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portugal
Maria de Lourdes Lopes Dias and paula Neves ramalho

Lopes Dias & Associados

Or�ganisation and financing of health car�e

1 How is health care in your jurisdiction organised?

In Portugal, there are three coexisting systems: the national health 
system (SNS), special health insurance for certain professions (such 
as ADSE, which is a special system for government agents or SAMS 
for bank employees) and private health insurance, which are taken 
voluntarily by people, and complement the SNS. 

The Ministry of Health, which defines the health-care policy and 
management of the SNS, assures the right to health protection to 
the entire population through the national system, meaning that all 
the institutions, health services and hospitals cover the whole Portu-
guese population; the SNS guarantees that the population has health 
services throughout Portugal. Other institutions are in charge of par-
ticular aspects, such as the Portuguese medicines regulatory entity 
(Infarmed), the central administration for the health system and 
regional health administrations that cover the whole of Portugal.

When patients need health care, they go to local health centres 
or to hospitals in the area of their residence. The SNS assigns a fam-
ily doctor to each patient to take care of all the patient’s problems. 
The family doctor has the patient’s entire clinical history. Where the 
patient needs other care, the doctor will refer the patient to his or 
her local hospital. The national system is organised by area and each 
patient will generally be seen at a health centre or hospital in the area 
of his or her residence.

2 How is the health-care system financed in the outpatient and in-

patient sectors?

The health-care system is financed mostly by the state budget, namely 
by taxes. It is also financed by direct payments, generally a small 
fixed fee. When a patient goes to a health centre or a hospital, he or 
she pays a fee, the ‘taxa moderadora’, which aims at balancing the 
use of the SNS. However, taxes represent 95 per cent of the financing 
of the Portuguese health system.

Compliance – phar�maceutical manufactur�er�s

3 Which legislation governs advertisement of medicinal products to the 

general public and health-care professionals?

Infarmed is the authority responsible for overseeing the advertising 
of medicinal products. The National Council of Medicines Adver-
tisement was also created in accordance with article 163 of the Por-
tuguese Medicines Law (Decree-Law No. 176/2006 of 30 August), 
which implemented in Directive No. 2001/83/CE into Portuguese 
law. Decree-Law No. 176/2006 was amended by Decree-Law No. 
182/2009 of 7 August, but which did not change any of the provi-
sions on marketing and advertisement.

The advertisement of medicinal products is covered by the 
Portuguese Medicines Law and by Infarmed’s Resolution No. 044/
CD/2008 of 7 February. 

We also have to take into account the Portuguese Advertising 
Code (Decree-Law No. 330/90 of 23 October, amended by Decree-
Law No. 57/2008 of 26 March), which may be also applicable. 

4 What are the main rules and principles applying to advertising aimed 

at health-care professionals?

The advertising aimed at health-care professionals is ruled by arti-
cle 154 of the Medicines Law and Infarmed’s Resolution No. 044/
CD/2008 of 7 February.

According to the Medicines Law, medicines to be sold on pre-
scription can only be advertised to health-care professionals in  
technical publications or other types of information exclusively 
directed at doctors and other health professionals. In these cases it is 
permitted to supply free samples of those medicines to doctors under 
certain circumstances and limits. The resolution establishes a limit 
on free samples that can be supplied to doctors annually for each 
medicine, namely 12 units per year. Further, free samples are only 
allowed to be supplied within two years of the date of the medicine’s 
commercialisation.

Any advertising must indicate the name of the medicine, the 
essential information according to the summary product char-
acteristics (SmPCs), whether it is a prescribed medicine, and the  
reimbursement by the government regarding that medicine. This 
information is not required where the advertising only aims at call-
ing attention to the medicine’s name.

The advertising material must include the following:
• the name of the medicine;
• the qualitative and quantitative composition of the medicine;
• the pharmaceutical form;
• the therapeutic indications;
• the posology and way of administration; and
• any adverse effects.

There are other elements that the advertising should contain, in case 
they are relevant to the clinical side:
• any warnings and special precautions of use; and
• any drugs interactions.

Regarding this information, in case of any doubt, pharmaceutical 
companies can consult Infarmed, which will decide on the matter 
within 30 days. The inclusion of all the information aforementioned 
on the advertising is the market authorisation (MA) holder’s respon-
sibility. MA holders must send the advertising material to Infarmed in 
a proper form within 10 days of the advertisement’s publication.

