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Executive summary 
The aim of this master thesis it to identify and define the regulatory requirements for 

maintenance procedures of marketing authorization for medicinal Products in the 

countries of the Middle East and North Africa. 

The importance of marketing authorizations of medicinal products is not only limited 

in the approval of new marketing authorization. It is more important to maintain 

existing marketing authorizations in these countries to ensure the prevention, 

diagnosis and treatment of diseases and for patient rehabilitation. 

In the last 10 years the MENA region has become one of the most emerging markets 

in the world. This is due to the growth of the population, the increasing affluence and 

the increase of life expectancy. Inside the region, the tendency of the increased 

numbers of MAH and manufactures increased since several is still ongoing and the 

authorities are developing and modifying new regulations and laws in order to justify 

this development.  

Even the developing process of adequate regulations for medicinal products is still 

ongoing, in most of the MENA countries there are a lots of challenges. Many of the 

regulations are only available in Arabic. For the Maghreb States the submission 

dossier has to be provided in French. Additionally the political situation in some 

MENA country is not stabile and the processes are not transparent enough. These 

barriers complicate the authorization and maintenance for medicinal products in the 

MENA region. Finally the population has to face up with the consequence of these 

barriers. 

This master thesis will provide an overview about the maintenance procedures for 

marketing authorizations in the MENA region and to compare them with the 

European procedure. This comparison conveys how far the development of the 

pharmaceutical sector in the MENA region is in opposite to Europe and how the trend 

will develop in the next years. 
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1. Introduction in Regulatory Affairs Department in MENA 
The MENA region is one of the “emerging” markets in the pharmaceutical sector in 

the world. The importance of this region for many multinational pharmaceutical 

companies is very high. This section will provide some basic information to gain a 

better understanding of how the pharmaceutical market is organized and to maintain 

a marketing authorization in the MENA region.  

1.1.  Definition of MENA and geographical location 
The term “MENA” is defined as “Middle East and North Africa” and includes in 

general 22 countries from Morocco at the eastern border until Iran in the north of the 

region. (1) 

Due to the fact, that a firm definition does not exist, there are several opinions that 

Turkey belongs to the MENA region. In this case we will follow the definition of the 

World Bank and exclude Turkey in this analysis. 

According to the Word Bank and UNICEF the following countries belongs to the 

MENA region: Algeria, Bahrain, Egypt, Iran, Iraq, Israel, Jordan, Kuwait, Libya, 

Morocco, Oman, Qatar, Saudi Arabia, Syria, Tunisia, United Arab Emirates (UAE), 

West bank and Yemen. (2) 

 
 

Figure 1: Overview of countries of the MENA region   

Source: https://www.researchgate.net/figure/s-a-map-showing-list-of-MENA-countries-1_fig1_318837933 
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Inside the MENA region we have to divide three subgroups: 

Middle East: 

• GCC countries: Saudi-Arabia, UAE, Bahrain, Oman, Qatar, Kuwait, Yemen 

• Levant countries: Iran, Iraq, Syria, Lebanon, West Bank, Jordan, Israel, 

Egypt, Libya: These countries are not part of any union. (3) 

North-Africa:  

• Maghreb-States: The countries Morocco, Algeria and Tunisia belong to the 

Maghreb countries. 

The political situation in the MENA region is middling. Since the beginning of the Arab 

revolutions in 2011, the political situation in some countries is quite instable. In Syria, 

Yemen and Libya the current situation is not transparent and there are still civil wars 

in these countries. The medical supply is quite inadequate and the procedures to 

authorize import or maintain medicinal products into the affected markets are not up-

to-date and not in use. Due to this fact these three countries will not be taken into 

account for the aim of this master thesis. 
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1.2.  Pharmaceutical & Healthcare sector in the MENA region 
The pharmaceutical and healthcare sector in the MENA region grows up since the 

1970’s. The need of medicinal products and healthcare was growing up due to the 

growth of the population of 532 Million people. The increased life expectancy of the 

population and the decreased death mortality are one of the most important reasons. 

Additionally, the change of the life cycle during the last years leads to many 

widespread diseases, such as Diabetes, cancer or cardio-vascular diseases. (4) 

The region belongs to one of the Emerging markets in the world after China. The 

amount of the MENA region in the world belongs to $32 Billion dollar, which makes 

only a percentage of 2 percent. (5) The pharmaceutical sector is estimated to grow 

from 9 to 11 percent until 2020. (6) 

 

Figure 2: Increase of Diabetes as widespread disease in the world  
Source: https://www.huffingtonpost.com/riva-greenberg/diabetes-stats_b_4273505.html 

The increased demand of medicinal products is shown in the figure. The amount of 

people with diabetes will be increased in the MENA region about 96.2 percent until 

2035. 

Inside the MENA region nearly all competent authorities and Institutions are in the 

process to develop easier procedures for granting authorization of medicinal products 

to counteract against this need. This challenge leads to the growth of the 

pharmaceutical sector in the region. Since 1970 more than 140 local pharmaceutical 

companies are located in countries of the MENA region.  
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Figure 3: Development of MENA Health Expenditure in comparison with other markets   

Source: http://www.gphaonline.org/media/cms/Osama_Nabulsi.pdf 

Most of the domestic pharmaceutical companies are generic drug manufacturer. This 

is due to the fact that the development of new innovative drug substances is not well 

advanced in the MENA region. A large part of the countries are dependent on import 

of medicinal products from USA, Europe and China. Especially for the manufacturing, 

the import of active drug substances and ingredients are essential. This heavy 

dependence aggravated the development of the pharmaceutical sector in the MENA 

region. 

Another point is the strong individuality and the status of development inside the 

MENA region. The Gulf States are well-advanced in the development of appropriate 

procedures and regulations, but the Maghreb States are backward in this case. In the 

Maghreb States a strong dependence on laws, regulations and procedures during 

and after the authorization of medicinal products to the French Authority ANPP. This 

can be judged from the fact that the price for medicinal products in Algeria, Morocco 

and Tunisia are similar to the actual prices of medicinal products in France.  

In the last decade, local authorities and institutions are in the progress of developing 

appropriate procedures for authorization and maintenance of MA of medicinal 

products in regard to ICH-Guidelines. This development leads also to an increase of 

the amount of privatization of pharmaceutical companies.  
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Figure 4: Number of pharmaceutical companies in the countries of the MENA region (private and non-
private companies) 

The figure shows, that the pharmaceutical market size in almost all countries is 

mainly generated by state-own enterprises, except for Iraq, where private 

pharmaceuticals companies makes more than 50 percent of the market size. It is 

expected that the amount of private companies will increase in the next years. This 

development shows that with the privatization of companies in the countries leads to 

more independence on imports of medicinal products in the region. 

All these points show that the development of the pharmaceutical industry in the 

MENA region is in progress, but many important milestones still need to be reached. 

In contrast to the industrial nation as the United States, Europe or Japan the 

development and manufacturing of new innovative drug substances and biologicals 

are not well developed in the countries of the MENA region. Additionally the 

manufacturing and authorization of medicinal products is difficult in many countries, 

due to the long approval timelines of the authorities. The missing resources inside the 

authorities complicate the access of pharmaceutical products to the local markets. In 

nearly all countries the Ministries of Health contain appropriate departments for 

authorization of medicinal products instead of European countries, where “own” 

competent authorities are responsible for marketing authorization and post-approval 

activities of medicinal products.    
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1.3.  Overview of Competent Authorities in the MENA region 
To understand the procedure of the maintenance of marketing authorizations in the 

MENA region it is important to get an overview about the National Competent 

Authorities in each country. 

1.3.1.  Competent Authorities in the Gulf States 
Kingdom of Saudi Arabia (KSA) 

Since 2003 the Saudi Food and Drug Authority (SFDA) is the competent authority for 

registrations, maintenance, quality, pharmacovigilance and import of medicinal 

products. (7) It is an independent authority from the Ministry of Health.  

United Arab Emirate (UAE) 

Seven Emirates belongs to the United Arab Emirate. Abu Dhabi (the capital), Dubai, 

Sharjah, Ajman, Umm Al-Qaiwain, Ras Al-Khaimah and Fujairah. 

In UAE there are two competent authorities who are responsible for all regulatory 

issues of medicinal products. 

The Health Authority of Abu Dhabi (HAAD) is responsible for medicinal products in 

the capital emirate Abu Dhabi and for Dubai it is the Dubai Health Authority (DHA). 

For the other emirates, the Ministry of Health and Prevention is responsible for all 

drug related issues. For the management and regulation of health services the Health 

Authority of Abu Dhabi and the Dubai Health Authority merged together. (8) 

Bahrain 

For all pharmaceutical issues as licensing, healthcare professional’s regulation, 

Healthcare facilities regulation and complaints the National Health Regulatory 

Authority of Bahrain (NHRA) takes the responsible. (9) The NHRA is an independent 

institution to the Ministry of Health. 
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Oman 

The Directorate of Pharmaceutical Affairs & Drug Control as part of the Ministry of 

Health is responsible for registration, import, maintenance and quality of medicinal 

products authorized in Oman. (10) 

Qatar 

In Qatar, the department of Pharmacy & Drug Control as part of the Ministry of Public 

Health takes the responsibility for all drug related issues such as registration, quality 

control, inspection and drug release. (11) 

Kuwait 

The Kuwait Drug and Food Control Administration (KDFC) is part of the Ministry of 

Health. This department is the competent body for all drug related issues as quality 

control, authorization and assessment of marketing authorizations for medicinal 

products. (12) 
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1.3.2.  Competent Authorities in the Levant countries 
Egypt 

The Egyptian Drug Authority (EDA) is a competent authority body within the MoH, 

which is responsible for issues regarding authorization and control of medicinal 

products. (13) 

• The Central Administration of Pharmaceutical Affairs (CAPA) is an entity within 

the EDA, which takes the responsibility for the assessment and licensing for 

medicinal products. (14) 

• The National Organization for Drug Control & Research (NODCAR) is 

responsible for all Quality related issues of nationally authorized products in 

Egypt. (15)  

• For Biologicals the National Organization for Research and Control of 

Biologics (NORCB) is the main department of authorization, import & quality 

related issues for Biologicals. (16) 

Iraq 

In Iraq there is a special situation. The Iraqian Directorate of Technical Affairs (DTA) 

as part of the MoH is responsible for all drug related issue as registration, inspection 

and quality control for medicinal products in the Iraqian market. (17) 

Since 1992 the MoH in the Kurdish autonomous area establish the Kurdistan Medical 

Control Agency (KMCA). This competent body is responsible for the registration, 

quality control, distribution and quality control of medicinal products in Kurdistan. (18) 

Iran 

The Food and Drug Department of the Ministry of Health and Medical 

Education (MOHME) is responsible for all issues related to the authorization, 

maintenance and marketing of medicinal products in Iran. (19); (20) 

Israel 

For the authorization, control and marketing of medicinal products (human, herbal 

and veterinary products) the MoH in Israel is responsible. The Registration 

Department is responsible for the licensing processes while the Institute for 
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Standardization and Control of Pharmaceuticals is responsible for the quality control 

of authorized medicinal products in Israel. (21); (22) 

Jordan 

The Jordan Food and Drug Administration (JFDA) belong to the MoH and take the 

responsibility for licensing processes for medicinal products and food products. 

