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Pourquoi?
e Etablir une clarté juridique du réle et de la
fonction

* Mesurer la prestation des services

* Mise en place de |'établissement et de ses
fonctions

* |dentifier les points forts et les points a améliorer

* Suivre les progres au fil du temps

* Encourager la « dépendance » et la collaboration
régionale

* Contribuer a une utilisation efficace des
ressources
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@) Sremmsen ez
Approche

Outil mondial d’analyse comparative
(GBT) de 'OMS pour les ANR des
meédicaments d usage humain

Qutil du Processus PVS de TOMSA
oour la fourniture de services
veterinaires

Benchmarking de 'Agence

européenne des médicaments
(BEMA) de 'UE

Examen d’autres outils

Rapports de la Banque mondiale sur
'initiative Enabling the Business of
Agriculture (EBA)
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(@) Sessniatin moneict
Résultat

e GBT de ’'OMS — la meilleure solution

* Couvre les aspects législatifs, institutionnels et
opérationnels

* Bonne corrélation entre la réglementation des
médicaments humains et vétérinaires

KN

 Utiliser le GBT de ’'OMS comme modele pour les MV

* Modifier/Ajouter/Supprimer des fonctions, des
indicateurs, des sous-indicateurs pour refléter les MV

* Nouvelle catégorisation pour indiquer le niveau de
maturité
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Engagement des parties prenantes

Outil d’avto-
Réponse I ol , ]
bositive comple evaluation it et
lacune simple, familier
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Composants principaux

MV Systéme Enregistrement
réglementaire MV et ¢  Locauxde

hational autorisation de 2 licence MV
mise sur le N (VLE)
(VRS) marché (VMA)

MV Tests par
lots

(VBR)

MV
Pharmacovigila

Surveillance et | Inspection | Acces au
contréle du - réglementaire laboratoire
marché MV mMv MV et tests

(VMS) (VRI) (VLT)

nce
(VPV)
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Composants principaux

Indicateurs (13)

Dispositions
légales Bonne
gouvernance

Ressources
humaines

NS
Activités de
laboratoire

Transparence, responsabilité et

communication Systeme de gestion de la qualité

Surveillance des @es activités externalisées >
erformances

Ressources
financieres
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Composants principaux

Sous-indicateurs (235)

v
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Processus

Mise en ceuvre

Remplir I'entrée de

Sélectionner un Partiellement mi

v

- I'ANR et déterminer le
sous-indicateur en cevvre
statut

Non mise en ceuvre

M Recommandation
(IDP)
3

Se termine ici.
Passer au sous-
indicateur suivan

Sans objet
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Composants principaux

2
"“-b) _‘gd“ &
AN

04 \A

& )
437 -5 E
2 gBRONZE,‘; £
> L

Pré-Bronze - capacité de fonctionnement minimale

Bronze — Des éléments du systeme réglementaire existent

Argent — Un systeme évolutif qui remplit des fonctions
régulatrices essentielles

Or - Systeme de réglementation stable, efficace et intégré

Or+ (Or Plus) — niveau de performance avancé
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Capture d’écran

LOGO HERE Tool name goes here!

Country Date of visit Tool's version Type of visit Status
Empty 01.06.2023 - 31.07.2023 _Version 1.3 Self assessmenft Draft
_vGBT Befavi.3

Maturity level algorithm critical | - |

01- VETERINARY MEDICINES NATIONAL 02- VETERINA R 03- VETERINARY MEDICINES PHARMACOVIGILANCE
REGULATORY SYSTEM (VRS) (VPV)

Contains data: Y { b Contains data: Ye { b Contains data:
= =

Implementation Pe [age 3 - Implementation Percentage: 98 Implementation Pe

04- VETERINARY MEDICINES MARKET 05- VETERINARY MEDICINES LICENSING
SURVEILLANCE AND CONTROL (VMS) ESTABLISHMENTS (VLE)

Contains data: Yes

Implementation Percentage: 97

06- VETERINARY MEDICINES REGULATORY 07- VETERINARY MEDICINES LABORATORY
INSPECTION (VRI) TESTING (VLT)

Contains data: Yes { b Contains data: Yes
=

Implementation Percentage:

Formation des Points Focaux Produits VVétérinaires -
pour I'Afrique francophone.
21 - 23 janvier 2025, Tunis, Tunisie.

