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The Pharma Legal Handbook answers 
essential questions about this environment 
for pharmaceuticals in Algeria.
It is a must have for any company operating 
in the country or looking to enter the market.

Prepared in association with the 
Algerian Society for Regulatory Affairs & 
Pharmacoeconomics, it should answer any 
questions linked to Regulation, Pricing, 
Clinical and Preclinical Trials, Marketing, 
Manufacturing, Trademarks and Patents.

PharmaBoardroom is not responsible for any mistakes contained within 
this publication. For specific advice on any legal issue, please contact a 
qualified professional.

Copyright: All rights reserved. No part of this publication maybe reproduced 
in any form or by any means, whether electronic, mechanical or otherwise 
including photocopying, recording or any information storage or retrieval system 
without prior written consent of PharmaBoardroom. While every attempt is 
made to ensure the accuracy of the information contained in this report, neither 
PharmaBoardroom nor the authors accept any liabilities for errors and omissions. 
Opinions expressed in this report are not necessarily those of the authors.

Algeria

* THIS REPORT WAS ORIGINALLY PUBLISHED IN OCTOBER 2019 AND THE 
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
**LAST UPDATE: DECEMBER 2019

The Algerian Society for Regulatory Affairs & 
Pharmacoeconomics is a non-profit organization, created 
on 26 October 2015 under the provisions of the Law No. 
12-06 related to Associations. Its mission is to provide 
information and continuing education for all stakeholders 
in the Algerian pharmaceutical sector, and to promote 
research in the field of pharmaceutical regulations and 
HEOR.

A: 67 Rue Badji Abdelkader, Lot Amara 2, Cheraga, Algiers 16000, 

Algeria.

E: contact@saarpe.org

T: +213 5 55 53 51 79

F: +213 23 36 75 15
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Martha is a partner at Fasken’s Johannesburg office in South Africa 
and a member of the firm’s Life Sciences practice group. Qualified as 
both a registered nurse and lawyer, she is also a registered member 
of -the Law Society of the Northern Provinces in South Africa, -the 
South African Medico-Legal Society, -the South African Nursing 
Council and -the New Zealand Nursing Council. She also holds a 
current Good Clinical Practice Certificate for Clinical Research. 
Martha brings compelling experience in the legal, medical and phar-
maceutical industries. 

Having practised as a litigation attorney and legal advisor in the cor-
porate sector as well as coordinating clinical trials from a data man-
agement perspective for an international pharmaceutical company, 

she is able to bring the best of both worlds with on the ground expe-
rience, in finding innovative solutions for clients and businesses in 
the Life Sciences Industry.

Martha’s area of practice mainly focuses on compliance and regu-
latory issues and she has advised on matters such as registrations, 
licensing applications and transfers, Clinical trial monitoring and 
reporting structures to name a few.   

Martha’s practical experience of having worked across a number of 
professional health bodies and corporates has afforded her first-hand 
knowledge and an in-depth understanding of the challenges, oppor-
tunities and regulatory environments of this sector. 

YACINE
SELLAM

YACINE SELLAM, PHARMD, PHD
PRESIDENT OF THE SAARPE. 
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The Algerian 
Society for 

Regulatory A�airs 
& Pharmaco-
economics 
(SAARPE)  is 
a non-pro�t 
organization 

created in 2015 
under provision of 
the Algerian Law 
No. 12-06 related 
to Associations.

6 strategic missions

Promotion of research related to pharma 
regulations and HEOR in Algeria.

Organizing scienti�c events as part 
of continuing education for HCPs.

Providing training sessions and workshops 
for pharma industry professionals.

Creating an electronic portal dedicated 
to national and international updates.

Building a digital database related to 
pharma regullatory a�airs and HEOR. 

Participating in relevant congresses and
events both in Algeria and abroad.
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E: contact@saarpe.org           T: +213 5 55 53 51 79           F: +213 23 36 75 15

