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PHARMACEUTICAL ACTIVITIES 
 
 

 Under the National Health Policy, pharmaceutical activities relating to 
production, import, commercialisation and export of medicines and medicinal 
products shall be subject to a special legislation in order to ensure their quality, 
safety and effectiveness. 
 
 The Government has already established a public company for the 
import and commercialisation of medicines.  Such a measure, however, does 
not prevent the import and commercialisation of medicines by private entities. 
 
 It is therefore important to establish the necessary conditions for the 
exercise of pharmaceutical activities so as to guarantee the defence and 
protection of health, meet the needs of the population, and rationalize the 
consumption of medicines. 
 
 Thus, pursuant to sub-paragraph (e), item 1, of Section 115, and sub-
paragraph (d) of Section 116, of the Constitution of the Republic of Timor-
Leste, the Government decrees the following, to have the force of law: 
 
 

CHAPTER I 
General Provisions 

 
Article 1 
Object 

 
1. The present statute regulates the conditions for the exercise of 
pharmaceutical activities relating to import, storage, export, and sale, in bulk or 
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in retail, of medicines for human use, and establishes the entities that regulate 
such activities.  
 
2.  The activity of manufacturing medicines shall be subject to special 
legislation. 
 

Article 2 
Definitions 

 
For the purposes of the present statute the following terms shall have the 
following meanings: 
 
a) “Medicine” means every substance or composition presenting curative 
or preventive properties of human diseases and its symptoms and with a view 
to establishing a medical diagnosis or to restoring, correcting or modifying its 
functions. 
 
b) “International common denomination” means a designation adopted 
or proposed by the World Health Organisation for medicine active substances, 
in accordance with defined rules, which cannot be the object of trademark or 
brand name registration, and which is contained in a list published periodically 
by the World Health Organisation. 
 
c) “Essentially similar medicines” means all medicines with the same 
qualitative and quantitative composition in active substances, under the same 
pharmaceutical form, and for which, whenever required, the bio-equivalence 
with the original branded medicine has been demonstrated on the basis of bio-
availability studies. 
 
d) “Branded medicine” means the medicine the active substance of which 
has been authorized and commercialised for the first time in the market on the 
basis of complete documentation, including the results of chemical, biological, 
pharmaceutical, pharmacological, toxicological, and clinical experiments. 
 
e) “Generic medicine” means medicine essentially similar to a branded 
medicine, generally produced after expiration or renunciation of patent rights 
of the branded medicine, and in relation to which no different therapeutic 
indications are invoked.  
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a) Civil as well as fiscal identification, including residence or head 
office address; 

b) Certificate of registration of business; 
c) Proof of contractual relation with a duly qualified technical 

manager; 
d) Localisation map, map and descriptive memory of the facilities for 

storing and commercialising medicines; 
e) Indication of the means for transporting the medicines, where this 

is the case. 
 
3. The following are conditions for licensing: 
 

a) Verification of the validity of the registration; 
b) Verification of the validity of the contract with the technical 

manager; 
c) Verification of the qualifications of the technical manager and of 

his/her registration with the respective professional association; 
d) Verification, through inspection, of the health conditions and 

technical adequacy of the facilities and the means of transport as 
contained in a statute of the Minister of Health. 

 
4. The technical manager shall be either a pharmacist, a pharmacy 
technician, or a pharmacy assistant who shall be responsible for complying with 
the technical norms relating to medicines as contained in the law and in the 
regulations issued by the Ministry of Health but whose permanent presence in 
the pharmacy, without prejudice to the provisions of Article 9 of this Decree-
Law relating to pharmacies, shall not be required. 
 
5. The fees to be paid for the licensing of pharmaceutical activities shall be 
fixed by a joint statute of the Minister of Planning and Finance and the 
Minister of Health. 

 
Article 4 

Validity and Time Limits 
 

1. The decision to grant a license shall take place within a maximum period 
of 90 days counting from the date of submission of the application duly 
completed, and the license shall be valid for three years.  
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2. Licenses shall be renewable for equal periods whenever the initial 
conditions are maintained, and the requests for renewals shall be submitted 
within a minimum period of 30 days before their expiration dates. 
  
3. Licenses shall be personal and non-transferable, and any act of 
alienation, trespass, or cessation of activities of the companies or commercial 
establishments covered by the present statute shall be communicated in 
advance to the Regulating Commission of Pharmaceutical Activities to enable it 
verify and ensure that the new entity holds a license for the respective activity. 
 

Article 5 
Dismissal 

 
Applications shall be dismissed whenever the requirements laid down in Article 
3 are not complied with, and the applicants shall be notified of the grounds for 
dismissal for purposes of appealing to the Minister of Health within a period of 
20 days. 
 

