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The pharmaceutical industry of the European Union maintains high standards of Quality Management in the development,
manufacture and control of medicinal products. A system of marketing authorisations ensures that all medicinal products are
assessed by a competent authority to ensure compliance with contemporary requirements of safety, quality and efficacy. A
system of manufacturing authorisations ensures that all products authorised on the European market are manufactured/im-
ported only by authorised manufacturers, whose activities are regularly inspected by the competent authorities, using Quality
Risk Management principles. Manufacturing authorisations are required by all pharmaceutical manufacturers in the European
Union whether the products are sold within or outside of the Union.

EHRBFR. Are SRR, KR EIZAT AR R R R B AR 25 BT R RE AR BT
H2 2 R EHEE, WTIRIEZ M at. REME R SRER. e T dRmR
AR i 2y i A= AR 7= /38 25 A REEMEAERRN T S B9 8, 00/ T O 28 267 b BN 75 30 32 3
MU (R R R B R U S R A . ZERREE, TR BT AP K 24 i R K A £ 00 R A K B DA A 5K
B, FTA 2 AP ARG A VAT E .

Two directives laying down principles and guidelines of good manufacturing practice (GMP) for medicinal products were
adopted by the Commission. Directive 2003/94/EC applies to medicinal products for human use and Directive 91/412/EEC
for veterinary use. Detailed guidelines in accordance with those principles are published in the Guide to Good Manufacturing
Practice which will be used in assessing applications for manufacturing authorisations and as a basis for inspection of manu-
facturers of medicinal products.

W IR 24 fh GMP e JR TR 5 07 6T B TV 23R8 T BR B & R~ fibHE. 1250 0 &M T AR 2SR
2003/94/EC 54 53& T8 A 2505 91/412/EEC 5154 . X SR A 5 N — B FE A Fa MR AT 7 (BK
B GMPHRE) &, BT HEAA G~V i, RN A SR B

The principles of GMP and the detailed guidelines are applicable to all operations which require the authorisation referred to
in Article 40 of Directive 2001/83/EC and in Article 44 of Directive 2001/82/EC, as amended by Directives 2004/27/EC and
2004/28/EC, respectively. They are also relevant for all other large scale pharmaceutical manufacturing processes, such as
that undertaken in hospitals, and for the preparation of products for use in clinical trials.

GMP [ 324 J57 I K V¥ 41 f) 46 B9 3& F T 38 2001/83/EC 5 7: 4 38 40 2 158 2001/82/EC 5154 55 44 K frik
TEVFRFTAES), 552004/27/EC 554 K 5 2004/28/EC 515443 BIX R MEL1E T 51T GMP f1%
2 J5 ) B 2 OB TE P T Ho A KRR 2 i A= 7R, Bl B il 3 LA B A T I AR X 6 FH 24 i B 71 %

All Member States and the industry agreed that the GMP requirements applicable to the manufacture of veterinary medicinal
products are the same as those applicable to the manufacture of medicinal products for human use. Certain detailed adjust-
ments to the GMP guidelines are set out in two annexes specific to veterinary medicinal products and to immunological vet-
erinary medicinal products.
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The Guide is presented in three parts and supplemented by a series of annexes. Part I covers GMP principles for the manufac-
ture of medicinal products. Part II covers GMP for active substances used as starting materials. Part III contains GMP related
documents, which clarify regulatory expectations.
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Chapters of Part I on “basic requirements” are headed by principles as defined in Directives 2003/94/EC and 91/412/EEC.
Chapter 1 on Quality Management outlines the fundamental concept of quality management as applied to the manufacture
of medicinal products. Thereafter, each chapter has a principle outlining the quality management objectives of that chapter
and a text which provides sufficient detail for manufacturers to be made aware of the essential matters to be considered when
implementing the principle.
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