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Benefits of Mutual Recognition Procedure
(MRP) in East African Community (EAC)
for regulators — Ugandan experience
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= Introduction

= Marketing Authorization
=« MRP

= Benefits of MRP
= Role of International bodies
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Cattle 11 .4
Goats 12 4
Sheep 3.4
Pigs 3.2
Chickens 37.4 el it
Long horned Ankole Cattle
Ducks 1.5
Turkeys 0.3
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) MARKETING AUTHORIZATION
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Registration

Product dossier

SMF .
Assessment Inspections

Additional information . .
and Data Corrective actions

Compliance Compliance

Registration

Retention, Variations , Pharmacovigilance , Import
and export control and post market Surveillance
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= Initiated at the OIE/GAL\lmed workshop held in South
Africa, 201,0 \y-;: Tl et e
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MRP
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Legal Mandate

|:| The EAC Sectoral Council of Ministers adopted t
of the TWG and the CGMR ingKigali, Rwandg

oncept of MRP a
’ 2 . 4

the TORs

d This was adopted by the E

Council of isilirs o e 28th g No ner, 2014
in Nairobi, Kenya res t\g | ;
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w&” Benefits of MRP
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= Reduced timelines

*= Since applicants prefer stringent NRAs this
will promote excellence
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= Improved collaboration betwgen NRAs

= More applications e)&ae"cted due to
improved fransparency
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wr:w Obstacles to MR
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 Regulatory capacity among the different NRAs is not
uniform

* Language barrier- English Vs. French

e Different regulatory framework: Ministries Vs. DRAs

* Political Obstacles- National Pride/Sovereignty
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«gﬂ OIE Terrestrial Manual
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= £/0e Requirements for the
Gl  production and control of

Tests and Vaccines

R vaccines and other biological

cines

ummals, birds and bees

products

Available in full and up to date on
line at:

http://www.ole.int/en/international-standard-setting/terrestrial-manual/access-online/
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= \Where relevant, participate in VICH Expert Working Groups

= Submit comments to draftguidelines duri Itation

phase (step 4 of the Vg
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* AU, RO
tralnlng of NDA Staff
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