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HEALTHCARE, LIFE SCIENCES & PHARMACEUTICALS 

Authorisation and review of prices 
of medicinal products
Criteria to be in force in 2023

The public expenditure on medicines sold in 
pharmacies increased significantly in 2022 when 
compared to the previous year. At the same time, there 
were shortages of some medicines in pharmacies and, 
in many cases, this led to consumption being diverted 
to more expensive alternative medicines.

Administrative Regulation 35/2023  1 has been 
published to deal with this situation, and it:

i) Updates the reference countries to be taken 
into account in 2023 when defining the prices of 
new medicines and in the annual revision of the 
prices of medicines purchased by institutions 
and departments of the National Health Service 
and of medicines dispensed in the outpatient 
market; and 

ii) Establishes exceptional criteria to be followed 
in the procedures for the annual review of the 
price of medicines, thus allowing an increase 
in the retail price of medicines with a price of 
EUR 15.00 or less.

Reference countries for new prices and for the annual price revision

 • In 2023, the reference countries of the previous year are maintained: Spain, France, Italy and Slovenia.

1 Ministerial Order 35/2023 was published on 26 January 2023 and came into force the following day. Note that this Ministerial 
Order was subject to a declaration of rectification (Declaration of Rectification 6/2023 of 6 February).
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This document is intended for general distribution to clients and colleagues, and the information contained in it is provided as a general and abstract overview. 
It should not be used as a basis on which to make decisions and professional legal advice should be sought for specific cases. The contents of this document 
may not be reproduced, in whole or in part, without the express consent of the author. If you require any further information on this topic, please contact 
Eduardo Nogueira Pinto (eduardo.nogueirapinto@plmj.pt. 
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Exceptional criteria to be observed in the Annual Review of Medicine 
Prices (APR) 2023

 • Outpatient Market

MAXIMUM RETAIL PRICE OF THE 
MEDICINE

REVISION CRITERIA

Less than €10.00 Increase of 5% over the maximum retail price in force on 
26/01/2023

Not less than €10.00 and not more 
than €15.00

Increase of 2% in relation to the maximum retail price in force 
on 26/01/2023

Above €15.00 (non-generic) The APR cannot result in a reduction of more than 5% in 
relation to the maximum retail price in force 

Above €15.00 (generic) Suspended APR*

 • Hospital Market - Suspended APR*

* Excluded from the suspension are generic medicines (outpatient and hospital markets) whose maximum price is higher 
than the maximum price of the reference medicine resulting from the 2023 APR or, if applicable, the 2023 price increase, 
in which case the maximum price of the generic medicine may not exceed the latter values. 

 
Deadlines for marketing authorisation holders or their legal 
representatives to submit lists of prices to be applied in 2023:

 • Annual review of the maximum retail price of non-generic medicines: By 15 February 2023, with 
prices taking effect on the following 1 March

 • Annual review of maximum retail price for generic medicines: By 15 March 2023, with prices 
coming into effect on the following 1 April

List of essential medicines

 • By 26 April 2023, INFARMED is expected to draw up a list of essential medicines whose criticality 
may justify the application of specific measures, including an increase in the maximum price.

Extraordinary price review

 • In addition to the above review, it is expected that there may be an extraordinary review of the prices 
of medicines on the grounds they are excessively costly to the NHS.

If this occurs, this extraordinary review will be decided by the member of the Government with 
responsibility for health, who will also determine the criteria for determining what is considered 
‘excessive cost’.

https://www.plmj.com/en/services/practice-areas/Healthcare-Life-Sciences-Pharmaceuticals/2907/
https://www.plmj.com/en/people/partners/eduardo-nogueira-pinto/108/
mailto:eduardo.nogueirapinto%40plmj.pt?subject=

