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HOSPITAL HEALTH AND PHARMACEUTICALS

Licensing to Engage in 
Pharmaceutical Activity
Presidential Decree 41/24 of 29 January – Regulations on Licensing to Engage in Pharmaceutical 
Activity ("RLEAF") was recently published to establish the rules and procedures for licensing to engage 
in pharmaceutical activity. It also repeals Articles 8, 9, 11, 13, 47 and 49 of the Regulations on Engaging in 
Pharmaceutical Activity, approved by Presidential Decree 191/10, approved by Presidential Decree 191/10, 
approved by Presidential Decree 191/10 of 1 September, and Presidential Decree 202/21 of 26 August.

The RLEAF applies to all natural and legal persons in the private sector who carry out pharmaceutical 
activities in Angola, through the following establishments: (i) pharmacies; (ii) retailers of herbal 
medicine; (iii) retailers of cosmetics; (iv) retailers of health products; (v) distributors of medicines or 
health technologies, and (vi) importers of medicines or health technologies.

These are the main changes:

 • Simplification of the documentation required for the purposes of the licensing process, with some 
previously required documents no longer being required;

 • Establishment of a maximum legal period of 30 (thirty) days, from the date of the interested party's 
application and once the establishment has been completed, for an inspection of the establishment 
to be carried out;

 • Establishment of a maximum legal period of 3 (three) working days for the Regulatory Agency for 
Medicines and Health Technologies ("ARMED") to grant the interested party the authorisation to 
open and operate the pharmaceutical establishment, once the inspection has been completed and 
a favourable opinion has been issued by the integrated Technical Commission;

 • Establishment of the exclusivity and non-transferability of the authorisation, except in cases of 
transfer and assignment of commercial operation of the establishment, which must be communicated 
to ARMED for licensing purposes.

 • Reinforcement of the rules on administrative offence for offences committed under the RLEAF.

In general, these changes are aimed at speeding up the procedures for granting authorisations to carry 
out pharmaceutical activities, in line with the guidelines established under the SIMPLIFICA 2.0 project, 
approved by Presidential Decree 182/22 of 22 July.

The law entered into force on the date of its publication.
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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 
Renata Valenti (renata.valenti@rvaangola.com) or Eduardo Nogueira Pinto (eduardo.nogueirapinto@plmj.pt).

ANGOLA — CAPE VERDE — CHINA/MACAO — GUINEA-BISSAU — MOZAMBIQUE — PORTUGAL — SÃO TOMÉ AND PRÍNCIPE — TIMOR-LESTE

https://www.rvaangola.com/en/people/partners/Renata-Valenti/40280/
https://www.rvaangola.com/en/people/trainees/Jose-Luquinda/40277/
https://www.plmj.com/en/people/partners/eduardo-nogueira-pinto/108/
https://www.plmj.com/en/people/partners/eduardo-nogueira-pinto/108/
https://www.plmj.com/en/people/partners/diogo-duarte-campos/206/
https://www.plmj.com/en/people/partners/diogo-duarte-campos/206/
https://www.rvaangola.com/en/people/partners/Renata-Valenti/40280/
mailto:renata.valenti%40rvaangola.com?subject=
https://www.plmj.com/en/people/partners/eduardo-nogueira-pinto/108/
mailto:eduardo.nogueirapinto%40plmj.pt?subject=