Inside the JFDA the Registration Division is the main directorate for the authorization 

for medicinal products in Jordan. (23) 

Lebanon 

The Ministry of Public Health (MoPH) is responsible for all drug related issues. 

The “Service of Pharmacy” as part of the MoPH has the following activities: 

• Issuing certificates related to pharmacies and pharmacists’ practice 

• Drug pricing 

• Drug industry management and control 

• Narcotic drugs’ imports, distribution, and statistics 

• Medicinal imports/exports 

• Drug registration and control 

• Registration of non-medicinal health-related items  

• Pharmacies’ and drugstores’ inspection 

• Controlling fraud in the pharmaceutical industry (24) 

West Bank  

The General Directorate of Pharmacy as part of the Ministry of Health take the 

responsibility of all licensing, quality control and price issues for medicinal products 

authorized and marketed in Palestine. Inside the Directorate there are separate 

departments for each section 

• Registration Department 

• Drug Quality Department 

• Pharmaceutical Policy Department 

• Dangerous Drug Department (narcotics and psychotropic drugs) 

• Drug Information Department 
10 
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• Import and Export Department (25) 

For the authorization of medicinal products, medical devices, food products and 

cosmetic products the Drug Registration Department of the General Directorate of 

Pharmacy is the main contact point. (26) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

11 
 



Maintenance of Marketing Authorizations in the MENA Region 

1.3.3. Competent Authorities in the Maghreb States 
Morocco 

In Morocco, the Ministry of Health is the main body for healthcare for public health. 

The department “Direction des Médicaments et de la Pharmacie“(DMP) is 

responsible for all drug related issue, as authorizations, maintenance, monitoring and 

distribution of pharmaceutical products. (27) 

Algeria 

The “Pharmacy and Medicine Directorate” (DPM) is an independent body of the 

Ministry of Health and Population, which is responsible for all regulatory topics for 

medicinal products. (28) Since 2017, the National Agency of Pharmaceutical Product 

(ANPP) replaced the DPM and took the responsibility as independent and non-

government agency for all drug related issues as drug registration, maintenance and 

distribution. (29) (30) (31) 

Tunisia 

The Ministry of Public Health is the main body related to regulatory issues for 

medicinal products. Since 1981 the Directorate of Pharmacy and Medicine (DPM) is 

a part of the Ministry of Public Health is responsible for the management of drug 

related issues in Tunisia. (32) 
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1.3.4. Gulf Central Committee for Drug Registration 
The Gulf Central Committee for Drug Registration is a committee founded by six of 

the Gulf States in 1999. The members of the committee are 

• Saudi Arabia 

• Qatar 

• Oman 

• Bahrain 

• Kuwait 

• United Arab Emirates  

• Yemen  

The committee is responsible for the assessment and authorization of medicinal 

products, which should be authorized via the “Central Drug registration”. Marketing 

authorizations from the GCC-DR will get a marketing license for all members of the 

GCC. (33)  
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2. Marketing Authorization in the MENA Region 
In the last years, the MENA region became more important for international 

pharmaceutical companies. This is due to the fact that 32 Billion Dollar was made in 

pharma sales and the trend is still growing (34). 

Inside the MENA region, besides the diversity of culture, language, and tradition, 

there are significant differences in the processes for obtaining marketing 

authorizations in the countries. Therefore, it is difficult to describe the processes for 

the whole region. In this part we will take the opportunity to summarize the most 

important parts of marketing authorizations in the MENA region.  

A main reason for the complexity and diversity of the processes for marketing 

authorization of medicinal products are due to the development of the health- and 

pharmaceutical sector in the respective countries. In the last years significant 

progresses were done in the MENA region, mainly in the GCC-States and in some 

Levant States as Egypt and Israel. The numbers of local manufacturers increased in 

this region over the recent years. (34). This indicates that the region tries to get 

independent from medicinal products imported from other parts of the world. The 

pharmaceutical and health sector grows in these countries also due to the increased 

population and medical needs in this region. 

Even there are positive trends for the whole region, inside the MENA region there are 

significant differences in the regulatory “know-how” and experience. While many 

GCC countries and several Levant States as indicate much progresses in the 

healthcare and pharmaceutical development and regulatory of medicinal products, 

the Maghreb States are not on the same level. There is a historical background 

behind the significant differences inside the MENA region. Until 1956 the Maghreb 

States were under French colonial power and this had a major impact on all 

administrative bodies, including the Ministries of Health and the Committee for all 

drug related issues. Especially the Algerian and Tunisian Authorities often refer to the 

decision of the French NCA ANSM (Agence nationale de securité du médicament et 

des produits de santé).  
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Despite the numerous progresses in the recent/ past few years, there are still many 

aspects inside the pharmaceutical sector, which are not yet regulated adequate 

enough. The NCA of the MENA region have limited experience in the fields of 

biologicals and gene-therapy. Their experience with such kind of medicinal products 

cannot be compared with the European or American NCA’s. There are only a few 

special laws and regulations for these kinds of medicinal products and this indicates 

that this field is still in progress. (35) 

The timeline to get a marketing authorization depends on certain countries. A general 

statement is not possible. While the authorization procedures in the GCC States, 

Maghreb States and some Levant countries take 2 – 4 years, the same procedure 

can take up to 5 years in Iraq and Iran, even it is the same dossier for a medicinal 

product, which were submitted to other MENA countries. In comparison to this, a 

marketing authorization for a Centralized procedure in Europe takes 300 days, 

including the decision of the European Commission. 

In the most countries of the MENA region, a local agent is required for the 

communication and the submission to the Health Authorities. For a MAH outside the 

respective country, it is not allowed to submit any application to the authorities, 

except for medicinal products, which were authorized centrally by the Drug 

Registration of the GCC (GCC-DR). Due to this fact, many multi-national companies 

have several establishments in these countries to facilitate the communication to the 

authorities and to fulfill the local requirements. The local agent is the main contact 

point between the local authority and the MAH. This obligatory is a problem for small 

and medium enterprises, because due to financial aspects and the short range not 

every company can establish local agents in these countries. The result is that 

medicinal products of these companies cannot be marketed in the MENA region or 

only a small portfolio is available. 

Another important role beside the local contact point in the certain country is the 

format of the dossier. Nearly all countries require the dossier as CTD format (agreed 

in line with the ICH-M8 Guideline), but till now it is not possible to submit the dossier 

electronically in all countries of the MENA. Especially in some Levant states and in 

the Maghreb states, an electronically submission of an eCTD is currently not 

possible. (36)  
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Many authorities still require the dossier in hard and soft copies as CDs/DVDs. The 

reason for this is that many countries are not yet ready for eCTD submissions 

because the technical conditions are still missing. On the contrary, Saudi Arabia and 

Bahrain require eCTD submissions via electronically portals since 2015. (37) In Egypt 

and Lebanon, the CTD is still not implemented. The documents have to be provided 

electronically as simple pdf dossier via Email and paper-based. (38) 

 

Figure 5: Definition of CTD dossier according to ICH  

Source: http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/CTD/CTD_triangle.pdf 

For the Maghreb States, the documents in the CTD should be provided in French. 

This leads to a serious problem for the applicant, because for the two biggest 

markets - the US and Europe and most of the countries in the world, the language 

requirements of submission dossiers are in English. Therefore, it is quite complicated 

if the whole submission package needs to be translated into French. This additional 

workload leads to a high workload and a massive loss of time for the applicant.  

Another special feature for marketing authorizations is that all authorities required a 

legalized CPP from the country of origin (COO). This requirement is valid for all MAH 

outside the respective country. The country of origin is defined as the country where 

the batch release takes place. (39) 

It is also required, that the medicinal product has a valid license in the COO. In many 

countries it is not possible to maintain a marketing authorization (MA) without a valid 

license in the country of origin. If the MA is expired in the COO, the HA’s requires a 

justification in the application form.   
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All these points have to be taken into account for pre- and post-marketing 

authorization activities especially for renewal procedures. 

The assessment processes at the authorities’ sites are not transparent and clear to 

the applicant. The timelines are not well communicated and this leads to the 

consequence that the applicant has to consider a delay for market access of the 

medicinal product due to the absence of information about the timelines and the 

assessment process. Due to the missing information about timelines, the applicant 

must always be prepared for further requests from the authorities at any time of the 

renewal procedure. 

Another point of discussion for receiving a marketing authorization in the MENA 

region is the fact, that there are no mutual recognition procedures inside the region. 

