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LAYOUT

• Background on MCI

• MCI registration status and experience in Africa

• Discussion and recommendations



INTRODUCTION TO MCI 



HISTORY OF M.C.I. SANTÉ ANIMALE 

Creation 1991 

in Casablanca

Current facilities in 
Mohammedia



1997-2000 : 
Creation of the pharmaceutical production unit 



2006-2009 
MCI EXTENSION TO BIOLOGICAL PRODUCTION 



2008-2017: 
NEW BUILDING EXTENSION (STERILE FORMS)



MCI IS THE COMPANY OF

Backyard 

chicken 

African Cattle, 

Sheep, 

Goats 
Camels.



PHARMACEUTICAL PRODUCTION CAPACITY

ANNUAL  MANUFACTURING  CAPACITY:
➢ 700 000 L  Liquid forms
➢ 140 Tons  Dried forms



Bacterial strains Purified antigens

BACTERIAL 
FERMENTATION 

CAPACITY

45 000 Liters/Year

CAPACITY  FOR ANTIGEN 
PRODUCTION

200 millions doses of 

monovalent antigen/year

90 000 Liters/Year 400 millions doses of 

monovalent antigen/year

End 2017

BACTERIAL ANTIGEN



On roller

More than 3000 Liter / 

year

Bioreactors

More than 7500 Liter / 

year

Global capacity of viral vaccines on cell 

culture exceed 100 M doses for 

ruminants, and other large animals.

Eggs

3000 eggs/ batch

VIRAL ANTIGEN PRODUCTION CAPACITY



MCI Current Market

North Africa

Western, Central, Eastern & Southern
Africa

Middle East 
Eastern Europe



QSE CERTIFICATION 

M.C.I. Santé Animale the first

Moroccan pharmaceutical laboratory

to obtain, in 2003, a Good

Manufacturing Practices certification

(G.M.P.) .

In 2009, M.C.I. Santé Animale

obtained a triple certification for

Quality, Safety and Environment

(ISO 9001, ISO 14001 and

OHSAS18001).



The first Moroccan pharmaceutical laboratory to obtain, a G.M.P. 

certification, in 2003.

MOROCCAN GMP CERTIFICATION 



SFDA (KSA)

2015 

USAID (USA)

2016

INTERNATIONAL GMP CERTIFICATION 

TFDA

2016 



MCI REGISTRATION SITUATION



MCI Current Market

North Africa

Western, Central, Eastern & Southern
Africa

Eastern Europe



295 marketing authorizations

Pharmaceutical Products:

Antibiotics, Anti-inflammatories, Parasiticides, Vitamins 

Target animals:
Poultry, large animals & companion animals

Biological Products:
Viral and bacterial vaccines 

MCI PRODUCT PORTFOLIO 



▪ Moroccan regulatory requirements  for veterinary Medicines are 

very similar to the Europeans’ 

▪ MCI Registration Dossiers are set up with reference to 

international Guidelines/standards: VICH, OIE Manual, Eur. US 

and British pharmacopeias, GMP&GLP standards… 

Registrations in Morocco



MCI Registrations in Africa

All 5 African Sub-regions



Registrations in countries of export

Kenya  

Uganda 

Tanzania

Tunisia

Egypt

KSA

UEMOA

Cameroon

Botswana

South 
Africa  

> 40 registration 
Applications under

process



MCI & GMP Applications in EAC

-Through Galvmed, a joint GMP inspection and inspectors training was organised 14-16 December 2016 at 

MCI. 

-This training was a part of the development of the EAC Mutual Recognition Procedure (MRP) for 

veterinary immunologicals.

-Included were inspectors from PPB and NDA

And trainees from Kenya (VMD) and Rwanda. 

- Moroccan inspectors were also invited to share their experience.



MCI products registration status in different African countries

Authority/country Submission Progress Current status Comment

UEMOA 2010
2013
2016

2 vaccines and 3 pharmas MA 
have been issued  

More products still awaiting…others 
are under process 

No GMP inspection
Long process

PPB (Kenya) 2015 GMP inspection Dec 2016 No feedback on joint  GMP inspection
No info on registration

We have been able to supply 
vaccines and pharmas

TFDA (Tanzania) 2015 GMP inspection: Sept 2016 GMP inspection report provided, 
GMP certificate issued?
Still awaiting for MA’s 
MRPs dossier are ready….when to 
submit?

We have been able to supply 
vaccines and pharmas

NDA (Uganda) 2015 GMP inspection Dec 2016 Feedback only on vaccines , not 
pharmas
No feedback on joint  GMP inspection
Still awaiting MA’s

We have been able to supply 
vaccines and pharmas

Cameroon 2013 No progress Only based on submission of dossier 
and payment of fees

No official document issued 

Botswana 2015 Almost approved

Act 36 (South Africa) Dec 2015 No feedback so far Expected after 2018



DISCUSSION AND RECOMMENDATIONS



Some thoughts on Registration of Vet Products In Africa

• Registration processes still very slow and lack of predictable time frames: costly for 
manufacturers!

• Most vaccines under registration in several African countries are for notifiable controlled 
diseases: they can still be imported through DVS dispensation

– MCI has exported these vaccines in most of the countries where registration is awaited

• Biggest concern is still with pharmaceuticals rather than vaccines (counterfeits, slow 
process, not harmonised etc.)

• Regional processes have yet to prove their advantages…

– Harmonisation and MR would be advantageous in minimising responses to different countries and 
regulators

– Centralised process in UEMOA still not quite there yet

– MR in East Africa: requires high level endorsement; situation in Kenya still not clear

• African industry still keen to support registration and availability of quality products



THANK YOU


