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count and viability (2.7.29) [published
in PharmEuropa 18.1 (January 2006,
ref. PA/PH/Exp CTP/T (05) 28 ANP)].

Directive 2001/83/EC of the European
Parliament and of the Council of 6

b

November 2001 on the Community
code relating to medicinal products for
human use.

3 Directive 2004/23/EC of the European
Parliament and of the Council of 31
March 2004 on setting standards of
quality and safety for the donation,
procurement,  testing,  processing,
preservation, storage and distribution
of human tissues and cells.

4 Commission Directive 2006/17/EC of 8
February 2006 implementing Directive
2004/23/EC of  the
Parliament and of the
regards certain technical requirements
for the
testing of human tissues and cells.

5 ICH Q5D,

Characterisation of Cell Substrates

Used of

Biotechnological/Biological Products

Eudralex Vol. 2 B, Notice To Applicant,

part II-V : virological documentation

7 EMEA/CHMP Note for Guidance on

European
Council as

donation, procurement and
Derivation and
Production

for

6

Production and quality control of
medicinal  products  derived by
recombinant DNA technology
CPMP/BWP/xx

8 EMEA/CHMP Note for Guidance on
Production and quality control of

Monoclonal Antibodies CPMP/BWP/xx
EMEA/CPMP Note for guidance on
plasma-derived medicinal
(CPWP/BWP/269/95, rev.3)
10 EMEA/CHMP Points to consider on
Xenogeneic Cell Therapy Medicinal
Products (CPMP/1199/02)
EMEA/CPMP/CVMP  Note for
guidance on minimizing the risk of

products

14 |
animal spongiform
encephalopathy agents via human and
medicinal

transmitting

veterinary products
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(EMEA/410/01 rev.2)
12 EMEA/CHMP Note for Guidance on
Use of Bovine Serum in the
Manufacture of Human Biological
Medicinal Product
(CPMP/BWP/1793/02)

13 Eudralex Vol. 7BIml10a Table of
extraneous agents to be tested for in
relation to the general and species
specific guidelines on production and
control of mammalian veterinary
vaccines

14 Note for Guidance on Production and
Quality Control of Animal
Immunoglobulins and Immunosera for
Human use, CPMP/BWP/3354/99

15 EMEA/CHMP Note for Guidance on
the quality, preclinical and clinical
aspects of gene transfer medicinal
products (CPMP/BWP/3088/99)

16 Directive 93/42/EEC

17 Directive 90/385/EEC

18 EN/ISO 10993-18:2005 Biological
evaluation of medical devices- Part 18:
Chemical characterization of materials

19 EN/ISO 10993-19:2006 Biological
evaluation of medical devices- Part 19:
Physico-chemical,
topographical
materials

20 ICH Q5A Guideline on Quality of
Biotechnological Products: Viral Safety
Evaluation of Biotechnology Product
Derived From Cell Lines in of human

morphological and

characterization of

or animal origin
ICH Q6B Note For Guidance on
Specifications: Test Procedures and
Acceptance
Biotechnological/Biological
CPMP/ICH/365/96
22 CHMP guideline on potency testing of
cell-based immunotherapy medicinal
products for the treatment of cancer.
EMEA/CHMP/410869/2006

21

for
Products.

Criteria

23 ICH Q5D Derivation and
characterisation of cell substrates used
for production of



biotechnological/biological products
(CPMP/ICH/294/65

24 Ph. Eur. Monograph on vaccines for
human wuse, Section 5.2.3. Cell
substrates for the production of
vaccines for human use

25 Note for Guidance on Development

Pharmaceutics for Biotechnological
and Biological Products
CPMP/BWP/328/99

26 EN/ISO 10993-1, Biological evaluation
of medical devices - Part 1: Evaluation
and testing

27 Commission Directive 2006/86/EC of
24  October 2006 implementing
Directive 2004/23/EC of the European
Parliament and of the Council as

traceability requirements,
notification of  serious adverse
reactions and and certain
technical requirements for the coding,
processing, preservation, storage and
distribution of human tissues and cells.

28 ICH @Q 5 E, Comparability of
Biotechnological/Biological Products
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