VI.2 Elements for a Public Summary
VI.2.1 Overview of disease epidemiology
This medicinal product contains hydroxyzine as active ingredient. It is used for the symptomatic
treatment of anxiety, nettle rash/hives (urticaria) and itching (pruritus).
Anxiety
Experiencing occasional anxiety is a normal part of life. However, people with anxiety disorders
frequently have intense, excessive and persistent worry and fear about everyday situations. As with
many mental health conditions, the exact cause of anxiety disorders isn't fully understood. Life
experiences such as traumatic events appear to trigger anxiety disorders in people who are already
prone to becoming anxious. Inherited traits also can be a factor. For some people, anxiety is linked to
an underlying health issue. In some cases, anxiety signs and symptoms are the first indicators of a
medical illness.
Examples of anxiety disorders include social anxiety disorder (social phobia), specific phobias and
separation anxiety disorder.
In general, anxiety disorders develop relatively early in life. In 80–90% of cases, the disorder
manifests before the age of 35, and the time between 10 and 25 years seems to be a high-risk period
for the development of anxiety disorders.
Urticaria
Urticaria is a kind of skin rash characterized by pale red, raised, itchy wheals that can appear
anywhere on the surface of the skin. It is frequently caused by allergic reactions; however, there are
many nonallergic causes as well. The reaction is caused by a release of inflammatory mediators,
including histamine from cutaneous mast cells that leads to fluid leakage from blood vessels. Acute
urticaria lasts less than 6 weeks. Urticaria lasting more than 6 weeks is defined as chronic urticaria,
and an etiology is seldom identified. Chronic urticaria may have an autoimmune basis. Urticaria may
affect up to 20% of the population at some time in their lives. In half of the patients, psychosocial
factors are likely to contribute to the development of chronic urticaria.
Itching
Itching is skin tingling or irritation that makes person want to scratch the itchy area. It's a symptom of
many health conditions. Common causes are allergic reactions, eczema, dry skin, insect bites and
stings, irritating chemicals, parasites such as pinworms, scabies, head and body lice, pregnancy,
rashes and reactions to medicines.
Most itching is not serious. However, itching all over, hives that keep coming back or itching without an
apparent cause, requires medical attention. Unexplained itching may be a symptom of a disease that
could be serious.
VI.2.2 Summary of treatment benefits
Efficacy of hydroxyzine has been established in the many years of clinical use and is supported by the
clinical data. Hydroxyzine is so called sedative antihistamine. It helps to relieve symptoms of urticaria
and itching, but sedative and tranquilizing effect are also useful in symptomatic treatment of anxiety.
Medical treatment of anxiety should always be only a supportive measure.

VI.2.3 Unknowns relating to treatment benefits
Not applicable.
VI.2.4 Summary of safety concerns
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antipsychotics, other patient population or hydroxyzine cannot be
excluded. Hydroxyzine should be administered with caution in
patients with a risk of stroke.

Missing information
Risk
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Use in children under 5 years of
age

Hydroxyzine Orion should not be used in children under 5 years of
age.

VI.2.5 Summary of risk minimisation measures by safety concern
All medicines have a Summary of Product Characteristics (SmPC) which provides physicians,
pharmacists and other health care professionals with details on how to use the medicine, the risks and
recommendations for minimising them. An abbreviated version of this in lay language is provided in
the form of the package leaflet (PL). The measures in these documents are known as routine risk
minimisation measures. The Summary of Product Characteristics and the Package leaflet for this
medicinal product can be found in the national authority’s web page.
This medicine has no additional risk minimisation measures.
VI.2.6 Planned post authorisation development plan (if applicable)
Not applicable.
VI.2.7 Summary of changes to the risk management plan over time
Not applicable.