The authorities do not accept any approvals from other authorities of the region for 

guarantying a MA in the respective country. In opposite to the countries of the 

European Union, where a MA can be guaranteed via the Centralized, De-centralized 

or Mutual Recognition procedures, only national procedure for MA is available. The 

only exception is the central authorization procedure in the Gulf States. Since 1999 it 

becomes possible to get a marketing license for a medicinal product with one central 

procedure for all Gulf States and Yemen. Therefore, the Applicant has to submit a 

dossier for marketing authorization to the Gulf Central Committee for Drug 

Registration (GCC-DR) and after the assessment and the positive approval, the 

medicinal product can be marketed in all Gulf countries.  
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3. Maintenance of Approved Medicinal Products – Middle East and 
North Africa 

This part contains information about relevant procedures to maintain a marketing 

authorization of a medicinal product in the MENA Region. The main focus is the 

description of “renewal procedures” in this region. The first part of this section will be 

an overview about the renewal processes in the MENA region as whole region and in 

each individual country. In the second part of this section, there will be a discussion 

about other procedures to maintain a marketing authorization in different countries. 

The last part of this section will expand the issue of availability of harmonization 

processes of renewal or other “maintenance” procedures in the MENA region. 

3.1. Renewal as procedure to maintain marketing authorizations in 
the MENA Region 

For all countries in the Middle East and North Africa the Marketing Authorization 

holder is obligated to submit a renewal application to maintain the marketing 

authorization in the relevant countries.  

As mentioned in the previous part, the MAH should have a local agent within a 

country, if the MAH is stated outside the affected country. This local agent is 

responsible for the renewal application and he is stated as main contact point for the 

authorities.  

Due to the fact that the development of regulations affecting the marketing 

authorization of biological are still in development, the requirements for renewal 

applications do not differ between chemical entities and biological. Only in Israel and 

Egypt, the national competent authorities require other documents for the renewal 

applications for chemical entities and for biologicals. (40); (41) 

In general, all marketing authorizations have to be renewed every 5 years from the 

beginning of the initial registration. Except in Iran the timelines for renewal of 

marketing authorization is 4 years. (42) In Israel there is the exemption that if the 

product is not changed in the manufacturing processes; the renewal has to be done 

10 years after the initial registration.  
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The renewal application has to be submitted within the last year of the marketing 

authorization. Most of the countries require that the applicant has to submit the 

dossier within 3 upon 9 months before the marketing authorization expires. In Jordan, 

it is usually that the renewal will be submitted at latest 6 months after expiry of the 

marketing authorization. (43) (44) 

In many MENA countries it is required to submit the dossier of the initial marketing 

authorization to the competent authorities for renewal application. It is unusual to 

submit a shortened dossier containing only Module 1 and Module 2 for the initial 

renewal application. For further renewals, some authorities as the DMP in Morocco 

only require a cover letter containing a declaration that the license should be 

continued in the relevant country. (45) 

In some countries, there are minor differences between the required documents from 

local manufactured where the MAH is stated in the country and for imported 

products, where the MAH is stated outside the country. In cases that the medicinal 

products where imported from foreign countries, the authorities always require a CPP 

of the country where the batch release takes place. For renewal applications, the 

applicant has to submit a list of all approved variations, which were submitted and 

approved during the time of the marketing authorization. This requirement is valid for 

all MENA countries.  

In many MENA countries, a valid license of the current manufacturing site is a 

condition for submission of renewal applications. Especially in the Gulf and Levant 

states, the authorities require a “manufacturing site renewal” before the renewal of 

the marketing authorization. Without a valid manufacturing license, a renewal 

application for a MA is not possible.  

Another important requirement for a renewal application in the MENA region is a valid 

marketing authorization in the country, where the MAH is stated (except the MAH is 

stated in one country of the MENA region). Some countries refer during the renewal 

assessment to the marketing authorization and the opinion of FDA, EMA or from 

other authorities. For the Maghreb States as Algeria, the opinion of the French 

authority ANPP will be take into consider for the assessment. (46) 
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Nearly all countries require a submission of a renewal application dossier as CTD 

sequence. In the Gulf countries, a submission of an eCTD becomes mandatory. (36), 

(39) (47) 

In other countries, a submission of hard and soft copies of the dossier to the NCA’s is 

required. Only in Egypt and in Lebanon a submission of the renewal as CTD format is 

not possible. It is required to submit the dossier via Email or as hard copy to the 

different departments of the authorities, which are involved in the assessment of the 

renewal application. (48); (49); (50) 

The timeline for renewal applications in the MENA countries are different. The 

assessment timelines can take from 15 days up to 24 months. In Tunisia the 

assessment of a renewal takes only 15 days, but in Egypt a renewal application can 

take up to 24 months. (51) In general, a renewal application takes 6 months. For a 

part of the countries, a procedure timeline is not applicable.  

Another important point to consider is the fact, that in most cases the assessment 

procedure after submission of the renewal application is not well communicated to 

the applicant. Due to this fact, the applicant has to consider that the authorities may 

send questions or a request for more documents to any time of procedures. 

Additionally the approval of the renewal application cannot be foreseen and this 

should be involved in the planning of the submission  

The countries of the MENA region are very individual and every authority refers to 

their own standards. In the next section, the renewal application for each country will 

be discussed. 
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3.2. Renewal procedure in the countries of the MENA region 
In this section, the renewal procedure in each country will be discussed. At the 

beginning, the procedure of renewal in the GCC States, the Levant States and the 

Maghreb States will be specified. 

3.2.1.  Renewal application in the Gulf States 

3.2.1.1. Kingdom of Saudi Arabia 
Legal Basis 

In the “Law of Pharmaceutical Establishments and Preparations” from 2004 and the 

“Executive Rules of the Institutions and Pharmaceutical Products Law” the mandatory 

for renewal of a MA in KSA is stated. The renewal application has to be submitted 

within 6 months before the marketing authorization expires. (37) (47)  

Required documents 

The Applicant has to submit the renewal dossier in CTD format. The application form 

for renewals is the same as for the initial marketing application. (37) (47) 

For the renewal application it is mandatory to submit the Module 1 and Module 3 

within the CTD format to the SFDA. It is mandatory to submit the renewal dossier 

electronically via “Saudi Drug Registration System (SDR System). Additionally, it is 

required to submit the dossier via paper.  

The following documents are required for the submission (52) 

Module 1  

• Cover Letter  

• Application form  [Annex I - Application Form for Renewal application in KSA] 

• Table of content  

• Product Information  

• Certificate of suitability for TSE, and the  

• price list  
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For MAHs, which were not stated in Saudi Arabia it is required to include a Certificate 

of Pharmaceutical Product (CPP). (52) 

• The CPP from COO 

Module 3 

• specification of the drug substance (3.2.S.4) 

• specification of the finished product (3.2.P.5.1)  

• stability data of the finished drug product (3.2.P.8).  

Assessment procedure and timelines 

The renewal process can be divided into two main phases.  

 

Figure 6: Schematic figure showing the renewal process of a marketing authorization 

Source - Saudi Food & Drug Administration Regulatory Framework for Drug Approvals (version 5.0) 

The validation phase (Phase II) takes 10 days for authority to ensure that all 

requirements for the renewal application were fulfilled by the applicant.  

The next phase is divided into three main sub-processes: 

• The related product manager will start the assessment by distributing the 

renewal application to three departments (Quality, Efficacy, and Safety). All 
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three departments have to finish the assessment within 50 days and forward 

their assessment reports back to the project manager. (47) 

• Within 30 days the price department has to check the rules for pricing of the 

affected medicinal product. (47) 

• Lastly, the inspection department of the Authority checks if the manufacturing 

line is valid to the last inspection. If there are any changes, which were not 

included in the last valid inspection report, the manufacturing site has to be 

inspected again. This phase can take up to 50 days. 

After this processes the assessment report of the renewal application will be 

forwarded to the “Renewal committee”. Within 10 days the committee can decide 

about the renewal application for approval, rejection or ask for further information 

from the applicant.  

After the positive approval of the renewal application, the marketing authorization is 

valid for 5 years. (47) 

3.2.1.2. United Arab Emirates 

Legal Basis 

For medicinal products authorized in the Arab Emirates, the Circular 28 and 29 from 

2007 describes the mandatory and requirements for renewal applications of 

medicinal products. (53) 

A marketing authorization for a medicinal product in UAE is valid for 5 years. To 

maintain a marketing authorization for medicinal products in the UAE it is required 

from the Ministry of Health to submit a renewal application within 3 months before the 

marketing authorization expires. (53) 

Required documents 

The Ministry of Health differs between originator and generic medicinal products. 

Additionally it is required to use different application forms for the renewal of 

“commercial medicinal products”, herbal medicinal products, and products for general 

sales. (54) 
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The MAH or the local partner (if the MAH is stated outside the UAE) is obligated to 

submit a renewal application. It is required to submit the following documents: (54)  

• Cover Letter 

• Application form   

o [Annex II - Application Form for Renewal of a conventional medicinal 

products UAE];  

o [Annex III - Renewal Application Form for General sale - UAE];  

o [Annex IV - Application form for Renewal for Herbal Medicinal Product - 

UAE] 

• declaration for  the intention of the renewal of a marketing authorization. This 

declaration is important; otherwise the Authority will withdraw the marketing 

license for the affected medicinal product without () notification. (54) for MAH 

located outside of UAE 

• legalized CPP from COO 

• approved SmPC, PIL and approved artworks  

The applicant has to submit an appointment for the submission of the renewal and 

have to pay the fees before submitting.  

Assessment procedure and timelines 

After submission of the required documents, the Registration Department will send a 

confirmation about the receipt of the renewal dossier to the Applicant. The renewal 

procedure will take 3 months after submission of the dossier. (54)  

3.2.1.3. Bahrain 

Legal Basis 

The Pharmacy Law 18 from 1997 clearly states, that a medicinal products authorized 

in Bahrain needs a valid license for manufacturing and sales purposes. In Bahrain, a 

renewal application should be submitted every five years. (39) 

Required documents 

The NHRA has published a Renewal Guideline which includes all relevant 

information for the applicant. 