In this regard Infarmed, the Portuguese Association of Pharma-
ceutical Industry (APIFARMA) and the Portuguese Press Associa-
tion signed a protocol and created a commission to work between 1 
April and 30 September 2008, in order to settle any issues that could 
arise from the application of the Resolution regarding the advertis-
ing of medicines aimed at health-care professionals. There is also a  
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protocol between APIFARMA and the Association of Pharmacies 
(ANF) in order to protect the public interest regarding the advertis-
ing of medicines.

It is forbidden to advertise medicines aimed at the public if they 
are prescription-only medicines or if they contain substances defined 
as drugs or psychotropic materials.

5 What are the main rules and principles applying to advertising aimed 

at the general public?

Article 153 of the Portuguese Medicines Law rules applies to adver-
tising aimed at the general public. Medicines that do not need  
prescription and medicines with no reimbursement by the SNS may 
be freely advertised to the general public. This type of publicity to the 
general public requires more specific information, such as:
•  information regarding the use of the medicine, therapeutic indi-

cations and special precautions; or
•  the instruction that the patient must carefully read the informa-

tion contained on the label and in case of doubt or continuation 
of the symptoms he or she should consult a doctor.

Direct distribution of medicines to the public by the industry is for-
bidden. It is also forbidden to mention the name of the medicine in 
any actions near the general public. 

The main difference between the advertising aimed at health-
care professionals and the general public concerns prescription  
medicines. Prescription medicines may only be advertised to health-
care professionals. Prescription-only medicines carry extra warnings 
(for instance, in case of self-medication or a wrong dosage, which can 
be very dangerous to health), which is why they are not advertised to 
the general public. Also, medicines reimbursed by the national health 
system may not be advertised to the public because, as the medicine 
is reimbursed by the government, that reimbursement should not be 
used to finance marketing campaigns.

6 What are the most common infringements committed by 

manufacturers with regard to the advertisement rules?

In 2008, Infarmed started 10 processes against manufacturers and 
issued 65 warnings. The 10 processes were related to misleading 
publicity. The warnings, in 85 per cent of the cases, regarded the non-
inclusion of essential information according to the SmPCs.

According to a Lisbon Court decision in Procedure No. 7187/06-5 
of 22 May 2007, a pharmaceutical company was ordered to pay a 
penalty of E14,000, which was reduced on appeal to E7,000. Accord-
ing to this decision, the company promoted an irrational use of the 
medicine when it advertised the medicine and divulged information 
besides the information contained in the SmPCs, exaggerating some 
properties. Indeed, the text of the advertising may not provide more 
information than the information included in the SmPCs.

The work carried out in 2009 was based on the strengthening of 
market monitoring through the Medicines Advertising Management 
system and the review of different advertising media, in particular 
television, radio, press and the internet. During 2009, 1775 adverts 
for medicines and health products aimed at the general public and 
health professionals were assessed, taking into account their effects 
and benefits, with the aim of enhancing the rational use of medi-
cines and health products. As a result, 28 civil offence proceedings 
were brought, for the most part against MA holders. In addition, 32 
requests for prior evaluation of adverts and advertising campaigns 
were analysed and 220 requests for clarification on matters relating 
to advertising for medicines and health products were answered.

 In 2010, 1,485 adverts were evaluated and 24 processes started 
(13 against MA holders). There were 11 requests for prior evaluation 
and 58 requests for clarification on these matters. 

7 Under what circumstances is the provision of information regarding off-

label use to health-care professionals allowed? 

According to article 154(2)(b) and article 2(1) of the Resolution on 
the Advertising of Medicines, any publicity aimed at health-care  
professionals must contain essential information compatible with the 
information contained in the SmPCs.

Article 1(2)(a) of the Resolution defines ‘Essential informa-
tion compatible with the summary products characteristics’ as the  
elements of the SmPCs considered mandatory, including, if that is the 
case, the relevant elements from the clinical viewpoint, which can be 
written in different terms but cannot diverge from the information 
stated in the approved SmPCs.

8 Which legislation governs the collaboration of the pharmaceutical 

industry with health-care professionals?

A Code of Ethics applies to several aspects of the activity of the phar-
maceutical industry, published by APIFARMA, which entered into 
force on 1 July 2008. There is also the Ethics Protocol Association 
of Pharmacists and Physicians.

In Europe, there is a Standing Committee of European Doc-
tors (CPME) and the pharmaceutical industry is represented by the 
European Federation of Pharmaceutical Industries and Associations 
(EFPIA).

