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* Background on MCI

* MCI registration status and experience in Africa

e Discussion and recommendations
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INTRODUCTION TO MCI




M.C.I. HISTORY OF M.C.I. saNTE ANIMALE

Santé Animale
—

Creation 1991
in Casablanca
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Current facilities in
Mohammedia



Santé Anitale 1997-2000 :
Creation of the pharmaceutical production unit
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Santé Animale 2006-2009

— MCI EXTENSION TO BIOLOGICAL PRODUCTION
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Santé Animale 2008-2017;
e

NEW BUILDING EXTENSION (STERILE FORMS)




Sant Ak e MCI IS THE COMPANY OF

Backyard
chicken




Sant Ak e PHARMACEUTICAL PRODUCTION CAPACITY

e ————

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



Sant Ak e BACTERIAL ANTIGEN

—
Bacterial strains E— Purified antigens
BACTERIAL
CAPACITY FOR ANTIGEN
FERMENTATION PRODUCTION
CAPACITY
_ 200 millions doses of
45 000 Liters/Year monovalent antigen/year
End 2017
90 000 Liters/Year 400 millions doses of

monovalent antigen/year




M.C.I. VIRAL ANTIGEN PRODUCTION CAPACITY

Santé Animale
—

On roller Bioreactors
More than 3000 Liter / More than 7500 Liter / Eags
year year 3000 eggs/ batch

Global capacity of viral vaccines on cell
culture exceed 100 M doses for

ruminants, and other large animals.



MCI Current Market

North Africa¢ ~ Middle East
Eastern Europe

Western, Central, Eastern & Southern
Africa
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M.C.I. QSE CERTIFICATION

Santé Animale

In 2009, M.C.I. Santé Animale
obtained a triple certification for
Quality, Safety and Environment
(ISO 9001, ISO 14001 and
OHSAS18001).

M.C.I. Santé Animale the first
Moroccan pharmaceutical laboratory
to obtain, in 2003, a Good
Manufacturing Practices certification
(G.M.P.).
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Royaume du Maroc

Office National de Sécurité Sanitaire
des Produits Alimentaires
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CERTIFICAT DES BONNES PRATIQUE: E FABRICATION
CERTIFI(‘AT()F(.-O NUFA RING PRATICE
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Le Directeur Général de I'Office National de Sécurité Sanitaire des Produits Alimentaires (1) au Ministére de
1" Agriculture ct de la Péche Maritime atteste que ©
The General Director of the National Office of Sanitary food Safety (1) of the Moroccan Ministry of Agriculture
and Fisheries certifics that:
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Vu le Dahir (2) n° 1-80-340 du 17 Safar 1401 (25 décembre I980) portant pmmulgmon de la loi n® 21-80
relative 4 1exercice a tire privé de la ct de érinaires, articles 4, 5 et 6,
in view of the Dahir rz) n® 1-80-340 dated 17 .\njar 1401 (25‘* r)ecember IWW) promulgating law n®.21-80

ng the practice of ry and, articles 4, 5 and 6,
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Vu le Décret n® 2-82-541 du 29 loum.nda 11403 (15 mars 1983) pris pour application de I loi n° 21-80 relative

I’exercice, 4 titre prive, de la c Ia et de la ircs, articles 9, 10, 11 ¢t 13,

By virtue of Decree n® 2-82-541 of 29 Jonmmla 1 1403 (15 march 1983), edited in application of law n°21-80
especially articles 9. 10, 11 and 13,

Bleidll 21-80 o35 0 sl Gakais (1983 L fe 15) 1403 (s s3han 5229 3 daall 2 -82 - 541 (5 oy sall lida

13 511 510 59 Jyeaif 6 5n Liar 2y lagal Asgeally Aad sally 5 dasdll bt

MCI Santé Animale en date du 04 dscptembre

Vu la de I’
2015,
Upon the request of the

MCI Santé Animale of the 04 september 2015,
2015 55304 gt T MCI Santé Animale & sl Zlseall feayall ol 5

Vul i de I"établi irc « MCI Santé Animale» accordée le
30/06/2000 par le Secrétariat Général du Gouvernement sous le n°20627.
In view of the authorization of opening of the
grated by the General sem»rmy 'of the Government under N> 20627 on 30/06/2000.
Fakall ALY b e 2000/06/30 i % £ iasd "MCH Santé Animale ™ & kg Aol Lo sl 2l u-):‘»‘\@-
20627 @By

~ MCI Santé Animale "

Considérant le rapport N° 04/MCI/15 de la demiére inspection BPE/BPD des
les 24, 25 et 26 mars 2015,
Considering the report N° 04/MCI/1S of the last inspection GMP/GDP of the veterinary products conducted on
24, 25 and 26 march 2015,
26 3 25 24 et saiall Ay skll A 8558 U Saadl Sl ladl RS AV 1S/MCI0S o5 e —3l e el
2015 e
The inary i i named:
haneall Ay ol Abaseall Lucayalt
MCI Santé Animale
157, zone i i Sud- (ERAC)

Certificat BPF/BPD modéle version 01
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The first Moroccan pharmaceutical laboratory
certification, in 2003.