24 
 



Maintenance of Marketing Authorizations in the MENA Region 

For the renewal application, it is required that the manufacturing site registration is 

still valid at the time of the renewal. Any variation should be approved before the 

renewal application, while a common submission of a renewal and a variation 

application for the same medicinal product is not allowed. (39) 

The renewal application should be submitted via eCTD. The dossier should include 

the following documents: (39) 

• Cover letter  

• application form for renewals in Bahrain (see Annex V - Renewal Application 

Form – Bahrain) 

• checklist from the NHRA for renewal applications [Annex VI - Renewal 

Checklist – Bahrain] 
• approved SmPC, PIL and artworks 

• CPP of the country where the batch release of the medicinal product takes 

place.  

• A valid GMP certificate of the manufacturing site  

• Certificate of Suitability for TSE 

• Certificate of analysis for the active substance and the finished drug product 

and  

• Manufacturing registration certificate in Bahrain.  

Assessment procedure and timelines 

The application should be submitted three months before the marketing authorization 

expires. Before the submission, the Applicant has to request an appointment of 

submitting the renewal application. 

For the renewal application, it is mandatory to perform a laboratory analyze of the 

medicinal products upon assessment. Therefore, the NHRA requires samples of the 

product and several certificates of the product composition, method of analysis, 

product specification and safety data of the material used in the medicinal product. 

(39) 

There is no timeline for the renewal assessment for medicinal products in Bahrain.  
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3.2.1.4. Oman 

Legal Basis 

A special feature for marketing authorizations in Oman is that the process of 

“renewal” is called “re-registration” at the Ministry of Health (MoH) and the Directorate 

General of Pharmaceutical Affairs & Drug Control (DGPA&DC).  

As in all Gulf countries, the renewal of a marketing authorization has to be done 

every 5 years. The renewal application should be submitted within 6 months before 

the expiry date of the marketing authorization of the affected medicinal products. (55) 

Required documents 

Before submission of the “re-registration” the applicant has to submit a “submit 

request” to the MoH before submitting the renewal application.  

The applicant has to submit the renewal application via eCTD. The following 

documents have to be provided (55) 

• Cover Letter 

• Application form (see Annex VII - Application Form for Marketing and Renewal 

Application - Oman] 

• Samples of the medicinal product 

• Pharmacovigilance system 

• Risk Management Plan 

• CPP 

• Certificate of analysis for drug substance & finished product 

• Alcohol content declaration 

• Pork content declaration 

• diluents & color agents in the product formula 

• Price list 

Assessment procedure and timelines 

The DGPA & DC does not publish any information about the timelines and the 

procedures for re-registration of marketing authorizations in Oman. 
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3.2.1.5. Qatar 

In the “Law No. 1 of 1986 on the Registration of Pharmaceutical Companies and their 

Products” it is not stated, that a renewal application for medicinal products authorized 

in Qatar is required. (56).  

Moreover the MoH in Qatar does not publish any information about information about 

renewal procedures for national marketing authorizations. It can 

therefore be concluded that a renewal application for a MA of a medicinal product is 

not required in Qatar and a MA receive an unlimited validity after approval.   

Only if the product was approved via the centralized GCC procedure, a renewal 

according the GCC is required. The renewal application of the centralized procedure 

in the GCC region will be discussed in a later section. 

3.2.1.6. Kuwait 

Legal basis 

In the ministerial decree 302/80, it is stated, that a medicinal product has to be 

renewed. The decree is not available for the public. The MoH publish a guidance 

document for the submission of registration and renewal applications based on the 

ministerial decree. (57) 

A renewal application has to be submitted within 3 months before the MA expires. 

Required documents 

The following documents are required for the renewal application: (57)   

• checklist for renewal application [Annex VIII - Renewal Checklist – Kuwait] 

• legalized CPP  

• currently approved SmPC  

• long term and accelerated stability studies from production batches 

• Samples of the finished medicinal product  

Assessment procedure and timelines 

Information about the assessment procedure and the timelines are not available. 
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3.2.2. Renewal application in the Levant States 
In this section, the renewal process of marketing authorization of medicinal products 

in Levant states will be discussed. 

3.2.2.1. Egypt 

Legal Basis 

The renewal of medicinal products in Egypt is regulated in two main ministry decrees. 

For medicinal products, the decree 425/2015 includes all requirements for 

registration in Egypt. (48) For Biologicals, the renewal process is described in the 

Ministry decree 297/2009. (58)  

For medicinal products according to Ministry Decree 425/2015 the renewal process 

should be done every 10 years. (48) For Biologicals, a renewal of the marketing 

authorization is required every 5 years. (58) 

There is no exact timeline, when the Marketing Authorization Holder has to submit 

the renewal application to the authority. In the Ministry Decree, it is only stated that 

the submission should be done in the last year of the expiry date of the marketing 

authorization. (48), (58) 

Required documents 

For local and imported medicinal products, the renewal should be performed within 2 

years after the previous registration certificate. (48), (58) 

In Egypt, the submission dossier cannot be submitted as eCTD sequence. The 

applicant has to submit the dossier as simple PDF documents. 

The renewal application should be submitted to the following email addresses: 

• For human drugs: hf296@eda.mohealth.gov.eg 

• For Biologicals: Biological_App@Eda.mohealth.gov.eg (59) 

It is mandatory to send a request before submission to the EDA. For medicinal 

products, it is required to submit the following documents: (48), (58) 

• request form the latest certificate of registration, and the latest price certificate.  
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• for biologicals, the applicant should provide beside the certificate of analysis 

and the latest price certificate, a list of all variations, the last batch release 

certificate and the renewal fee receipt.  

After reply of the authority on the request for the renewal, the applicant has to submit 

a “preliminary re-registration file” via Email. This dossier should contain: (48); (58); 

(59) 

• Application form  [Annex IX - Renewal Application Form – Egypt] 

• Registration certificate 

• legalized CPP  

• Letter of Authorization between MAH and local partner 

• registration fees receipt  

Procedure and Timeline 

The EDA will inform the applicant via “Renewal Status Letter” that the marketing 

authorization is under renewal registration. 

At the same time, the applicant has to submit the “preliminary re-registration file” to 

the following department for approval: 

• Scientific committee: If no scientific reference is available 

• Egyptian Pharmacovigilance Center 

• Technical committee communication section:  

• Naming & labels committee:  if the trade name was changed or for the 

approval of changes of the labeling for post-stability and pharmacology 

committee 

• Variation committee 

• Pricing committee 

• Stability committee 

• Pharmacology committee 

• Bioequivalence committee:  

Assessment procedure and timelines 

The timeline for the renewal approval can be from 12 up-to 24 months. (48); (58); 

(59) 
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3.2.2.2. Iraq 

In Iraq there is a special situation, that two authorities are responsible for all drug 

related issues. The Iraqian Directorate of Technical Affairs (DTA) as part of the MoH 

is responsible for all medicinal products authorized and marketed in Iraq. 

For the Kurdish autonomous region, the KMCA in Erbil is responsible for the 

assessment of renewal applications. 

Legal Basic 

The legal basis for the renewal of marketing authorizations in Iraq is two important 

guidelines, which describes the renewal process in Iraq.  

A marketing authorization in Iraq has to be renewed every five years for imported 

products and every 10 years for medicinal products manufactured locally. (60) 

Required documents 

The renewal application must be submitted three months before the expiry date of 

the marketing authorization. The product can be still placed on the market after 

submission of the renewal application. (61) 

The documents have to be sending out to the Directorate of Technical Affairs (DTA) 

as hard and soft copies. For the submission, an application form is not required. 

Instead of this, the manufacturer has to insert the following document: (60) 

• Declaration that the composition of the finished product has not been 

changed. 

• checklist for renewal application [Annex X - Renewal Checklist – Iraq] 

• CPP from COO or CPP from one reference country and a letter from the 

Iraqian National Laboratory - This letter should confirm that the finished 

product has pass all required testing for the last five batches. In this case, it is 

allowed to import the medicinal product upon one year until the requirements 

are fulfilled. (60) 

The other requirements for renewal application are the same as for an initial 

marketing authorization. (60) 

Assessment procedure and timelines 
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The DTA will start the assessment of the renewal application after receipt of all 

required documents. A detailed description of the procedure is not available. For the 

timeline of renewal, there is no timeline available.  

3.2.2.3. Kurdistan  

The KMCA in Erbil is responsible for the assessment of renewal applications in the 

Kurdish autonomous area in Iraq it is required to submit two samples of the medicinal 

product. 

Legal Basis 

The authority published a guidance document, which includes all relevant information 

for renewal applications of medicinal products authorized in Kurdistan. (62) 

According to the Guideline, a marketing authorization has to be renewed every 5 

years. (62) 

Required documents 

Additionally the following documents are required: (62) 

• Original CPP from the country of origin of the manufacturer legalized by the 

chamber of commerce and the Iraqi embassy in the country of origin. 

• Product composition certificate signed and stamped by the manufacturer; 

• Finished product specifications signed and stamped by the manufacturer; 

• Specifications of active and inactive ingredients signed and stamped by the 

manufacturer; 

• Letter from the manufacturer company declaring that there are no changes 

made on the formula, manufacturing method and the specifications of active 

and inactive ingredient and finished product; 

• Proof of payment of the registration fees. 

3.2.2.4. Iran 

Legal basis  

The renewal process for medicinal products authorized in Iran is stated in the law No. 