9 What are the main rules and principles applying to the collaboration of 

the pharmaceutical industry with health-care professionals?

The collaboration between the pharmaceutical industry, represented 
by APIFARMA, and the Portuguese Doctors’ Association started in 
1992. There is a protocol between them that establishes their co-
operation based on common interests and a programme for innova-
tion and improvement in drug therapy in order to encourage public 
health in Portugal. Despite strict rules, members of APIFARMA or 
MA holders may organise or support the distribution of medicines 
and scientific training, such as conferences or symposia, that contrib-
ute to the recognised professional training of doctors.

10 What are the most common infringements committed by 

manufacturers with regard to collaboration with health-care 

professionals?

There are no relevant infringements of which the general public has 
been informed.

11 What are the main rules and principles applying to the collaboration of 

the pharmaceutical industry with patient organisations?

There is an association between the pharmaceutical industry and 
the patient’s organisations that was created in 1999, which pro-
motes workshops, annual reports and the supply of very important 
information. There are several patients’ organisations such as the 
Protective Diabetic Association, the Portuguese Association of Rela-
tives and Friends of Alzheimer’s Patients, the Portuguese Society of 
Multiple Sclerosis Patients, the Portuguese Association of Parkinson’s 
Patients, etc.

There are some important principles and concerns:
•  the implementation of channels of dialogue to enable the sharing 

of information and encourage open discussion;
•  the understanding within the pharmaceutical industry of the 

positions and needs of patients;
•  the adoption of common positions on health policy in Portugal 

in order to reflect the consensus of the patients’ associations and 
APIFARMA;

•  presentation of solutions to help solve some of the problems that 
patients face in Portugal;
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• accessibility to new therapies;
•  the time of adoption of new medicines and the delay in response 

regarding the process of decision of reimbursement by the 
national health system;

•  geographical accessibility (opening time and location of 
pharmacies);

• the financial difficulties of some patients’ associations; and
• understanding the patients’ needs.

12 Are manufacturers’ infringements of competition law pursued by 

national authorities? 

Yes. The aspects regarding the price of drugs and price agreements 
between pharmaceutical companies, such as cartel agreements in 
the proposals by pharmaceutical companies in public tenders, are  
relevant to the application of competition law to the pharmaceutical 
sector. 
 Mergers between pharmaceutical companies should also be 
taken into account on this regard. There are some judicial processes 
regarding mergers between pharmaceutical companies that have 
been decided by the Lisbon Commercial Court.

13 Is follow-on private antitrust litigation against manufacturers possible?

Yes, it is possible. If a private party suffers damages resulting from 
any anti-competitive conduct, it must present a complaint to the 
Portuguese Competition Authority, and the Authority will start an 
investigation process, with that private party being admitted to inter-
vene as a counterparty in such process. The complaining party may 
also ask for preventive measures where the anti-competitive conduct 
could cause imminent and serious damage that may be irreparable 
or difficult to repair should the action not be taken. 
 Counterparties also have the right to be heard in specific aspects 
of the litigation process. If the process concludes that the anti- 
competitive conduct occurred, the private party may have grounds 
to sustain a judicial process demanding indemnity from the common 
courts. 

Compliance – medical device manufactur�er�s 

14 Is the advertising of medical devices and the collaboration of 

manufacturers of medical devices with health-care professionals 

and patient organisations regulated as rigorously as advertising and 

collaboration in the pharmaceuticals sector?

Decree-Law No. 145/2009 of 17 June of 2009, which transposed 
into Portuguese law Directive No. 2007/47/CE of European Parlia-
ment and Council, applies to the investigation, manufacturing, com-
mercialisation, vigilance and advertising of medical devices.

The legislation also distinguishes between the advertising aimed 
at health-care professionals and that aimed at the general public, and 
this is as rigorously enforced as it is in the pharmaceutical sector.

Article No. 46 of the Decree-Law rules that advertising to the 
public must contain information regarding the name of the medi-
cal device or its commercial name, all essential information for the 
secure use of the device, including special precautions, as well as the 
advice to the patient to carefully read the label and instructions for 
use.

Phar�maceuticals r�egulation

15 Which legislation sets out the regulatory framework for granting 

marketing authorisations and placing medicines on the market?

The relevant legislation is the Portuguese Medicines Law (see ques-
tion 3). This Decree-Law sets out the framework for the acquisition 
of an MA, namely, the process to be followed by Infarmed that will 
allow the relevant medicine to be commercialised. 