Article 6 
Suspension and Revocation 

 
1. Licenses may be suspended for a maximum period of 90 days, or 
revoked, whenever the requirements laid down in Article 3 cease to be 
complied with and whenever the conditions established in the present statute 
for protecting public health are repeatedly or seriously violated. 
 
2. Pursuant to Chapter V, definitive decisions to suspend or revoke licenses 
shall always be anticipated by an administrative offence proceeding. 
 

Article 7 
Communications 

 
Every decision to grant, refuse, renew, not renew, suspend, or revoke licenses 
shall be communicated to the Business Registration Unit of the Secretariat of 
State for Commerce and Industry for registration in the respective file. 
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Section II 
Retail Commercialisation 

 
Article 8 

General Rule 
 

1. Only duly licensed pharmacies shall undertake retail commercialisation 
of medicines, except for: 
 

a) Free sale medicines, which may be commercialised in any retail 
commercial establishment provided hygienic and storing 
conditions are appropriate; 

b) Free sale medicines and medicines contained in the list of essential 
medicines, which may be commercialised in duly licensed private 
clinics where no local pharmacies exist. 

 
2. The provisions of this Section and of the Articles relating to pharmacies 
shall not apply to hospital pharmacies and to medicine distribution centres 
existing in public hospitals, health centres and private clinics for supplying 
medicines to their own patients, which shall be subject to a special legislation.  
 

Article 9 
Pharmacies 

 



 7

a) Goods and products liable to be sold, in addition to the 
medicines; 

b) Minimum stock of medicines; 
c) Records of stocks and of sales of medicines; 
d) Records of stocks and of sale of medicines under special control; 
e) Codes of conduct; 
f) Norms relating to work organisation, working hours and shifts; 
g) Health conditions and quality of facilities and medicines. 

 
Article 11 

Suspension and Revocation of Licenses 
 

In addition to the provisions of Article 6 above, pharmacies licenses may be 
suspended or revoked in the following cases: 
 

a) Lack of adequate assistance by the technical manager; 
b) Serious deficiencies in the health conditions of the commercial 

establishment; 
c) Serious deficiencies in the facilities for conservation and 

preparation of the medicines; 
d) Sale of incompatible goods or products; 
e) Repeated non-compliance with the technical operating rules; 
f) Closure of the pharmacy without prior communication to the 

Regulating Commission of Pharmaceutical Activities, or failure to 
open the pharmacy within three months after the date of its 
licensing; 

g) Serious non-compliance with the conditions for sale of medicines 
as contained in Article 12. 

 
Article 12 

Sale of Medicines 
 

1. Pharmacies may only sell medicines that are within the period of validity 
indicated in the package and that are in perfect conditions of conservation. 
 
2. Except for over-the-counter medicines, pharmacies may only sell 
medicines prescribed by competent health professionals, pursuant to the statute 
referred to in Article 14. 
 
3. After verifying the compliance with the rules relating to medical 
prescriptions, pharmacies shall respect the respective prescriptions and, where 
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the user so requests, they may only substitute prescribed medicines by other 
essentially similar medicines if the prescription does not contain a clear 
indication of the prescriber to the contrary. 
 
4. Pharmacies and their professionals have the duty to advise users about 
the adequate mode to apply the medicines. 
 
 

CHAPTER III 
Medicines and Respective Prescription 

 
Article 13 

Prescription 
 
1. Prescriptions shall be signed by the prescriber and contain the following 
details:  
 

a) Name and address of the prescriber and respective number of 
registration with the Ministry of Health; 

 
b) Name and address of the user; 

 
c) Date of the prescription; 

 
d) International Common Denomination of the medicine; 

 
e) Where necessary, commercial name of the medicine; 

 
f) Where necessary, indication that the branded medicine cannot be 

replaced with an essentially similar medicine; 
 

g) Dosage of the pharmaceutical form and of the posology; 
 

h) Number of packages or of medicine units; 
 

i) Indication of the prescription conditions. 
 
2.  When attending, prescriptions must be sealed, dated and signed by the 
pharmacy professional and returned to users, except in cases of medicines 
subject to special control measures, where prescriptions must be filed in the 
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Article 14 
Prescription 

 
Except for over-the-counter medicines, the prescription of the various types of 
medicines may only be issued by health professionals contained in a statute 
issued by the Minister of Health. 
 

Article 15 
Classification of medicines 

 
The regime for classification of medicines and respective lists shall be approved 
following a statute to be issued by the Minister of Health to that effect. 
 

Article 16 
Advertisement of medicines 

 
Advertisement of medicines subject to medical subscription shall be prohibited, 
except in technical publications designed for physicians and other health 
professionals, in terms to be established in a joint statute by the Minister of 
Health and the Secretary of State for Commerce and Industry. 
 