D/1243 dated 9th April 2009 by the Ministry of Health & Medical Education (63) and 
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the “GUIDELINES ON REGISTRATION OF PHARMACEUTICAL PRODUCTS FOR 

IMPORTS” provide the legal basis for renewal applications for medicinal products 

authorized in Iran. (42) 

A marketing authorization of a medicinal product in Iran is valid for 4 years. (42) 

The renewal application has to be submitted within six months before the marketing 

authorization expires. (63); (42) 

Required documents 

For the renewal dossier it is required to include the following documents: (42) 

• Letter of authorization (in copy) 

• Valid Representation Registration Certificate issued by the Iranian Ministry of 

Commerce 

• Certificate of a pharmaceutical Product (CPP)  

• A photocopy of the Responsible Pharmacist’s license 

• The bank receipt for license renewing fee 

• A photocopy of the existing Marketing Authorization License 

• An approval issued by the Product License Holder (PLH) or its Marketing 

Authorization Holder (MAH) on non-variation in the formulation, manufacturing 

methods and manufacturing site, and etc. of the medicine in question 

• A sample of the packaging (including the box, label, strip, cartridge or vial, 

carton labeling or shrink-wrap) 

• A specimen of the product 

• The latest approval of the Division of Quality Control Laboratory of Deputy for 

Food and Drug on the imported consignment of the medicine in question 

 

Assessment procedure and timelines 

The Iranian MOHME does not publish any information about the assessment 

procedure and the timelines for approval. 
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3.2.2.5. Israel 

Legal basis 

The basis for the requirement of renewal processes of medicinal product in Israel is 

stated in the “Pharmacist Regulations for Medicinal products” from 1986. (64) 

Additionally, the Guideline EX 005/02 from 2016 includes all processes for renewal 

applications in Israel. (65) 

Required documents 

Medicinal products, which were authorized and marketed in Israel has to be renewed 

every 5 years for the first time. In the Guideline it is stated: 

“The director is authorized to renew the validity of a registration of a medicinal 

product in the Drug Registry for additional period, each of which is not longer than ten 

years, after the expiration of the registration in the Registry." (65) 

The renewal follows two steps 

1. At first, the MAH has to request a renewal of the “quality certificate” to the 

Institute of Standardization and Control of Pharmaceuticals in Jerusalem.  

The Institute of Standardization checks the quantitative and qualitative composition of 

the medicinal product against the approved specification. After a positive outcome, 

the Institute certify, that the medicinal product meets the required standards. (65) 

Submission 

The renewal dossier for the quality certificate should be submitted as CTD dossier 

according to the ICH-M5 Guideline (65). The following parts of the dossier are 

required: 

Module 1:  

• Checklist for submission of renewal application (for chemical entities and 

biological.  

o [Annex XI – Application Form for renewal of chemical entities - Israel] 

o [Annex XII - Renewal Checklist for Biologicals – Israel] 

• Cover Letter  
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• Proof of Payment 

• Valid GMP certificate 

• QP approval for the active ingredient 

• TSE statement 

• CEP  

• Certificate of Analysis for the drug substance and the finished product 

• Valid MSDS for the active substance and exipients  

• Currently approved SmPC & PIL 

• Summary of validation status and information about the medicinal product for 

chemical entities 

Module 3:  

For the first renewal, it is required to submit all documents from this part of the CTD. 

For the next renewal applications the Institute required a reduced Module 3 which 

should include the following documents: (65) 

• specifications for drug substance and finished medicinal product 

• stability data from the last 5 years  

• significant Type II Variations - If significant variations (variations of type II that 

require the replacement of entire chapters in the registration file) occurred 

since the last renewal and the version of the file at the Institute does not 

correspond to the file in the hands of the MAH as a result of that, a complete 

updated file should be filed at the time of renewal.  

• For any submission of a complete file a signed statement by the Appointed 

Pharmacist stating that the submitted file does not contain any non-reported 

changes or changes not approved by the Ministry of Health should be 

attached.  

The file evaluator is authorized to request the submission of the complete file at 

his/her own discretion, even if it is not the first renewal.  

 

Assessment procedure and timelines 

Information about the assessment process and the timeline for the approval of a 

renewal application are not published. 
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3.2.2.6. Jordan 

Legal Basis 

In Jordan, the renewal application is regulated in the Jordan Law No. 12 of 2013, the 

Criteria for Drug Registration from 2015 and Circular No. 2/9/1/12448 of 2015.               

(43) (44) 

A renewal application should be submitted every 5 years. (66)  The applicant should 

submit the dossier within 3 months after expiry of the marketing authorization. Every 

year, the JFDA informs the local representatives with a list of all renewed products 

about the upcoming renewals.  

Required documents 

For the first renewal of a medicinal product, the JFDA requires the following 

documents, which have to be submitted in a CTD structure.  

The following documents has to be included in the renewal application (43) 

Module 1: 

• Cover Letter from local representative, the Marketing Authorization holder or 

manufacturer 

• Cover Letter from of the technical manager of the company or the responsible 

pharmacist. 

• Application form - [Annex XIII - Renewal Checklist – Application form for 

Marketing and Renewal Application - Jordan] 

• Comparison table between registration file for initial registration and re-

registration dossier   

• List of all ingredients (human or animal origins) including all relevant 

certificates 

• Confirmation letter from manufacturer that the manufacturing processes does 

not change 

• Approval letters from JFDA about all post approval changes 

• Technical agreement 

• Product Information and approved artworks 
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• Summary of Product Characteristics (legalized from the NCA) of the country of 

origin 

• Price certificate  

Module 3:  

• Drug composition 

• Shelf life specification of the drug substance 

• Certificate of Analysis of the finished product 

• Stability Studies 

Module 5: 

• Periodic Safety Update Reports (PSUR) 

If it is not the first renewal, the applicant has only to submit a legalized CPP of the 

COO and a price certificate.  

Assessment procedure and timelines 

There are no specific timelines for the renewal. According to the information of the 

authority it can take around two years for the assessment of the renewal.  
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3.2.2.7. Lebanon 

Legal basis 

The Decision 528/2017 and 293/2017 provides the basis for the requirement for the 

renewal (re-registration) of marketing authorization of medicinal products in Lebanon. 

(49); (50)  

Since 2017 it is required for MAH to submit a renewal application for all registered 

medicinal products to the MoPH (Ministry of Public Health). The Technical Committee 

of the MoPH is responsible for all issues related to registrations of medicinal 

products. 

The Marketing authorization will be cancelled, if the MAH does not submit a re-

registration dossier for all registered medicinal products to the MoPH. Additionally the 

applicant has to provide a renewal plan with information about the importance of the 

affected medicinal products for Lebanon, the date of the registration and the 

countries, where the manufacturing takes place. 

For renewal applications where the submission dossier is not completed until the 31th 

December 2017, the marketing authorization will be on hold. This has the 

consequence that it’s forbidden to bring these medicinal products to the market. They 

will be listed as “non-marketed drugs” (49); (50) 

In a Memorandum from 2016, the Ministry stated that the new re-registration process 

is still ongoing. Therefore it is not possible to give a timeline and procedure about the 

renewal process.   
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3.2.2.8. West Bank  

Legal Basis 

According to the Guidance document “GUIDANCE ON PHARMACEUTICAL 

PRODUCTS REGISTRATION IN PALESTINE” from 2007, a marketing authorization 

for a medicinal product has to be renewed every 5 years. (67) 

The renewal application has to be submitted at least 4 months before the MA expires 

to the Drug Control and Registration” Department of the MoH. It is possible to submit 

the application later, but if the submission will be performed more than 2 months after 

expiration date of the MA, the MA will be suspended. 

Required documents 

The application shall include the following: (67) 

• Application form for the renewal – [Annex XIV – Application Form for Renewal 

- Palestine] 
• Proof of Payment 

• Approved method of analysis for the finished medicinal product 

• Specification of the finished product 

• Current master formula for the product 

• Current stability study (Shelf life study) 

• Sufficient samples for analysis accompanied by a reference standard material 

from the active constituent(s). Palestinian National Authority General 

Directorate of Pharmacy Ministry of Health Drug Control and Registration Dept 

DC 002-0 37 December 2007 

• Samples from the latest secondary packaging materials and from the 

aluminum foil primary packaging material. 

Assessment procedures and timelines 

The Department of Drug Control and Registration reserves the right to ask for any 

additional documents with regard to the registered drug file.  

A timeline for the procedure and an overview about the assessment report are not 

available. 
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3.2.3. Renewal application in the Maghreb States 

3.2.3.1. Morocco 

Legal basis 

In Morocco, the following laws mention the obligatory and requirement for the 

renewal of marketing authorizations of medicinal product 

• Law No. 17-04: Code of Medicine and Pharmacy; (68) 

• Circular No. 48 DMP/00: Procedure for the Marketing Authorization Application 

of Pharmaceutical Products; (45) 

A marketing authorization of a medicinal product has to be renewed every 5 years. 

The local contact of the MAH has to submit a renewal dossier 180 days before the 

marketing authorization expires. For medicinal products imported from outside the 

marketing authorization has to be valid in the COO as well. (45) 

Required documents 

Concerning the submission of the renewal application, the DMP differs between the 

first renewal application and the following renewal applications. For the first review, 

the applicant has to submit a full CTD dossier of a medicinal product except of 

Module 4 (Non-clinical) and Module 5 (Clinical).  

It is required to submit two application forms (45) 

• “DMP” application form – [Annex XV – DMP Application Form for Renewal - 

Morocco]  

• “LNCM” application form – [Annex XVI – LCNM Application Form for 

Renewal - Morocco] 

For the following renewal applications, it is only required to submit a cover letter, 

which states that the marketing authorization will be renewed. (45) 

Assessment procedure and timelines 

The assessment of the renewal application will be submitted to the DMP. The review 

of the quality part of the dossier will be done by the LNCM and the administrative 

review by the DMP. Within 6 months, the marketing application will be renewed. 
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3.2.3.2. Algeria 

Legal Basis 

The legal basis for the renewal of marketing authorization is the Decree No. 92-284 

of 1992. (46)  

In Algeria a marketing authorization of a medicinal product has to be renewed every 

5 years. The submission of the renewal has to be done at earliest in 6 months and at 

latest in 3 month by the local agent of the MAH before the marketing authorization 

expires to the ANPP. (46) 

Required documents 

The ANPP differs between two types of scenario: (46) 

1. In case that the dossier of the initial registration does not changed or if all 

variations were submitted on-time (which means that the dossier is at the time 

of renewal up-to-date), the applicant has to submit the following documents 

• Statement of the MAH, that the content of the technical information of 

the medicinal product has not been changed since the first registration 

• Proof of payment of the registration fees (also from variations which 

were submitted in the last five years) 

• legalized CPP from the country of the MAH  

2. In case, that the current dossier of the medicinal product does not correspond 

to the initial registration dossier or if variations were not submitted previous the 

following dossier requirements has to be fulfilled 

• Renewal letter (2 copies) and statement from MAH (3 copies) that the 

changes of the medicinal product were approved. 

