Renflexis 100 mg - Infliximab

Patient Reminder Card

This document is approved by The Executive Directorate of
Pharmacovigilance, at SFDA

Name of the patient:
Doctor's Name:
Doctor's phone number:

This patient reminder card contains important safety information
that you must be aware of before and during treatment with
infliximab.

Show this card to any doctor involved in your
treatment.

Please read the Renflexis “Inner leaflet” carefully
before starting using this medicine.
infliximab treatment start date:
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Infliximab for Injection




Current method of use:
It is important that you and your doctor record the brand name and
the medicine batch number.
Ask your healthcare provider to record the type and date of your
last examination below: (TB) (Examination) for tuberculosis
Testing:
Date:
Result:
Please make sure you also have a list of all other medications that
you use with you at any visit to a healthcare professional.
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Allergy medicines list

Other medicines

Infections
Before treatment with infliximab

e Tell your doctor if you have an infection, even if it is very
minor.

e Itisvery important that you tell your doctor if you have ever
had tuberculosis, or if you have had close contact with
someone who has tuberculosis.

Your doctor will examine you to see if you have tuberculosis. Ask your
doctor to record the type and date of your tuberculosis test(s) on the
card.

Infliximab for Injection
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Tell your doctor if you have hepatitis B or if you know or suspect that
you are a carrier of hepatitis B virus.

During treatment with Infliximab
Tell your doctor right away if you have signs of infection including:

-Fever.

-Feeling tired.
-Continuous coughing.
-Shortness of breath.
-Weight loss.

-Night sweating.
-Diarrhea.

-Wounds.

-Dental Problems.
-Burning sensation when urinating.
-Flu-like signs.

Pregnancy and vaccinations
If you received infliximab during your pregnancy, it is important that you

tell your child's doctor about it before your child receives any vaccination.

Your child should not receive a “live vaccine,” such as (used to prevent
tuberculosis) within 6 months after birth.

Keep this card with you for 4 months after your dose of infliximab or in
case of pregnancy for at least 6 months after your baby is born. Side
effects may occur long after the last dose is taken
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SFDA approval date: .....
Version Number: 1

To report side effects:

The National Pharmacovigilance Centre (NPC) Saudi Food
and Drug Authority

Call Center: 19999
E-mail: npc.drug@sfda.gov.sa

Website: https://ade.sfda.gov.sa/

Organon KSA GMBH

In case you needed to report an adverse event, please contact us
immediately on:

Email: pv.saudiarabia@organon.com

Mobile +966 5353 22117

In case you have an inquiry, please contact us on:
Email: dpoc.saudi@organon.com
Mobile +966114173110
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