 
CHAPTER IV 

Authorisation to commercialise medicines 
 

Article 17 
Application 

 
1. No medicine may be imported, stored, sold, or exported without prior 
authorisation of commercialisation gr
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d) Pharmaceutical form and composition insofar as active 
substances, excipients, dosage, presentation, and administration 
way are concerned; 

 
e) Therapeutic indication; 

 
f) Summary of the characteristics of the medicine; 

 
g) Project for labelling 
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3. Requests for authorisations shall be the object of a decision within a 
maximum period of 30 days to be counted from the date of submission of the 
application and priority shall be given to applications relating to generic 
medicines. 
 

Article 19 
Individual Authorisation 

 
1. The Regulating Commission of Pharmaceutical Activities may authorise 
the import by private clinics or physicians of medicines that have not yet been 
the object of commercial authorisation whenever: 
 

a) For reasons of urgency and through a clinic justification, the 
medicines are considered to be indispensable for the treatment or 
the diagnosis of ce
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4. Definitive decisions to suspend or revoke authorisations for 
commercialisation shall be communicated to their holders, with the indication 
of the respective grounds to enable them appeal to the Minister of Health 
within a maximum period of 20 days, and to the National Directorate of 
Customs of the Ministry of Planning and Finance. 
 

Article 24 
Medicines Deriving from Blood 

 
Applications for authorisations to commercialise medicines deriving from 
blood shall be accompanied by a declaration of the manufacturer certifying that 
the plasma and blood-relating measures as recommended by the World Health 
Organisation have been complied with, namely in terms of selection and 
control of donors, and indicating the methods to reduce or eliminate the 
pathogenic details susceptible of being transmitted. 
 

Article 25 
Narcotics or Psychotropic Substances 

 
1. Medicines the composition of which contains narcotics or psychotropic 
substances shall be subject to the provisions of the present statute and of other 
special legislation, as well as to the provisions of the existing United Nations 
Conventions on the matter. 
 
2. Up until the entry into
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and commercialisation of medicines and, to that end and for the safety of 
public health, it may: 
  

a) Have free access to all commercial establishments undertaking the 
above-mentioned activities; 

 
b) Have free access to all documents referring to them; 

 
c) Collect samples of medicines for analysis. 

 
d) Apprehend, on a provisional basis, non-authorised medicines or 

medicines in poor conditions the conservation of which may 
endanger public health; 

 
e) Close, on a provisional basis, non-authorised commercial 

establishments or commercial establishments operating in 
violation of the regulating norms of the respective activity and 
endangering public health. 

 
Article 27 

Offences and Sanctions  
 

1. Offences to provisions provided for in the present statute and 
complementary legislation shall be considered administrative offences 
punishable under the general law with the adaptations contained in the 
following articles, save where they constitute crimes, in which cases they shall 
be punishable under the penal code. 
 
2. Negligence and attempt of negligence shall always be punishable. 
 
3. Penalties shall be fixed between a maximum and a minimum amount, 
and their application shall be graded depending on the seriousness of the 
offence and the danger posed to public health, the degree of fault and the 
economic status of the offender. 
 
4. When applied to individuals, the maximum and minimum limits of the 
penalties shall be reduced to their half. 
 
5. Concomitantly with the penalty, the application of the following 
sanctions may be determined depending on the degree of fault of the offender, 
the seriousness of the offence and the danger posed to public health: 
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a) Loss of objects belonging to the offenders; 

 
b) Closure of the commercial establishment; 

 
c) Suspension or revocation of the licenses and authorisations 

provided for in the present statute; 
 

d) Inhibition, in a maximum of two years, of the exercise of activities 
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Article 29 
Destination of the Fines 

 
75% of the proceedings resulting from the fines shall revert to the coffers of 
the State and 25% shall revert to the entities of the Ministry of Health which 
monitored and prepared the respective administrative offences. 
 

Article 30 



 17



 18



 19



 20

Article 37 
Entry into Force  

 
The present statute shall enter into force three months after its publication, 
except: 
 

a) The norms contained in Chapter IV, which shall enter into force 
within nine months from the date of its publication; 

 
b) The norms contained in Chapter VI, which shall enter into force 

on the day immediately after its publication. 
 
 
Approved by the Council of Ministers on 30 April 2004. 
 
 
The Prime-Minister 
  [Signed] 
 
Mari Bin Amude Alkatiri 
 
 
The Minister of Health 
    [Signed] 
Rui Maria de Araujo 
 
Promulgated on 17 May 2004  
 
To be Published. 
 
The President of the Republic 
 
  [Signed] 
 
Kay Rala Xanana Gusmao 

 


