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—What is a biological medicine and a biosimilar
medicine?

Biological medicines are those obtained from living
cells and organisms. A biosimilar is a medicine
equivalent to another biological medicine that
already exists.

—Is abiosimilar medicine the same as a generic
medicine?

Agenericmedicine contains exactly the same active
substance as the reference medicine. Biosimilar
medicinesare very similarversions of the reference
medicines,although they are notidentical.In both
cases,the safety and efficacy are similar to those of
the reference medicine.

—Isthereany differencein quality, safety and effi-
cacy between areference medicineand abiosimilar
medicine?
No, as a biosimilar medicine must meet the same
quality,safety and efficacy standards as its reference
medicine.

—IF | start a biological treatment, is there any
difference between doing so with the reference
medicine or with a biosimilar in terms of quality,
safety and efficacy?

No, as both medicines (reference and biosimilar) are
biological medicines subjected to the same quality,
efficacy and safety requirements by the regulatory
agencies.

—Canabiologicalmedicinebechangedforanother?
Yes. Your doctor,based on his/her own criteriaand
havinginformed you beforehand, may change one
biological medicine for another with the same
therapeutic goal.

—Mustthedoctorinform me ofachange ofbiolo-
gical medicine?

Yes. As isthe case when starting any treatment, your
doctorwillinform you about the new treatment, its
administration and any other relevant information.

—Isthesafety of biosimilar medicines monitored
oncethey are marketed?

Yes.Safety is controlled permanently by official drug
regulatory agencies. That is why it is important for
you to notify any adverse reaction to your doctor,
pharmacist or nurse,ordirectly via https//www.ram.
navarra.es |IFpossible,save the package,as itis useful
when notifying the adverse reaction.

—Aretheside-effects of the reference medicine
and the biosimilar medicine the same?

Yes. The possible side-effects of a reference bio-
logical medicine and its biosimilar are the same.

—What isthe best way to obtain information about
biosimilar medicines?

The main source of information should be your
doctor, pharmacist or nurse.
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