It also applies to special market authorisations, exceptional mar-
ket authorisations, parallel imports and other related matters.

16 Which authorities may grant marketing authorisation in your 

jurisdiction? 

The entity in Portugal responsible for enforcing regulatory rules in 
the pharmaceutical sector and that can grant an MA is Infarmed.

With the publication of Decree-Law No. 176/2006, as amended 
by Decree-Law No. 182/2009 of 7 August, Infarmed was given more 
powers, in the sense that the granting of market authorisations rests 
only on its decision and no longer depends on confirmation by the 
health minister.

17 What are the relevant procedures?

Companies have to apply to Infarmed for an MA, which will exam-
ine the regularity of the process and the validity of the application. 
Where all the information supplied is correct, the MA will be granted. 
The decision is published in Infarmed’s website, together with the 
product’s identification and pharmaceutical form.

Infarmed has some specific departments that are entrusted with 
the enforcement of these regulatory rules such as the national system 
of pharmacovigilance of drugs for human use, the inspection system, 
and a drugs evaluation commission. The DGE (General Directorate 
for Companies) oversees drug prices.

18 Will licences become invalid if medicinal products are not marketed 

within a certain time? Are there any exceptions? 

According to article 77(3) of the Portuguese Medicines Law, when a 
MA is granted, the medicine has to be commercialised within three 
years of the authorisation date, otherwise the MA will expire. There 
are no exceptions, unless Infarmed considers that there is a reason-
able justification for the non-commercialisation of the medicine.

19 Which medicines may be marketed without authorisation?

All medicines for human use must have a MA issued by Infarmed. 
However, the Medicines Law establishes an authorisation of special 
utilisation (AUE) and authorisation of exceptional utilisation (AEX). 
According to article 92 and Infarmed’s Decision No. 105/CA/2007 
of 1 March, Infarmed can authorise the utilisation of medicines in 
Portugal even if they do not have a valid MA in Portugal. How-
ever, this special authorisation can only be granted in the following 
circumstances:
•  if the medicines are indispensable for the treatment of special 

pathologies or for specific diagnostics;
•  when it is necessary to avoid transmission of some diseases; 

and
• in exceptional cases for a specific patient.

An exceptional authorisation may also be granted, according to  
article 93, which means that Infarmed may authorise, based on the 
interests of public health, the commercialisation of medicines that 
do not have any valid authorisation in Portugal but do in other 
countries. 

In these cases, pharmaceutical companies can apply to Infarmed 
for an exceptional authorisation, who will then notify the competent 
authority of the member state and ask for a copy of the evalua-
tion report of the medicine and a copy of the MA in that country. 
If such authorisation is granted, this will be notified to the Euro-
pean Commission (the cancellation of any authorisation will also be  
communicated). Infarmed will define the conditions, deadlines, 
the documents that must be presented and other relevant aspects 
to grant this authorisation, namely, the conditions of such import 
authorisation.
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According to article 9(3) of Infarmed’s aforementioned decision, 
companies must apply for this special authorisation once a year, in 
September, to start selling in the next year. The holder of this excep-
tional authorisation must respect all the legal obligations that derive 
from the Medicines Law, including labelling, SmPCs, publicity and 
pharmacovigilance.  

Infarmed will refuse this authorisation only based on insecurity 
or the quality of the medicine (eg, the transport conditions of the 
medicine product).

However, where there is a different product approved in Portugal 
recommended for the same disease, the exceptional authorisation 
will not be granted by Infarmed because there are no reasons to allow 
the decision based on public health.

20 What, according to the legislation and case law, constitute medicinal 

products? 

According to article 3 of the Portuguese Medicines Law, a medicinal 
product is any substance or combination of substances presented 
for treating or preventing diseases and can be administered or used 
in humans to establish a medical diagnosis, with pharmacological, 
immunological or metabolic action, or to restore, correct or modify 
physiological functions.

Products are classified according to their composition (any 
substance or combination of substances presented for treating or  
preventing diseases), but also their function (that they can be admin-
istered or used in humans in order to establish a medical diagnosis).

Pr�icing and r�eimbur�sement of medicinal pr�oducts

21 To what extent is the market price of a medicinal product governed by 

law or regulation?

