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EU /2517 BGMP DEFIR AL

‘ ‘ Primary Law ‘

Secondary Law

Regulatory statutes

Treaty establishing EU
(medicines: Article168(4)(c))

Art 168

Falsified Medicines amending Community code
Directive ——»| Medicinal products for human use
(2011/62/EC) (2001/83/EC)
API Excipients | Med.Products ?r
g
GMP Directive At13 1 Clinical Trials Directive
for medicinal products and IMP |€————— 2001/20/EC
(2003/94/EC; API as starting material) ( )
EudraLex Vol 4 (EU — GMP)
GMP-Guidelines
based on Dir 2003/94/EC and 91/411/EEC
(EudraLex Vol. 4: ‘EU-GMP’)
Part | Part Il Part IlI Annexes Other Documents
Medicinal Product Active substances GMP related
(= drug products) as starting material documents Annexes related to GMP
i ICH Q7 ICH Q9, ICH Q10, SMF, 17 GDP guideline;
Chapter 1-9 & ICH Q9 principles Batch certificate, API conf. Annex 1-17,19 comp. of comm.procedures

Scope: red: medicinal product, blue: API
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http://ec.europa.eu/health/documents/eudralex/vol-4/index_en.htm
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Batch certificate
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Part | Part II Part Il Other DOCT™S
ceuP related to GMP
(= drug products) as starting material
9, ICH Q i
er 1 & ICH QO princi Annex 1 omo oo _
d: medicinal product, biue: API
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GMPs DG #17
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‘B& : GOP/GVP h
EU: Qualified Person (QP)
Elements of a XE: ML L-mEEMN
Batch Release Process MoW: EfE#H

1. Regulatory

oy
E compliance data >
ar
a | 2.System related data for the Batch
= | current batch manufactured Release decision
‘:'. ﬁ according to regional procedures
|
£| 3.Product-related data based >="
5 .
2 | on the manufacturing process 5 o
5 o %
E 4. Product-related data from
© quality control
Batch Batch
Elements defined regarding outsourced not released releazad
activities, if applicable ¥ ¥

(Batch rejection ) ( Distribution )

ICH Quality IWG, POINTS TO CONSIDER, June 16 2011 13
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- Capabillity -
Ae 7
- Adequacy of production and control procedures :
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- Suitability of equipment and facilities :
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- Effectiveness of the quality management system :
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ICH Q-IWG enhanced training, 2011
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Boon Meow Hoe, Top GMP Deficiencies, Pharm. Tech. Europe, May, 2012, 42-44
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