• Submission receipts of variations 

• Checklist list of local application form  

• Form A (legalized) –  

o Annex XVIII – Annex A Application Form for Renewal - Algeria 

o Annex XVII – Application Form for Renewal - Algeria 

o Annex XIX – Annex II Application Form for Renewal - Algeria 

• CPP and/or marketing authorization Approval letters with annexes 

issued by the country, where the MAH is stated  
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• Manufacturing license for all sites involved in drug product 

manufacturing.  

• GMP certificates for all sites participating in the drug product 

manufacturing. 

• Free On Board (FOB) price attestation 

• Therapeutic information form 

• 1 finished product sample along with the corresponding original 

certificate of analysis; 

• Copies of certificate of analysis for the active ingredient and excipients; 

• Updated soft copy of the Common Technical Document (CTD) Module 

3 (no hard copy is needed; only a CD/DVD) in addition to the updated 

labelling and summary of product characteristics; 

• Proof of payment of the registration fees; 

• Authenticated certificate of suitability (CoS) or Drug Master File (DMF) 

with letter of access; 

• Statement mentioning all the parties involved in the product 

manufacturing; 

• Copy of the Active Pharmaceutical Ingredient (API) GMP certificate; 

• Variation forms signed and stamped by the MAH. 

Legalization of required documents has to be done by the Chamber of Commerce, by 

the Ministry of Foreign Affairs and by the Algerian embassy in the country of origin of 

the MAH) 

Assessment procedure and timelines 

The renewal will be assessed within three to six months by the ANPP. (46) 
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3.2.3.3. Tunisia  

Legal basis 

In the Tunisian Law No. 85-91 from 1985 the requirement for MAH to renew the 

marketing authorization of medicinal products marketed in Tunisian is included. (69)  

Additionally the Order from the MoH from 1996 describes the obligation and 

requirements for a renewal application in Tunisia. (70) 

A marketing authorization in Tunis is valid for 5 years. A renewal application has to 

be submitted by the local contact point of the MAH 6 month before expiry date (51).   

Required documents 

The Tunisian law divides the requirement of the renewal application into two 

subgroups. 

For medicinal products manufactured in Tunisia the following documents has to be 

included in the renewal application: (51).   

• Cover letter  

• Application sheet in French signed by the applicant responsible 

pharmacist  

• A Certificate from the responsible pharmacist of the company attesting 

that there is no change in the medicinal product files that had been 

submitted for the initial registration  

• GMP certificate of manufacturing sites for the finished product 

• Updated SmPC (Word and PDF versions) 

• Proof of payment for the renewal fee  

• Two samples of the medicinal products (Tunisian market sale model) 

accompanied by their certificate of analysis. 

For medicinal products imported into Tunisia, the above mentioned documents have 

to be submitted too. Additionally it is required to submit: (51) 

• Copy of the updated Marketing authorization in the country of origin 

(COO) 

• CPP from COO 
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• Approved SmPC in the country of origin (COO) 

• Two sale model samples (Country of origin market) and the 

corresponding certificates of analysis 

• Certificate of wholesale price excluding issued by competent authorities 

in the country of origin. 

Procedure and timelines 

The timeline for the renewal assessment is due within 15 days. (51)  
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3.2. Other procedure to maintain a marketing authorization of  a 
 medicinal product in the MENA region 

In all countries of the MENA region, a marketing authorization of a medicinal product 

will be suspended, if the benefit-risk relation is negative and if there are high risks for 

the public health. 

A MA for a medicinal product can be withdrawn, if the qualitative and quantitative 

composition of the finished drug product does not fit with the specification submitted 

within the application for marketing authorization or if the documents provided in the 

initial registration are not in line with the manufacturing and pharmaceutical profile of 

the medicinal product. In some countries, it is required that at least 2 of 3 batches 

have to be compliant with the approved drug specification; otherwise the MA will be 

withdrawn by the NCA.  

For imported medicinal products, it is required that the MA in the COO is still valid. 

Otherwise this could be an entitled reason to withdrawn the marketing authorization 

in the affected country.  

Additionally a large number of MENA countries implement regulations, which defined 

that if the medicinal product is not placed on the market over a certain period, the 

marketing authorization will be cancelled. 

This procedure is well known in the European countries as “Sunset Clause”. The 

EMA defines the term as follows: 

“The so-called "sunset clause" is a provision leading to the cessation of the validity of 

the marketing authorization…” (71) 

The EMA differs between two possible scenarios to withdrawn a marketing 

authorization according to Sunset Clause: (71) 

• if the medicinal product was not placed in the market within three years after the 

initial marketing authorization. 

• if the medicinal products is not marketed for three years  

Many countries of the MENA region implement similar rules, but in the opposite to the 

Member States of the European Union, the marketing authorization will be cancelled, 

if the medicinal product is not marketed within a defined period of time after getting 
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the approval for MA. Only in a few countries of the Levant states and in Morocco, 

there are also other defined requirements to obtain a MA in these countries. 

For medicinal products registered centrally in the GCC States, a marketing 

authorization can be withdrawn if the medicinal product is not placed on the market 

within two years after approval. It is required that the medicinal product is marketed 

at least in two countries of the GCC otherwise the marketing license will be 

suspended. (72) 

The following tables provide an overview about existing rules regarding sunset clause 

in each country. 

3.2.1.   Gulf States 
Table 1: Overview about Sunset Clause in the Gulf States 

Country Sunset available 
[Yes/No] 

Timelines Other requirements 

KSA No N/A N/A 

UAE Yes 12 months  - Medicinal product 

has to be marketed 

within 12 months 

after registration 

 

Bahrain No N/A N/A 

Oman No N/A N/A 

Qatar Yes 3 months - Sunset clause for 

GCC  

- Pharmaceutical 

company does not 

marketed registered 

products for 3 

months (the 

registration of the 

pharmaceutical 

company will be 

withdrawn)  (40) 

Kuwait Yes 2 years - Medicinal product is 
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not imported within 2 

years after 

registration  

 

3.2.2.  Levant States 
Table 2: Overview about Sunset Clause in the Levant States 

Country Sunset available 
[Yes/No] 

Timelines Other requirements 

Egypt Yes 18 months 

2 years  

- product has to be 

manufactured locally 

within 18 months 

(41) 

- product has to be 

manufactured or 

imported within 2 

years from expiry 

date of the last batch  

(41) 

Iraq Yes 1 year Medicinal product 

has to be marketed 

within 1 year after 

initial MAA (73) 

Kurdistan Yes 1 year - Same requirement 

as in Iraq (73) 

Iran No N/A N/A 

Israel No N/A N/A 

Jordan No N/A N/A 

Lebanon Yes 1 year - product has to be 

marketed within 1 

year after registration 

(74) 

- if the sales of a 

medicinal product is 

very low, the MAA 

can be cancelled  
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(74) 

West Bank No N/A N/A 

  

3.2.3.  Maghreb States 
 

Table 3: Overview about Sunset Clause in the Maghreb States 

Country Sunset available 
[Yes/No] 

Timelines Other requirements 

Morocco Yes  -12 months 

- 6 months 

- medicinal product 

has to be marketed 

within 1 year of 

obtaining a license 

- continuous supply 

of goods over 6 

months and 

maintenance of 

safety stock required 

(75) 

Algeria Yes 12 months - medicinal product 

has to be placed on 

marketed within 1 

year after registration 

(46) 
 

Tunisia No N/A N/A 
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3.3. Harmonization of renewal procedure in MENA region 
Inside the MENA region, there are three subgroups, but only the Gulf States has 

developed a central renewal procedure for marketing authorizations. 

Legal Basis 

In Article 29A of the “Executive Board of the Health Ministers’ Council For GCC“, a 

marketing authorization for a centrally registered medicinal product in the GCC region 

is valid for 5 years. . (76) 

In case that the medicinal product was centrally approved by the GCC-Drug 

Registration Committee (GCC-DR), the renewal application has to be submitted 

within 3 months before the marketing authorization expires. (76) 

Required documents 

For products, which were authorized centrally via GCC-DR, it is not obligatory, that a 

local contact has to submit the application to the authority. The marketing license will 

be cancelled, if the applicant fails to submit a renewal application within 6-months 

after the expiry of the MA. 

The following documents should be submitted to the committee of the GCC-DR, 

which is responsible for renewal of medicinal products: (76) 

• Application form  

• CPP or certificate of free sale legalized by the NCA of the COO 

• List of manufacturers including the countries, who handle the medicinal 

product  

• List of countries, where the product is 

o authorized  

o not authorized and the reasons 

• Currently Approved EN version of the SmPC or PIL from COO (approved by 

the NCA of the COO) 

• List of all approved variations and re-registration applications 

• Declaration form MAH, that there is no change of the medicinal products. In 

case of any changes of the medicinal products (quality, safety or efficacy 
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related), the applicant has to submit the changes together with the re-

registration dossier 

• Update of Stability data and stability study for two batches 

• Certificate of Suitability  

• Drug Master File from Manufacturer (in case, if CEP is not available) 

• Methods of analysis for finished product according to the last approved 

Pharmacopeia 

• Certificate of Analysis for finished medicinal products  

• result of follow-up studies the product-marketing 

• Commercial Samples  

• Sample or Artwork for External Package 

For biologicals or herbal medicinal products, the Committee required the following 

documentation additionally: 

• Microbial Contamination Test for oral solutions (if one of the excipients are 

animal or plant origin  

Assessment procedure and timelines 

The timelines for the approval of a renewal application and the assessment 

procedure were not communicated by the GCC-DR. 
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4. Differences and Similarities to European Procedures 
The previous part describes the renewal procedures and maintenance procedures of 

MA in the MENA countries.  

For pharmaceutical companies located in Europe, it’s more interesting to know the 

similarities and differences to known European Procedures. 

4.1  Renewal procedure for medicinal products authorized via  
 CP, DCP and MRP in the European Union 

To get a better overview about the differences and similarities of maintenance 

procedures of MAA between the countries of the European Union and the MENA 

region, it is important to get an overview about renewal procedures for medicinal 

products authorized in the Member States of the European Union. In Europe there 

are three possible procedures to receive a MA for a medicinal product in the member 

states of the EU. 