Regarding prices of pharmaceutical products, Decree-Law No. 
65/2007 of 14 March establishes the prices of pharmaceutical prod-
ucts for human use. However, this Decree-Law does not apply to the 
drugs needing medical prescription for exclusive hospital use; this 
price has to be negotiated with the DGE. Decree-Law No. 176/2006 
states in article 103 that it is Infarmed that sets and authorises the price 
of drugs that are partly reimbursed by the national health system. 

Governmental Decree No. 300-A/2007 of 19 March establishes 
the rules for the formation of new drug prices, the terms in which 
the prices will be altered and the annual actualisation of prices. The 
market price of a medicinal product is proposed to the DGE, which 
will approve it or not. As mentioned, the DGE is the authority that 
has competence to define the prices and ensure the fulfilment of the 
regulatory laws on this matter.

22 In which circumstances will the national health insurance system 

reimburse the cost of medicines?

Decree-Law No. 118/92 of 25 June, amended by Decree-Law No. 
129/2005 of 11 August, and Decree-Law No. 106-A/2010 of 1st 
October, describes the circumstances of reimbursement by the national 
health system of medicinal products. According to this Decree-Law, 
the decision to reimburse payment for medicines depends on techni-
cal and scientific criteria that prove the efficiency and effectiveness 
of the medicine according to the indications claimed.

The level of reimbursement can be of 95 per cent, 69 per cent, 37 
per cent or 15 per cent, depending on the therapeutic indications, the 
medicinal utilisation, the entity that prescribed the medicine and the 
administration of the medicine in some patients with specific pathol-
ogies; reimbursement may be granted for the following items:
•  drugs containing new active substances with an innovative  

pharmacological action, which will fill a gap in therapy by being 
more efficient or better tolerated than alternative treatments 
existing in the market;

•  new drugs, with similar qualitative composition to other drugs 
already marketed and reimbursed, if, in the same pharmaceu-
tical form, they submit a price 5 per cent below the lowest  
non-reimbursed generic;

•  new pharmaceutical forms of products, new dosages of prod-
ucts or newly packaged products already reimbursed with the 
same qualitative composition, if the need and therapeutic and 
economic benefits are proven;

•  new drugs that do not constitute significant therapeutic innova-
tion and do not have the same qualitative composition of others 
already reimbursed, if the economic advantages towards prod-
ucts already reimbursed are demonstrated; and

• combinations of medicines that have financial benefits.

There is also a special system of reimbursement. The government (in 
scale A, this is, 95 per cent of reimbursement) can reimburse 5 per 
cent more, which is 100 per cent of the price of the medicine (and in 
the following cases reimburses 15 per cent more) when the patient 
is retired and his total annual income does not exceed 14 times the 
minimum salary in Portugal (which is E475).

Regarding generic medicines, under this special system, the gov-
ernment reimburses 100 per cent of generic medicines. 

 

23 If applicable, what is the competent body for decisions regarding the 

pricing and reimbursability of medicinal products?

Decree-law No. 65/2007 of 14 March establishes the prices of  
prescription-only medicines and the medicines that do not need a 
prescription and are reimbursed. The application to fix the price of 
medicines is requested by the MA holder to the Portuguese Authority 
(DGAE). The request is made in accordance with article 1 of govern-
mental Decree No. 300-A/2007, of 19 March. 

After obtaining the medicines prices, the MA holder asks the 
Health Ministry for reimbursement of the price of medicines (article 
4 of Decree-Law No. 129/2005 of 11 August). The Health Ministry 
must decide within 90 days. 

24  Are manufacturers or distributors of medicinal products statutorily 

obliged to give a discount? 

No, manufacturers or distributors can negotiate but are not obliged 
to give a discount. 

For instance, one of the largest hospitals in Portugal (Hospital 
de Santa Maria in Lisbon) asked the pharmaceutical industry for 
discounts on certain medicines arguing that they represent 30 or 40 
per cent of their clients’ needs. For this purpose, they signed some 
protocols establishing some medicinal discounts.

Medicine quality and access to infor�mation

25 What rules are in place to counter the counterfeiting and illegal 

distribution of medicines?

In Portugal there are no specific rules to avoid counterfeiting of 
medicines. According to Portuguese Industrial Property and Criminal 
Codes, counterfeiting is a crime that can be punished by imprison-
ment or a penalty equivalent to 360 days of imprisonment.

