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* [EU GMP] - European

Commission - EudraLex Volume
4 - EU Guidelines to Good
Manufacturing Practice

[EMA CPMP/QWP/155/96] -
European Medicines Agency -
Committee for Proprietary
Medicinal Products - Note for
Guidance on Development of
Pharmaceutics

PDA

- [PDA] - Parenteral Drug Association

Technical Report N° 65 -
Technology Transfer (2014)

[PDA] - Parenteral Drug Association
Technical Report N° 57 — Analytical
Method Validation and Transfer for
Biotechnology Products

Us

* [21 CFR 210-211] - Food and

Drug Administration - Code of
Federal Register - Current Good
Manufacturing for Finished
Pharmaceuticals

[US CFR 210] - Code of Federal
Regulations Food and Drug
Administration Title 21 - part
210 - Current Good
Manufacturing Practice in
Manufacturing, Processing,
Packing, or Holding of Drugs;
General

ISPE

« [ISPE] - International Society

for Pharmaceutical Engineering
Good Practice Guide
-Technology Transfer — Second
Edition (2014)
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ICH

[ICH Q2 R1]- Validation of Analytical Procedures: Text and Methodology

* [ICH Q5E] - Comparability of Biotechnological/Biological Products subject to
changes in their manufacturing Process

* [ICH Q7] - Good Manufacturing Practice for Active Pharmaceutical Ingredients

* [ICH Q8] - Pharmaceutical Development

« [ICH Q9] - Quality Risk Management

« [ICH Q10 - Pharmaceutical Quality System

* [ICH Q11]- Development and Manufacture of Drug Substances (Chemical
Entities and Biotechnological/Biological Entities)

WHO

« [WHO QAS/08.259/Rev2] - World Health Organisation Guiding Principles on
Transfer of Technology

+ [WHO TRS 961] - World Health Organisation Technical Report Series - N° 961 -
Annex 7 WHO Guideline on Technology Transfer in pharmaceutical manufacturing
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