4.1.1 Centralized procedure 
The centralized procedure allows medicinal products to receive MAA in all Member 

States of the EU. For drug substances against cancer, metabolic diseases, infectious 

diseases, and biologicals, it is required to submit an application for MA via the 

centralized procedure. 

Legal framework 

In the European regulation EC 726/2004 it is stated, that a MA for medicinal products 

authorized via CP is valid for 5 years. The EMA Guideline “Guideline on the 

processing of renewals in the centralised procedure” describes the renewal process 

for CP products. (77) 

The applicant has to submit a renewal application to the EMA within 9 months, before 

the MAA expires. It is required, that the Applicant appoints a submission date to the 

EMA. This step is important, because the EMA has to agree the proposed 

submission date with the Rapporteur and Co-Rapporteurs. (77) 
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Required documents 

The Applicant has to submit Module 1 and Module 2 of the dossier. Module 2 

contains the Quality Addendum, Non-clinical and Clinical Addendum. The Risk-

Management Plan has to be included in the dossier too. (77) 

All required documents are listed in Annex XX – Required documents for renewal of 

CP products 

It is possible to include changes in the renewal application. This has to be stated in 

the application form. If new clinical studies are available, it is obligatory to submit the 

data within the renewal application. (77) 

Assessment procedure and timelines 

The CHMP and the PRAC are involved in the assessment of a renewal application 

for a medicinal product. If the Rapporteur and Co-Rapporteur agree, that the benefit 

risk evaluation is positive, the CHMP recommend a positive opinion. This means that 

the MAA will get either an unlimited validity or validity for five years. 

If the CHMP comes to the output, that the benefit risk evaluation is not positive and 

that the medicinal product has a potential risk for the public health, the Committee will 

adopt an “unfavorable” opinion. The MAA will suspend and be withdrawn from the 

European Market. (77)  

The EMA will prepare an update of the European Public Assessment Report (EPAR), 

reflecting the renewal assessment and CHMP opinion. After the Commission 

Decision on the renewal, the updated EPAR shall be published.  

The renewal process takes 120 days. (77) 
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4.1.2 Decentralized procedure/Mutual recognition procedure 
The DCP and MRP procedures are two other options to authorize a medicinal 

product in countries of the European Union. In opposite of the centralized procedure, 

the MAH can select in which countries 

Legal Basis 

In Article 24 of the European Directive 2001/83/EC, it is stated that a MAA for a 

medicinal product is valid for five years. If the the MAA is renewed for once, the 

validity will be unlimited. The “Guideline on the Processing of the Renewals in the 

Mutual Recognition and Decentralized Procedure” describes the renewal process for 

medicinal products, which were authorized via DCP or MRP. There is no difference 

between the renewal application of medicinal products authorized via DCP or MRP. 

(78) 

The Applicant has to submit the renewal application within six months before the 

MAA expires. (78) It is important that the Applicant agrees a “common” renewal date 

with all Member States, which were involved in the process. (78) 

Required documents 

As for the renewal application for MAA authorized via Centralized Procedure, the 

Applicant has to submit the whole documentation of Module 1 and Module 2 (see 

Annex XXI – Required documents for renewal of DCP or MRP products).  

The dossier should be submitted in eCTD. (78) 

If Applicant wants to implement new amendments in the Product Information, it has to 

be discussed and agreed with the RMS before submission.  

Assessment procedure and timelines  

The aim of the renewal application is to assess the benefit-risk evaluation of a 

medicinal product based on new information and on PSURs. 

During the renewal procedure, variations should not be included in the renewal 

procedures. However it is permitted to include administrative changes of the Product 

Information together in this procedure. The changes need to be listed in the 

application form (see Annex). It is recommended to discuss proposed amendments 
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of the SmPC together with the responsible RMS before submission of the renewal 

application. 

The timeline for a renewal for medicinal products authorized via DCP or MRP is 

around 90 days. During this time, a clock-stop period is possible. The Applicant may 

send further documentation to the RMS & CMS upon request within 30 days after the 

start of the clock-stop period. 

It is possible to submit a “shortened” renewal application. This will follow a 30 days 

procedure. In this case, a clock-stop is not possible and the RMS will leads the 

assessment of the renewal. 

After the first renewal, the MA will have an unlimited validity. In some exceptions, it is 

possible that the RMS required a renewal after 5 years. 

4.1.4.  Other maintenance procedures in the European Union 
To maintain a MA for a medicinal product in the EU, it is required to obtain the sunset 

clause for medicinal products authorized under regulation 2001/83/EC.  

For centrally authorized medicinal products it is stated in Article 14 of the regulation 

726/2004 and in Article 24 of the regulation 2001/83/EC, [which is also valid for 

medicinal products authorized via DCP or MRP], it is stated that a MA will be valid, if 

one presentation of the medicinal product is placed on the market. If a medicinal 

product is not marketed within 3 years in any Member State of the EU (including the 

EEA States as Norway, Island and Lichtenstein) the MA will be withdrawn from the 

pharmaceutical market. (79) 
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4.2. Differences and Similarities between the procedures in the 
 MENA Region and the European Union 

In the previous parts of this master thesis, several procedures to maintain a MAA in 

the MENA region and the European Union were discussed. The differences and 

similarities will be shown in detail. 

Validity 

All MA in European countries and in the MENA countries have a validity of 5 years, 

except Iran, where a MA for medicinal products is valid for 4 years. (42)  

The main difference is if the first renewal application for a MAA authorized via CP, 

DCP or MRP is positive, the MAA has an unlimited validity. But this comes with an 

exception, except for medicinal products, which were authorized under “conditional 

approval or exceptional circumstances”. For these products, they have to be renewed 

again. 

All NCA’s of the MENA countries require a renewal application for every five years. 

That also applies, even the qualitative and quantitative composition of the medicinal 

products does not change or the benefit-risk evaluation remains the same as in the 

initial application. 

Date of Renewal 

To maintain a MAA via a renewal application, applicant has to submit the dossier 

within 9 months for medicinal products authorized via CP, and 6 months for medicinal 

products authorized via DCP or MRP. In the MENA region, the timelines for renewal 

are quite different.  

A majority of the MENA countries have a renewal timeline of 6 months before 

expiration of the MA. In several countries the renewal application should be 

submitted within 3 months.  

Required documents 

The Applicant has to submit the Module 1 and Module 2 of the CTD to the Authorities 

for renewal application of European MAA.  
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In most cases, the NCA of nearly all countries of the MENA region requires 

documents from Module 1 and Module 3. The overall summaries of the quality, non-

clinical and clinical part are not part of the assessment of the benefit-risk evaluation. 

The European CA does not require documents for Module 3, only on request. 

This is a main difference between MENA and Europe, because the assessment of a 

renewal application based on information provided in Module 2. For NCA of the 

MENA region, the assessors are focused on data based on the CMC part of a 

dossier, because most of variations affect the quality of a medicinal product. The 

assessment of the benefit-risk evaluation based on the summaries provided in          

Module 2 is not sufficient for the NCA of the MENA region.  

For the GCC and Levant States another possible reason could be that the data in 

Module 3 should improve, that the current manufacturing processes, the analysis and 

the specifications are up-to-date and not been changed without a corresponding 

notification to the authority. This fact could be seen as “additional” control from the 

NCA to avoid medicinal products with content which were not approved by the 

authorities.   

This “additional control” could also be a possible reason, why the applicant has to 

provide a list of all submitted variations including the approvals of the NCA. It can be 

seen as further measures against corruption, because the MAH’s and manufacturers 

cannot implement changes in the quality and quantity of a medicinal product without 

approval of the Authorities. This also indicates that the confidence of the Authorities 

to the manufacturers and MAH’s is not stabilized enough and it can be disassembled. 

For imported products or medicinal products, where the MAH is stated outside the 

affected country, the applicant has to indicate that a MAA is still valid in the COO. 

This can usually be done by submitting a CPP either from the origin country of the 

MAH (if outside the affected country) or of the country where the manufacturing takes 

place. In some countries it is also required to submit a list of all valid MAA in the 

world of the relevant medicinal product. For European renewal procedures, a CPP is 

not required for submission. Most of the medicinal products authorized in the MENA 

region are mostly imported from European countries and the USA. On the one sid the 

initial applications for new drug substances will be done in these countries. Most of 

the MAH are located there, the development of potential new drug substances takes 
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place there and both markets rank among the most important markets for 

pharmaceuticals in the world.  

On the other side the development of innovative medicinal products in the MENA 

region is not on the same level as in USA, Europe or Japan. The missing innovations 

and regulations for potential new drugs are still under development and it will take 

decades to reach the same level regarding development and marketing of medicinal 

products as the EU, USA and Japan. 

The format of the submission dossier is another point, which should be considered. 

This point indicates only exceedingly few differences. Most of the MENA countries 

require a CTD according to ICH-M4 as in the European countries. Only in Lebanon 

and Egypt, a submission of the dossier as CTD format is still not possible. The 

dossier language is English, except in the Maghreb States. In these countries, the 

applicant has to provide the documents in French. 

Assessment procedure 

The assessment of renewal applications for European MAA is quite simple. The 

benefit-risk evaluation will be assessed based on the overall summaries. For NCA 

from MENA, the assessors evaluate the benefit-risk evaluation based on the data 

mainly provided from Module 3.  

The difference in the approach of an assessment of a renewal application could be, 

that most of the NCA in the MENA region are relative “young” in opposite to the 

European NCA and not so much experienced with renewal application. In several 

countries, such as Lebanon, the obligatory for MAH to renew the MAA of their 

products was introduced in 2017 and also the renewal procedure for medicinal 

products authorized via centralized procedure of the GCC-DR is not as long as in 

Europe. 