ROYAUME DU MAROC

Ministére de Ia Santé
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MOROCCAN GMP CERTIFICATION
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CERTIFICAT DE CONFORMITE
AUX BONNES PRATIQUES DE FABRICATION
DES MEDICAMENTS A USAGE VETERINAIRE
-

Le Directeur du Médicament et de la Pharmacie

Vu le Dahir n® 1-80-340 du 17 Safar 1401 (25
décembre 1980) portant promulgation de la loi n° 21-
80 relative 3 l'exercice 2 tire privé de Ja médecine, de
la chirurgie et de la pharmacic vétérinaire et ses textes
d‘applications.
Vu la demande n°® 370 du 10 septembre 2015 de
¥ phar vétérinaire
M.C.I. Santé Animale autorisé sous le numéro
20627 en date du 30 juin 2000 par lc Secrétariat
Général du Gouver par laquell

dudit ;ullh.lle le certificat
de conformité aux principes des bonnes pratiques de
fabrication B.P.F;

Considérant les éléments du rapport de la mission
d’inspection effectuée les 24, 25, 26, et 27 mars 2015
dans cet établissement.
CERTIFIE QUE
cerenr

Phar

M.C.I. Santé Animale.
Dont le sidge social est établi a : 157, Zone industrielle,
Mohammedia Sud-Ouest — Maroc.

L
Vétérinaire :

Dont le site de fabrication est établi a: 157, Zone
industrielle, Mohammedia Sud-Ouest — Maroc.
Applique les principes des bonnes pratiques de
fabrication (B.P.F) prévues par la législation et la
réglementation en vigueur.

Le présent certificat, accordé a I'établissement
pharmaceutique vétérinaire M.C.L Santé Animale, est
valable pour une durée de DEUX ANS a compter de la
date de sa signature.

Ce certificat est délivré pour servir et valoir ce que de
droit.

Signature du Directeur du
Médicament et de la Pharmacie
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FEED:{FUTURE

The US. Goverament's Global Hunger & Food Secusity Initiative

MEMORANDUM
AID-0AA-A-13-00084

1/19/2016 .
To: L Parish, AOR, USAID

Cc: . Watts, UTEP; B. Dungu, MCI Sante Animale, L. Elsken, EDGE Vet., F. VanGool, ExcelVet
From: G.E. Bemnge(%‘é‘

Subject: GLP Audit of MCI Sante Animale, Mohammedia, Morocco

Drs. Elsken and VanGool performed a structured GLP audit of MCI Sante Animale on 14-Jan,
2016 during a site visit there. Representing MCI were heads of R&D, QA, Pracess Development
and Manufacturing. Based on the findings of their audit, the consultants find MCl to be in
compliance with US GLP requi

The audit checklist is attached.

INTERNATIONAL GMP CERTIFICATION
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1. Biological Products:
- Bacterial Vaccine.

| 2. Non Sterile products : At o gtasnt

- Tablets. - Powder.
- Solution. - Suspension.
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Ref. No.: EA.177/283/01F/9

‘- TFDA

1% December, 2016

MCI Sante Animale,

Lot 157, Zone Industriclle Sud-Ouest
Mohameddia 28810,

Morocco.

RE: GOOD MANUFACTURING PRACTICE INSPECTION OF MCI SANTE
ANIMALE, LOT 157, ZONE INDUSTRIELLE SUD - OUEST 28810,
MOROCCO

1. Reference is made to the above captioned subject and the audit which was
conducted at your pharmaceutical plant on 20 September, 2016 by the Tanzania
Food and Drugs Authority (TFDA)

2. The audit was conducted as a result of your application(s) for registration of
pharmaceutical products in Tanzania
3. Based on the audit findings, the prod lines for b ceutical

and biological products (virology and bacteriology) comply with the minimum
requirements of the Tanzania Good Manufacturing Practice (GMP) Guidelines

4. The basis for reaching this decision has also been enumerated in the summary of
basis for classifying non conformances and the detailed audit report attached to
this letter.

We will prepare and send you Certificate of Good Manufacturing Practices (GMP)
at the carliest possible time.

@

Thank you for your cooperation

kel £
Dr. Danstan Hipolite
FOR: DIRECTOR GENERAL
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MCI REGISTRATION SITUATION
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MCI Current Market

North Africa¢f “Eastern Europe
|

Western, Central, Eastern & Southern
Africa
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MCI PRODUCT PORTFOLIO

marketing authorizations

Pharmaceutical Products:
Antibiotics, Anti-inflammatories, Parasiticides, Vitamins

Biological Products:
Viral and bacterial vaccines

Target animals:
Poultry, large animals & companion animals
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Registrations in Morocco

" 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...
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Santé Animale MCI Registrations in Africa
e

All 5 African Sub-regions
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Registrations in countries of export

South
Africa

Tanzania

> 40 registration
Applications under
process

Cameroon |
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— 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.

<
)

N

- ay
/ 4 |

¢ j i
e Rwanda}

-

L% ““ff“,{’?‘ )

Burundi

iy\ Tanzania (

-Included were inspectors from PPB and NDA M)
1

And trainees from Kenya (VMD) and Rwanda.

- Moroccan inspectors were also invited to share their experience.
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MCI products registration status in different African countries

UEMOA 2010

2013

2016
PPB (Kenya) 2015
TFDA (Tanzania) 2015
NDA (Uganda) 2015
Cameroon 2013
Botswana 2015

Act 36 (South Africa) Dec 2015

2 vaccines and 3 pharmas MA
have been issued

GMP inspection Dec 2016

GMP inspection: Sept 2016

GMP inspection Dec 2016

No progress

Almost approved

No feedback so far

More products still awaiting...others
are under process

No feedback on joint GMP inspection
No info on registration

GMP inspection report provided,
GMP certificate issued?

Still awaiting for MA’s

MRPs dossier are ready....when to
submit?

Feedback only on vaccines , not
pharmas

No feedback on joint GMP inspection
Still awaiting MA’s

Only based on submission of dossier
and payment of fees

No GMP inspection
Long process

We have been able to supply

vaccines and pharmas

We have been able to supply
vaccines and pharmas

We have been able to supply
vaccines and pharmas

No official document issued

Expected after 2018



DISCUSSION AND RECOMMENDATIONS




Sants Aitnale Some thoughts on Registration of Vet Products In Africa
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* 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
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THANK YOU



