INFLECTRA™Y (INFLIXIMAB):
SAFETY INFORMATION FOR
PRESCRIBING PHYSICIANS

Infliximab may be associated with
serious, potentially life-threatening
adverse reactions that must be
prevented, or identified and treated
as early as possible.
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| The following guidance provides
: key information on the identified
| risks when managing patients for
| all approved indications.
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For full prescribing information
please consult the Summary of
Product Characteristics.

Contact Hospira UK Ltd:
Medical Information: +44 (0) 1926 834400
medinfoUK@hospira.com

INFLECTRA™ is a biologic

Any suspected adverse reaction can be reported to the medicinal pI’Od uct. For traceability
Medicines Authority. Report forms can be downloaded
from www.medicinesauthority.gov.mt/adrportal and
posted to Medicines Authority Post-licensing Directorate,
203, Level 3, Rue D'Argens, Gzira GZR 1368, MALTA, or

sent by email to postlicensing.medicinesauthority@gov.mt

i purposes it is important to record
i both the brand name and batch

i number of the product received

{ by the patient wherever possible,

i particularly in cases of suspected

i adverse drug reactions (ADRs) Hosplra
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THE RISKS IDENTIFIED INTHIS
GUIDANCE SHOULD BE DISCUSSED
WITH PATIENTS RECEIVING INFLECTRA™,
THE MATERIALS BELOW CAN BE USED
TO FACILITATE THIS DISCUSSION.

On initiation of treatment with INFLECTRA™, patients should be provided with:
e Patient Alert Card

o Infusion Scheduler

i Patient Alert Card i i Infusion Scheduler

E The information highlighted on the Patient Alert E E ® Includes space to record the brand name
' Card should be discussed with the patient or Lo and batch number of each infusion

carer to ensure understanding : E o Alerts patients to the signs of adverse events

i ® Prompts patients to inform their doctors E i that they should tell their doctor about
straight away of signs of infection or heart P straight away

problems, either before or during treatment i1 @ Prompts patients to tell their doctors if they

Alerts patients that it is important to i E have had treatment with infliximab in the past
record brand name and batch number i
for every infusion