 Another important point to consider is, the NCA of the MENA countries included 

other activities (eg. inspection of the local manufacturing) in the assessment of the 

renewal process. For European procedures, an inspection during a renewal 

procedure is not required. This additional inspection is time consuming and cause 

longer periods for the assessment of renewal applications. 
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In opposite to the renewal procedures for marketing authorizations granted via CP, 

DCP or MRP, the applicant cannot submit variations within the renewal applications. 

The authorities recommend that all important variations, which may have an impact 

on the safety, efficacy and quality of a medicinal product, should be submitted and 

approved prior to the renewal application. This is also a reason, why the applicant 

has to submit all variations, which were submitted and approved prior to the renewal 

application- due to the fact that the Authorities try to avoid additional workload during 

the renewal process. Another plausible reason could be, that the NCA does not have 

enough resources for the assessment of variations and renewal application on the 

same time. 

Timelines 

For renewal application for CP, DCP or MRP products the timeline is 120 days. This 

consists of 90 days of assessment for the authorities and 30 days as “clock-stop”. 

Sunset clause 

To maintain a MA for a medicinal product via Sunset clause exist for all European 

procedures and for the MENA countries. The requirements are nearly the same, 

except in Lebanon. The special situation there is that if the sales numbers for a 

medicinal product are not high enough, the product will be withdrawn from the 

market.  
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Fact Sheet 

Table 4:Differences and Similiarites between EU and MENA 

 Renewal MA – EU Renewal MA – MENA 

Validity  5 years for initial MAA, 

unlimited validity after renewal* 

Every 5 years 

(Iran 4 years) 

Renewal Date 9 months for CP products 

6 months for DCP/MRP 

products 

3 – 6 months 

Important requirement N/A Valid MAA in COO 

Required documents Module 1 

Module 2 

 

 

• Documents will be 

provided in English 

language 

Module 1  

Module 3 

Module 4 

Module 5 

• Documents will be 

provided in English 

language (except 

Maghreb States**) 

Assessment Assessment of benefit-risk 

evaluation 

Assessment of benefit-risk 

evaluation 

Submission EU- e-CTD 

(no paper submission) 

CTD (hard copy and soft copy), 

additional paper submission 

optional 

Timelines 120 days (90 days assessment 

+ 30 days clock-stop) - CP 

90 days (DCP/MRP) 

15 days – 24 months 

Inclusion of other 
applications within renewal? 

Yes 

• variation can be 

included within renewal 

application (for CP) 

No 

• variations cannot be 

included within renewal 

application 

Mock-ups required No Yes  

(not for all MENA countries) 

Shortened renewal 
applicable? 

Yes (for DCP/MRP) No  

(except Morocco) 

Sunset clause available Yes Yes  

except 

* except for medicinal products authorized under “conditional approval” or “Exceptional circumstances” 

** documentation should be provided in French 
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5. Summary, Discussion and Outlook 
The detailed reflection of procedures in the MENA region to maintain a marketing 

authorization for a medicinal product shows, that the regulatory affairs for medicinal 

products is in an ongoing process. During the time, many authorities in the MENA try 

to improve the procedures and regulations for pharmaceuticals. Especially due to the 

increased need of medicinal products and the development of the pharmaceutical 

sectors of local and private manufacturers, the authorities and institutions develop 

and improve existing laws and regulation to facilitate the post-authorization 

procedures in the MENA region.  

On the other side this master-thesis also shows, that many NCA in the MENA region 

are still not enough regulated. Many issues need to be improved in future as the 

transparency and timelines for renewal procedures in the relevant countries.  

The renewal applications for medicinal products authorized in the MENA region are 

(dependent from the country) very demanding. All NCA’s in the region requires 

further renewal applications of a medicinal products, even the quality and the 

composition of the medicinal product does not changed. 

These further renewal applications are not necessary, due to the fact, that neither the 

composition nor the quality of a medicinal product changed. Additionally the 

assessment of a renewal application is not transparent; in some countries as in 

Tunisia, the renewal application takes only 15 days, in Egypt the assessment can 

take up to 2 years.  

There are some similarities between the European procedures and the procedures in 

the MENA region. Nearly all MENA countries, except Egypt and Lebanon, require a 

CTD dossier, in the Gulf States a submission even as eCTD is mandatory. 

The main difference between European procedures and MENA procedures for 

renewal applications is the required documents.  

Whereas the European HA’s require the submission of Module 2, which contains the 

overall summaries for the quality, non-clinical and clinical part of a dossier, none of 

the HA’s in the MENA region requires documentation from Module 2. In some 

countries, it is obligatory to include documents from Module 4 and Module 5 into the 

renewal application.  
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The most of the authorities in the MENA require the submission of documents from 

Module 3. These documents will not be provided to the European HA’s at time of 

renewal.  

Regarding sunset clause, there requirements for medicinal products authorized in 

Europe or in the MENA region are nearly the same. In this case it is interesting to 

see, that a medicinal product can be withdrawn from the Lebanese pharmaceutical 

market, if the sales numbers are not high enough, even the medicinal product is 

placed on the market. 

The maintenance procedures in the MENA are very individual and none of the 

countries accept the approval of a renewal from another MENA country, especially 

for the Levant and Maghreb States. For these subgroups, there are no “recognition” 

procedures for renewal applications. In this case the Gulf States are further 

developed, because it is possible to maintain one MA for a medicinal product, 

centralized via GCC-DR. The renewal for a MA is valid for all member of the GCC. 

The objective of this thesis shows, how demanding the MENA region is. Especially 

for small and medium enterprises it is very difficult to authorize and maintain a MA for 

a medicinal product, due to the fact that besides the high request of documents, a 

local agent is required for all countries of the MENA region. Only in case of a 

centrally MA via GCC-DR, a local agent is not necessary. 

In the author’s point of view, the pharmaceutical sector of the MENA countries and 

the maintenance procedures for MA of medicinal products are in development and it 

can be expected with great confidence, that the regulatory procedures will be much 

better as today. 

 

 

 

.  
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Annex I - Application Form for Renewal application in KSA 
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Annex II - Application Form for Renewal of a conventional medicinal 
products UAE 
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Annex III - Renewal Application Form for General sale - UAE 
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Annex IV - Application form for Renewal for Herbal Medicinal 
Product - UAE 
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Annex V - Renewal Application Form – Bahrain 
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Annex VI - Renewal Checklist – Bahrain 
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Annex VII - Application Form for Marketing and Renewal Application 
- Oman 

 

 

 

115 
 



Maintenance of Marketing Authorizations in the MENA Region 

 

 

 

 

116 
 



Maintenance of Marketing Authorizations in the MENA Region 

 

 

 

 

117 
 



Maintenance of Marketing Authorizations in the MENA Region 

 

 

 

 

118 
 



Maintenance of Marketing Authorizations in the MENA Region 

Annex VIII - Renewal Checklist – Kuwait 
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Annex IX - Renewal Application Form – Egypt 
 

 

NEW HUMAN MEDICINE PRODUCT  

REQUEST INQUIRY FORM 
 

• Please note that, the company profile should be submitted in advance of 
the submission of the request inquiry form, in order to proceed with your 
application.  

• You should submit a scanned copy of the receipt attached with the form 
(1000 L.E.), the company should specify the generic name, and strength 
and dosage form inside the receipt.  

• Each form should be submitted for every individual product. 

• The fee is UN refundable and applicable only for this product. 
•  All the items should be fulfilled completely. 
• The company will receive a notification mail within 15 working days; if 

the box is closed and an action Letter if the box is opened. 
• The reply email or the action letter will state the decline of the request and 

the decline of the request and the inquiry will be stored according to the 
receiving time 

• For more information: rdhd@eda.mohealth.gov.eg 
  

Abbreviations: 
• FToll: Manufacturing agreement between two manufacturing 

companies. 
• COO: Country of origin 
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Company Profile Code:  Receipt amount:  

Receipt Number:  Date of stamping of the receipt:  

Section 1: Application Type. 
 

1.1 Type of 
registration: 

 Local    F Toll     Toll 
      
 Imported  Under 

license 
 Imported 

Bulk 
    Toll / Under 

License         

1.2 This 
Application 
Concern: 

  Innovator Product 

            

   Generic Products 

            

   Line Extension 
 

Section 2: Applicant Company Information: 
 

2.1. Applicant  Company Name:  

2.2. Contact Email:  

Section 3:  Product Information. 
 

3.1. Active ingredient(s) & 
strength (s): 

 

3.2. Dosage form:  

3.3. Route of administration:  

3.4. Pharmacotherapeutic 
group: 

[e.g. Antibacterial, Diuretic, ect.] 

 

3.5. Dose:  

3.6. Indication:  

3.7. Reference:  

3.8. Pack:  
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3.9. Additional information:  

Section 4: Manufacturer Information: 
 

4.1. Manufacturer Name:  

Section 5: Additional information (For Imported & Under License Products) 
 

5.1. Date of issue & expiration of CPP:  

5.2. Marketing Authorization Holder:  

5.3. Manufacturing site of the finished product:  

5.4. Manufacturer of accessories (if present):  

5.5. Packager:  

5.6. Batch Release:  

Section 6: Declaration. 

5.1. Applicant declaration 
 

In accordance with the ministerial decree 296/2009 . I certify that the information supplied is 

complete and correct and that no relevant information has been omitted. 

*Name head of regulatory affairs manager:  

*Date:                                                                            

*Contact mobile No.  
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Annex X - Renewal Checklist – Iraq 
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Annex XI – Application Form for renewal of chemical entities - Israel 
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Annex XII - Renewal Checklist for Biologicals – Israel 
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Annex XIII - Renewal Checklist – Application form for Marketing and 
Renewal Application - Jordan 
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Annex XIV – Application Form for Renewal - Palestine 
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Annex XV – DMP Application Form for Renewal - Morocco 
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Annex XVI – LCNM Application Form for Renewal - Morocco 
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Annex XVII – Application Form for Renewal - Algeria 
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Annex XVIII – Annex A Application Form for Renewal - Algeria 
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Annex XIX – Annex II Application Form for Renewal - Algeria 
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Annex XX – Required documents for renewal of CP products 
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Annex XXI – Required documents for renewal of DCP or MRP 
products 
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