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New restrictions for hydroxyzine-containing medicines to further minimize the 

known risk of QT prolongation 

Dear Doctor, 

This letter is sent in agreement with the European Medicines Agency and the Malta Medicines Authority to inform you 

of strengthened warnings related to the safety of hydroxyzine  

Summary 

Further restrictions are being introduced for hydroxyzine-containing medicines. These include: 

o Hydroxyzine is contraindicated in patients with known acquired or congenital QT 

interval prolongation or with a known risk factor for QT prolongation 

o In elderly patients hydroxyzine is not recommended 

o In adults, the maximum daily dose should be 100 mg. 

o In children up to 40 kg of body weight, the maximum daily dose should be 

2mg/kg/day 

Hydroxyzine should be used at the lowest effective dose, for the shortest possible treatment 

duration. 

 

Further information on the safety concern and the recommendations 

The risk of QT prolongation with hydroxyzine is already known and all the EU SmPCs contain a contraindication for 

patients with pre-existing prolonged QT interval and a warning for patients who have known risk factors. In order to 

better characterise the known risk of QT prolongation with hydroxyzine and to define appropriate risk minimisation 

measures, UCB initiated further analysis of new in vitro study data and post-marketing experience with hydroxyzine. 

This led to subsequent review by the European Medicines Agency which included published studies and post-

marketing data and consultation with experts in the treatment of children and the elderly. The previously known risk 

of QT prolongation and torsade de pointes was confirmed and risk factors were identified.  

As a result of this analysis and review, new restrictions have been introduced with the aim of reducing exposure to the 

medicine, particularly in the most vulnerable groups.  

In addition to the above mentioned restrictions the following information will be included in the product information: 

 If hydroxyzine is prescribed to elderly patients, despite not being recommended in this age group, the 

maximum daily dose is 50 mg.  

 Patients who are co-medicated with drugs inducing hypokalaemia and bradycardia should be treated with 

caution 



 

 

 Examples of risk factors for QT interval prolongation are:  

o cardiovascular disease, family history of sudden cardiac death, significant electrolyte imbalance such 

as hypokalaemia or hypomagnesaemia, significant bradycardia, concomitant use with other drugs 

known to prolong QTc and/or induce Torsade de Pointes 

 

Hydroxyzine is indicated in most European countries for a range of indications including pruritus and anxiety disorders.  

Further information on the European procedure for hydroxyzine can be found at the following location: 

EMA Hydroxyzine Review 

 

Call for reporting 

Reporting of suspected adverse reactions after authorisation of the medicinal product is important. It allows 

continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to 

report any suspected adverse reactions via the national reporting system listed below. 

ADR Reporting 

The Medicines Authority  

Post-Licensing Directorate 

203 Level 3, Rue D'Argens 

GŻR-1368 Gżira 

Website: www.medicinesauthority.gov.mt 

e-mail: postlicensing.medicinesauthority@gov.mt 

 

Company contact point 

Marketing Authorisation Holder (MAH) : 

UCB Pharma S.A. – Allee de la Recherche 60, B-1070 Brussels - Belgium 

 

Local contact of the MAH : 

Pharmasud Ltd. 38 Triq l-Isturnell, San Gwann SGN4121 – Malta 

Tel. +356 21376436 Fax +356 21377541  e-mail : psud@maltanet.net 

 

 

 

Anthony Gatt 
Responsible Person 
Pharmasud Ltd 
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