There is a draft European Commission Directive regarding coun-
terfeiting and illegal distribution of medicines. The importance of 
including the sale of medicines over the internet in the Directive has 
been discussed, because the internet is the most important source 
of counterfeiting and illegal distribution of medicines. Also, the 
European Federation of Pharmaceutical Industries and Associations 
(EFPIA) has asked the European Parliament to consider making the 
elaboration of this Directive a priority.
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In this draft, the Commission has proposed many alterations to 
Directive No. 2001/83/CE, such as: 
•  some obligations for interested parties in the chain of distribution 

of medicines, besides the wholesalers; 
•  a legal obligation for the Commission to introduce safety warn-

ings on the medicines’ packaging;
•  to forbid, in principle, the alteration of any safety warnings on 

the package; 
•  to reinforce the rules regarding inspection and transparency of the 

inspection results, and inspection of wholesalers’ warehouses.

26 What recent measures have been taken to facilitate the general 

public’s access to information about prescription-only medicines?

The general public may only have access to information regard-
ing prescription-only medicines while in pharmacies. As previously  
mentioned, such medicines may only be advertised to health-care 
professionals and not to the general public.

27 Outline major developments to the regime relating to safety monitoring 

of medicines.

According to article 166 of the Medicines Law, a national system 
of pharmacovigilance was implemented, which gives responsibility 
on this matter to Infarmed. Some alerts are also issued by Infarmed 
in which the general public and health professionals are informed 
of some adverse reactions to medicines, the removal of medicines 
from the national market and other useful information regarding 
medicines in Portugal.

Also, pharmaceutical companies must consider alerting Infarmed 
to any possible errors in prescribing, dispensing or administering a 
medicine and especially to any serious adverse reactions that may be 
caused by changing the formulation of the posology. Infarmed will 
circulate this alert between doctors, pharmacists and other health-
care professionals under the pharmacovigilance system implemented 
according to national and European guidelines.

On 15 November 2010, Decision of Parliament No. 128/2010 was 
published in the Portuguese official newspaper, which establishes the 
mechanisms to reduce the waste of medicines, through the unit dose 
drug distribution system. The unit dose of medicine is regulated by 
Government Decree No. 455-A/2010 of 30 June. According to this 
law, medicines presented in an oral dosage form and with certain 
active substances (which are identified in this law) may be distributed 
in unit doses. The maximum limit of units of each medicine that 
may be provided is the one contained in the biggest pack of such 
medicine. This law also regulates the form of package and labelling 
in unit doses. This law established an experimental system of six 
months, which began on 1 July 2010. During this period and in order 
to start the unit dose drug distribution system, only pharmacies that 
inform the National Authority – Infarmed – and pharmacies of the 
National Health System adhered to this experimental system. 
 According to Decision No. 128 of 15 November 2010, and 
in order to allow for the quantity of medicines to the period of 
treatment and guarantee the benefit rate of success of the therapy, 
the government ordered the sale of unit doses of medicines in 
pharmacies in the following terms:
•  the distribution of unit dose of medicines covers an individualised 

and unitary dose;
•  until 1 December 2010, Decree No. 455 A/2010, of 30 June, 

must be amended in order to guarantee the practicability of these 
measures and inform all the intervenients of this procedure, 
namely doctors, the pharmaceutical industry, health services, 
distributors, pharmacists and patients (it was not amended until 
now);

•  until 1 December 2010, the prescription in unit doses must be 
generalised;

•  the Health Ministry will establish by law the active substances 
that can be dispensed in unit doses;

•  until 1 January 2012, only certain medicines like antibiotics, 
antihistamines, anti-inflammatories and anti-fungal medicines may 
be prescribed in unit dose.

•  until 1 January 2011, the government amended Decree No. 1471 
of 21 December 2004, in order to establish the dimension of the 
medicines’ package according to the recommendations of the 
National Authority (INFARMED);

•  the prescription of medicines in unit doses is made for 
International Common Denomination (ICD), followed by dose 
and pharmaceutical form, with information indicating the time of 
treatment;

• the patient may decide not to acquire medicines in unit dose;
•  INFARMED will accompany and supervise the process of 

repackaging, prescription and labelling of the medicine in unit 
dose according to international guidelines for Good Pharmacy 
Practice.

The National Association of Pharmaceutical Industry (APIFARMA) does 
not agree with these new measures, arguing that the unit dose of 
medicines will be a serious risk to public health. The truth is that the 
sustainability of the Portuguese National System of Health is at risk 
because millions of euros that could be spared are spent on public 
health. Several measures have to be adopted in order to guarantee 
that each patient has the right to the correct treatment but also to 
avoid overspending on medicine and public health.
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