have happened to you personally, your child or some-
one you are responsible for, e.g. mother, spouse.

How is confidentiality of personal infor-
mation ensured?

passed to any third person without your express per-
mission. If you have provided your physician’s contact
information, it is possible that we will contact her/him
to collect more information about the reported side
effect.

What happens after | report side effect?

\—HALMED™

Agency for Medicinal Products
and Medical Devices of Croatia

Where can | obtain more information about
the side effects of medicines?

Information about a particular medicine can be found in
the patient information leaflet supplied with the medi-
cine, that can also be found at www.halmed.hr, under
the section For patients - Information on Medicines.



Side effects, also known as adverse reactions, are un-
wanted and/or harmful reactions to the drug or vaccine.
All medicines can cause side effects, although not ev-
erybody gets them. Side effects can range from minor ir-
ritations, such as a skin rash, to serious and life-threat-
ening reactions, such as a heart attack or liver damage.
They can occur within minutes after taking a medicine,
or can take years to develop.

If you are worried about a symptom you
think may be a side effect...

Always talk to your doctor if you have any symptom that
worries you.

Why should I report a side effect?

When you report a side effect to HALMED, the data from
your report is, together with other data, used to assess
the safety of a medicine. By reporting side effects you are
directly contributing to improving the safe use of medi-
cines for everyone.

What should | report as a side effect?

When it is especially important to report
a side effect?

o |[f you have side effect which is not listed in the
patient information leaflet — this way the new side
effects, not previously observed in clinical trials of
medicine, are being detected.



