction

Fertility, Pregnancy
and Lactation

Rare: melanoma
Not known: , Merkel cell carcinoma

Melanoma, Merkel cell carcinoma

Adverse events

Storage conditions
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