SNJ?>< Funded by
ralhn UK Government




Organisation mondiale
de la santé animale

Capture d’écran

- VETERINARY MEDICINES NATIONAL REGULATORY SYSTEM (VRS

Fonction

Executive Summary

Verify Function
- @ Implemented 92 3%

Partially implemented 7.7%
| Strengths ‘ ‘ Import/Merge function ‘ @ Not implemented 0.0%
@ Mot available 0.0%
‘ @ Mot applicable 0.0%

Indicateurs

| People met ‘ ‘ Delete function

h ¢ ‘Filter sub-indicators | by ‘ Text v SOUS-indicateurS

01.Legal provisions, regulations and guidelines

92%

Text N ML Status IDPs
VRS01.01: Lega d. (Pharmaceuticals, Bartialiy e
biologicals/bigldgics/immunologicals/vaccines, ectoparaciticides/veterinary pesticides, medicated feed/specified feed additives) y impie...
ponsibilities
Bronze Implemented

(ensuring compliance with) the legislation/regulations.
VRS01.03: When more than one institution/authority is involved in VIMP regulatory activities, the regulation defines the channels of coordination and an adminifirative Implemented
mechanism is defined for it. P
VRS01.04: All VMP regulatory bodies (central and peripheral level) follow non-contradictory regulations, standards, guidelines and procedures. Gold Implemented
VRS01.05: Legal provisions and/or relevant regulations to take actions on recall, suspension, withdrawal and/or destruction of Substandard/spuriousifalsely Eronze Imblemented
labelled/falsified/counterfeit (SSFFC) VMPs as well as penalties. P E tat

01.06: VP legal provisions or regulations define requirements of transparency and dissemination of information to the public and relevant stakgifSlders. Implemented

’ -
VRS01.078guidelines for regulatory activities for VMPs are developed and/or recognised, regularly updated and made available to the publi / Gold Implemented ment d e
\| Yior ~N O 1 3

WRS01.08: Develop he VIMP regulations involves the WVMP regulatory authority responsible for their implementation a orcemefit du U Bronze Implemented 1a mise en

maturité désigne
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Capture d’écran

Veterinary Medicines Regulatory Agency Self-assessment Tool

WVRS01.01: Legal provision and/or regulation defines the veterinary medicinal products (WMPs) and technologies that need to be regulated.
(Pharmaceuticals, biologicals/bioclogics/Immunologicals/vaccines, ectoparaciticides/wveterinary pesticides, medicated feed/specified feed Done
additives)

Sub-indicator information
Relevant data extracted from GBT factsheets

SCOPE Weterinary Pharmaceuticals
Weterinary Biologicals/Immunologicals/Waccines

OBJECTIVE The objective of this sub-indicator is to ensure the existence of legis‘ation and institutional regulations that define the products that should be regulated. It is

important to set up the scope and mandate of the regulatorn,z@en cy tn charge of regulating veterinary medicinal products (WhPs) in the country.

REQUIREMENT Scope of regulated veterinary medicinal products (WRPs) ‘ \‘. 7

REFEREMCES

FRAMEWORK Structure/Foundation/Input

RATING SCALE MOT IMPLEMEMTED (MI): There are no legal provisions or regulations defining the veterinary medicinal products (WMPs) that should be regulated.

PARTIALLY IMPLEMENTED (Pl): The legal prowvisions and regulations defining the veterinary medicinal products (WhPs) that should be regulated were recently
dewveloped as draft but not yet promulgated and enforced.

IMPLEMEMNTED (I): The legal prowisions and regulations defining the wvetennary medicinal products {(WMPs) are promulgated and enforced.

LIMITATIONS & REMARKS In a short time, it may not be possible for the assessor to review all aspects that this indicator includes. Preferably the country profile or other documents that
provide a good description of the regulatorny landscape in the country should be studied beforehand.
Scoring this sub-indicator as "not applicable MNA™ is excluded (i.e. this sub-indicator will always apply for all benchmarked WVMP NREAS).

EVIDENCE TO REVIEW The assessor should request for and review:
Copy evidence
1. Promulgated legal prowvisions and regulations that define the veterinary medicinal products (WMPs) that should be regulated.

DESCRIPTION The assessor should identify within the existing legislation and institutional regulations, the scope of regulatory activities and products that should be regulated.

Copy description Existing definitions for regulated wveterinary medicinal products (WVMPs) [e.g., pharmaceuticals, biclogical products, immunologicals or vaccines and medicated
feed) should be used. It is not necessary to have a single (standalone) drug law:; howewer, a promulgated and enforced law should exist. If the base laws and
regulations refer to the need for complementary regulation, it is important to access that information.
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Capture d’écran

’
;ﬂ Veterinary Medicines Regulatory Agency Self-assessment Tool

WRS01.01: Legal provision and/or regulation defines the wveterinary medicinal products (WMPs) and technologies that need to be regulated.
(Pharmaceuticals, biologicals/bioclogics/Immunologicals/vaccines, ectoparaciticides/wveterinary pesticides, medicated feed/specified feed Done
additives)

Sub-indicator details

MATURITY LEVEL

STATUS
| Mot available | - |

NRA INPUT ‘

|
0

ASSESSOR INPUT
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Conclusion

Controle qualité Inspection
Test et audit

Evaluation scientifique et Pharmacovigilance et

Assurer la surveillance du marché

qgualité des MV
et mettre en

place des
controles
d’utilisation

Réduction des MV non Aidez a réduire la résistance
conformes aux normes/illégaux aux antimicrobiens

approbation
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Merci

n.joseph@vmd.gov.uk ou o.oyati@vmd.gov.uk
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