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I am Ghassen BHOURI, pharmacist with 6 
years of experience in regulatory affairs.

I currently hold the position of 
Regulatory and Pharmaceutical Affairs 
Officer at MC Pharma.

I am also a RA trainer at AtawadacPharma
and content creator.

About me

MC Pharma is a service provider 
representing more than 20 international 
laboratories in Tunisia.
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ANMPS

DPM 
(Directorate of 
Pharmacy and 
Medicines) : It 

manages all 
administrative 

aspects related 
to pharmacy, 

medicines and 
related 

activities.

CNPV (National 
Pharmacovigilance 

Center) : 
Responsible of 

Pharmacovigilance in 
Tunisia.

DIP (Directorate of 
Pharmaceutical 
Inspection) : It 
carries out the 

various inspection, 
evaluation and 

investigation 
operations 
required.

LNCM 
(National 

Laboratory for 
Drug Control) : 
Controlling the 

quality of 
medicines and 

health 
products.



Guidelines in force

MEDICINAL PRODUCTS REGISTRATION GUIDE IN TUNISIA 
(version of 2016)

Bioequivalence Guide for Medicinal Products for Human Use

Guide of biosimilars registration

Guide to additional requirements for the manufacture and 
registration of medicinal products containing hazardous 

substances

Guide to the Registration of Veterinary Drugs



Guidelines : Draft for comment

GUIDE OF MEDICINES FOR HUMAN 

USE REGISTRATION IN TUNISIA.

GUIDE OF RADIOPHARMACEUTICALS 

REGISTRATION IN TUNISIA



CTD : Common technical document



CTD : Common technical document

Module 5Module 4Module 3Module 2Module 1
Module

Type 
Of drug

RequiredRequiredRequiredRequiredRequiredReference 
Product

Required 
(specific 
sections)

Not requiredRequiredRequired 
(specific 
sections)

RequiredGeneric 
product

RequiredRequiredRequiredRequiredRequiredBiosimilars



Module 1 requirements
1.0. APPLICATION LETTER

1.1. TABLE OF CONTENT

1.2. APPLICATION FORM

1.3. INFORMATION ON THE MANUFACTURE
• 1.3.1. Establishment license
• 1.3.2. Certificate of Good Manufacturing Practices
• 1.3.3. Case of subcontracting

1.4. INFORMATION ON THE PRODUCT
• 1.4.1. SmPC, Labelling, Patient Information Leaflet (PIL)
• 1.4.2. Mock-up : PIL and labelling
• 1.4.3. Samples
• 1.4.4. Imported medicinal product
• 1.4.4.1. Marketing authorization in the exporting country
• 1.4.4.2. Certificate of a Pharmaceutical Product
• 1.4.4.3. Status of the Marketing Authorization applications submitted worldwide
• 1.4.5. Under license medicinal product
• 1.4.5.1. Under license manufacturing agreement
• 1.4.5.2. Marketing Authorization of the licensor
• 1.4.5.3. Certificate of a Pharmaceutical Product
• 1.4.5.4. Status of the authorization applications submitted worldwide

1.5. INFORMATION ON THE PRICE
• 1.5.1. Price proposal
• 1.5.2. Daily cost treatment and/or cost per cure
• 1.5.3. Price certification
• 1.5.4. Price list in the other countries
• 1.5.5. Refund status and corresponding rate

1.6. INFORMATION ON PHARMACOVIGILANCE

1.7. REGISTRATION PAYMENT RECEIPT



Submission and assessment of the dossier

The submission is currently in paper and CD 
format.

The submission of applications is organized by 
appointments on the DPM website.

The opening of the meetings is done the first 
Monday of the previous month :
- For local human manufacturers, at 9 a.m.
- For human importation, at 11 a.m.

The number of appointments per month and per 
laboratory is limited to 6.



Submission and assessment of the dossier



Fastr track assessment

A fast-track assessment could be granted by the LNMC in the 

following situation:

• Tender products

• New product of major public health interest / orphan drugs

• First generic of a reference product

• Transfer to local manufacturing

• Launch of a new local manufacturer (in its first year)

• Justified Major Variations (Submit request directly to LNCM)



Life cycle management

The life cycle of an 
MA includes the 
following steps:

MA Granting Variation / 
transfer of a MA MA renewal MA withdrawal



Variation

A variation of MA (Marketing Authorization) is a change in the conditions or 
information related to a marketing authorization of a drug that has already 

been approved. This can concern various aspects such as:

• Administrative specifications (change of MAH, change of manufacturer's 
contact details).

• Quality (e.g. changes in the manufacturing process, change of 
production site).

• Safety or efficacy (addition of a new indication, modification of dosage, 
update of safety information).

Variations are classified in Tunisia as :

• Minor variation (after submission the variation can be implemented)
• Major variation (This variation required approval to be implemented)



Renewal

The MA is valid for 5 years.   If the 
marketing authorisation has expired, 

the product can no longer be marketed.

A renewal application can be submitted 
6 months before the expiry date of the 

MA at the earliest.
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