Artwork SAARPE Algeria LHB.pdf   1   23/09/2019   15:02:46



THE PHARMA LEGAL HANDBOOK ALGERIA — 5

CONTENTS

Page 17

Page 6

Page 22

Page 36

Page 41

Page 50

Page 31

03 MARKETING, MANUFACTURING, PACKAGING 
AND LABELING, ADVERTISING

02 PRECLINICAL AND CLINICAL TRIAL REQUIREMENTS

TRADITIONAL MEDICINES AND OVER-THE-COUNTER 
PRODUCTS04

07 REGULATORY REFORMS

08 CANNABINOID DRUGS, MEDICINAL CANNABIS AND 
OPIOID DRUGS

09 ORPHAN DRUGS AND RARE DISEASES

11 BIOSIMILARS AND BIOLOGICS

PRODUCT LIABILITY05
PATENTS AND TRADEMARKS06

01 REGULATORY, PRICING, AND REIMBURSEMENT 
OVERVIEW

Page 54

Page 63

Page 75

Page 6810 LOCALIZATION



6 — THE PHARMA LEGAL HANDBOOK ALGERIA

01
REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW



1. What are the regulatory authorities with 
jurisdiction over drugs, biologicals, and 
medical devices in your country?

2.  What is the regulatory framework for the 
authorization, pricing, and reimbursement of 
drugs, biologicals, and medical devices?

3. What are the steps to obtaining 
authorization to develop, test, and market a 
product?

4. What are the approximate fees for each 
authorization?

5. For how long are marketing 
authorizations/registrations valid? How 
are marketing authorizations/registrations 
renewed?

6.  How does the authorization process 
differ between brand-name products and 
generic products? Are there differences for 
local manufacturers versus foreign-owned 
manufacturers?

7. How are combination products (drug + 
drug, drug + biologic, drug + device, biologic 
+ device, drug + biologic + device) regulated?

8. How is compliance with regulation monitored
and evaluated? Is the regulatory regime
comparable with the U.S. Food and Drug 
Administration or the European Medicines Agency 
expectations and requirements?

9.  What is the potential range of penalties for 
noncompliance?

10. Is there a national healthcare system? If so, how 
is it administered and funded?

11. How does the government (or public) healthcare 
system function with private sector healthcare?

12. Are prices of drugs and devices regulated and, if 
so, how?

13.  How are drugs and devices used by patients paid 
for? What roles do public and private payers play?

14. Who dispenses drugs and devices to patients 
and how are those dispensers compensated?

15. What are the professional and legal 
responsibilities of those who dispense drugs and 
devices? What role do they play in providing
patient care, information, and safety?

01
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Ministry of Health, Population and Hospital Reform (“MSPRH” – “Ministère 
de la Santé, de la Population et de la Réforme Hospitalière”) is the national 
regulatory authority responsible for drugs, biologicals, and medical devices 
for human use in Algeria. 

General Directorate of Pharmacy and Health Equipment (“DGPES” – 
“Direction Générale de la Pharmacie et des Equipements de Santé”) at 
MSPRH is the body responsible for reviewing, assessing, regulating and 
monitoring pharmaceutical products, since the MSPRH’s new organization-
al chart implementation in 2012.

National Agency for Pharmaceutical Products (“ANPP” – “Agence 
Nationale des Produits Pharmaceutiques”, a financially independent institu-
tion newly created under Article 223 of Health Law No 18-11, dated of 2 
July 2018, will gradually replace DGPES upon its establishment. ANPP will 
remain under the administrative authority of MSPRH.

Health Law No 18-11, dated of 2 July 2018, published in the Official Gazette, 
replacing Health Protection and Promotion Law No 85-05, dated of 16 
February 1985, forms the legislative framework for all activities related to 
drugs, biologicals and medical devices.

a) Authorization:
• Decree No 92-284 dated of 6 July 1992, published in the Official 
Gazette, related to registration of pharmaceutical products for human 
use;
• Decree No 93-114 dated of 12 May 1993, published in the Official 
Gazette, modifying and completing Decree No 92-285 dated of 6 July 
1992, related to authorization of pharmaceutical products manufactur-
ing and distribution sites;
• Ministerial Decree No 116/MSP/MIN dated of 5 December 1996, pub-
lished in the Ministry of Health Bulletin, fixing registration conditions 
for generics products;
• Ministerial Decree No 18/MSP/MIN dated 13 February 1997, pub-
lished in the Ministry of Health Bulletin, fixing template of registration 
decision and certificate of free sale related to pharmaceutical products 
for human use;
• Ministerial Decree No 138/MSPRH/MIN dated of 18 October 2005, 
published in the Ministry of Health Bulletin, fixing timelines for assess-
ment of registration applications related to pharmaceutical products for 
human use; 

1. What are the regulatory 
authorities with jurisdiction over 
drugs, biologicals, and medical 
devices in your country?

2. What is the regulatory 
framework for the authorization, 
pricing, and reimbursement of 
drugs, biologicals, and medical 
devices?

REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW01
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• Ministerial Decree No 139/MSPRH/MIN dated of 18 October 2005, 
published in the Ministry of Health Bulletin, fixing template of registra-
tion application forms and composition of submission dossiers;
• Ministerial Decree No 12/MSPRH/MIN dated of 16 April 2012, pub-
lished in the Ministry of Health Bulletin, modifying and completing 
Ministerial Decree No 2479 dated of 6 November 2007, fixing homolo-
gation conditions for medical devices.

b) Pricing:
• Decree No 98-44 dated of 1 February 1998, published in the Official 
Gazette, fixing the caps margins applicable for production, packaging 
and distribution of pharmaceutical products for human use.
• Ministerial Decree No 66 dated of 11 July 2012 modified and complet-
ed, published in the Ministry of Health Bulletin, related to organization 
and running of the Pharmaceutical Products Pricing Committee. 

c) Reimbursement:
• Interministerial Decree dated of 16 August 2003, published in the 
Official Gazette, creating and fixing missions, organization and running 
of the Pharmaceutical Products Reimbursement Committee.
• Ministerial Decree dated of 6 March 2008 modified and completed, 
published in the Official Gazette, fixing the positive list of reimbursed 
products by social security.
• Ministerial Decree dated of 6 March 2008 modified and completed, 
published in the Official Gazette, fixing reference tariffs for products 
reimbursement by social security. 

New drugs, biologicals and medical devices cannot be marketed unless they 
have been granted authorization by Ministry of Health (“registration deci-
sion” for drugs and biological, “homologation decision” for medical devices, 
according to article 230 of Health Law No 18-11, dated of 2 July 2018). 

Applications for market authorization must be submitted to the Ministry 
of Health on a form specially prepared for that purpose (Form A: for gener-
ic products; Form B: for new drug products; Form D: for medical devices), 
accompanied by a submission dossier that includes:

- Certificate of Pharmaceutical Product issued by regulatory authorities 
of country of origin in the format recommended by the World Health 
Organization + copy of valid market authorization in country of origin (for 
imported products) and/or CE marking certificate (for medical devices);
- Attestation of different manufacturers and sites involved in the manu-
facturing, packaging, control and releasing of the product (including for 
Active Pharmaceutical Ingredient or API).
- Authenticated copy of GMP compliance certificate and manufacturing 
authorization for all sites involved in manufacturing of API(s) and finished 
product.

3. What are the steps to 
obtaining authorization to 
develop, test, and market a 
product?

REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW
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- Technical dossier in electronic format including manufacturing and qual-
ity control data, and where appropriate, non clinical and clinical data of the 
product + access letter to the Drug Master File restricted part;
- 05 samples of finished product (both for imported and locally-manufac-
tured products), accompanied by original certificate of analysis + template 
of artworks intended to be used;
- Note for therapeutic and economic interest summarizing absolute and 
relative medical service, in addition to public health importance;
- FOB price attestation certified by Chamber of Commerce in country 
of origin (for imported products) / ex-factory price structure (for local-
ly-manufactured products).
- Receipt of registration fees payment + change attestation (payment in 
convertible foreign currencies for imported products).

The authorization process generally involves:
• Preliminary examination (at the end of which, an application receipt is 
granted),
• Evaluation of application (including laboratory quality control tests),
• Approval or denial of application (on quality/safety/efficacy criteria + 
price negotiation),
• Granting of the market authorization + list price attestation.

Exceptions: 
A temporary authorization for use (“ATU” – “Autorisation Temporaire d’Uti-
lisation”) may be exceptionally issued by Ministry of Health for non-regis-
tered products, when the latter are prescribed as part of the management of 
serious diseases in situations where there is no equivalent treatment in the 
national territory, and have proven their therapeutic benefit.

The drugs, biologicals and medical devices authorization fees are fixed as 
part of Finance Law. Fees are payable by the person who makes the applica-
tion or submit variations to initial market authorization, in local currency 
for locally-manufactured products, and in convertible foreign currencies for 
imported ones.

As at December 2019, the current authorization fees are:
• For each new application related to imported and non essential drug or 
biological: 1.000.000 DZD (approx. 8.350 USD);
• For each new application related to imported and essential drug or bio-
logical: 600.000 DZD (approx. 5.000 USD);
• For each new application related to locally-manufactured and non essen-
tial drug or biological: 150.000 DZD (approx. 1.250 USD);
• For each new application related to locally manufactured and essential 
drug or biological: 100.000 DZD (approx. 835 USD);
• For each new application related to imported medical device: 300.000 
DZD (approx. 2.500 USD);

REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

4. What are the approximate fees 
for each authorization?


