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1. Mission and organization of the FAMHP
2. Registration of medicines, laws and guidelines. 
3. Generics : evaluation process. 
4. Revision of the bioequivalence guidelines.
5. Critical issues for the registration
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6. Pharmacovigilance and inspections 
7. Statistics trends on MRPDCP, referrals. 
8. Conclusions. 
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- National procedure (NAT)
- Mutual Recognition Procedure (MRP)
- Decentralised Procedure (DCP) 
- Centralised Procedure (CP) 
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- Centralised Procedure (CP) 
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Necessary for marketing delivered by:
� Ministry of Public Health for all national, 
mutual recognition and decentralised 
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mutual recognition and decentralised 
procedures ��� � valid in the concerned Members 
States. 

� European Commission for all centralised 
procedures after advise of the EMEA ��� � valid in 
all European Union (EU). 
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-Same qualitative and quantitative composition 
in active substance as the reference product.

FAMHP / GM
23-11-2009

10

� 	�
�����!�

	 ����"����������������������������	��
���
	��
	 #������������$
��������
	%������
��	���������"��������"�������������&#�
'���������������� 	�
������(��)������������
��	���������	������������	���



� ������� � ���	
����� � ���	
�������� � ������ � ����	��

7��������	�'��"������������	���7��������	�'��"������������	���

7���
���������'

-Same pharmaceutical form as the reference 
medicinal product. 
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- and whose bioequivalence with the reference 
product has been demonstrated by appropriate 
bioavailability studies.
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After expiration of the patent of the originator 
(“data exclusivity” of 8 years and “market 
exclusivity” of 10 years), applications for generic 
medicines are 
possible : 
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· Type of products finalised through MRP/DCP in 2008:
92% of DCP Applications are for generics/hybrids
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···· Majority of referrals and CHMP arbitrations for the  
generic applications, CMDh, 2005-2008. 
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· CHMP arbitrations per ground,  CMDh, 2005-2008 . 
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� Generic medicinal products = full medicinal product
controlled by FAMHP

� Generics = same quality , efficacy and safety as
innovator products.

� Generic Industry is the principal sector in DCP and
MRP in Europe (85%).
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MRP in Europe (85%).

� Bioequivalence assessment is a pivotal part of the
registration of generic medicinal products.

� New CHMP guideline on BE for more harmonization
in Europe.
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