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Eudralex - Volume 4 - Good Manufacturing Practice (GMP) guidelines
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Compilation of Community Procedures on Inspections and Exchange of Information

updated to include new EU formats and procedures.
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Eudralex volume 4-Good Manufacturing Practice (GMP) guidelines

Part 1- Basic Requirements for Medicinal Products

Part 2-Basic Requirements for Active Substances used as Starting Materials

Part 3- GMP related documents

Part 4- Guidelines on Good Manufacturing Practice specific to Advanced Therapy
Medicinal Products

Annexes :

Annex 1- Manufacture of sterile medicinal products

Annex 2- Manufacture of Biological active substances and medicinal products for

human use

Annex 3-Manufacture of Radiopharmaceuticals

Annex 4- Manufacture of Veterinary Medicinal Products other than Immunological
Veterinary Medicinal Products
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Annex 6-Manufacture of Medicinal Gases

Annex 7- Manufacture of Herbal Medicinal Products

Annex 8- Sampling of Starting and Packaging Materials

Annex 9-Manufacture of Liquids, Creams and Ointments

Annex 10-Manufacture of Pressurised Metered Dose Aerosol Preparations for

Inhalation
Annex 11- Computerised Systems

Annex 12- Use of Ionising Radiation in the Manufacture of Medicinal Products
Annex 13- Manufacture of Investigational Medicinal Products

Annex 14-Manufacture of Products derived from Human Blood or Human Plasma

Annex 15- Qualification and validation

Annex 16- Certification by a Qualified Person and Batch Release

Annex 17- Parametric release
Annex 19- Reference and Retention Samples
Annex 21-Importation of medicinal products

Compilation of Community Procedures on Inspections and Exchange of Information

updated to include new EU formats and procedures.

Guidelines on Good Distribution Practice of Medicinal Products for Human Use
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https://health.ec.europa.eu/document/download/eb43a2ab-4691-4cab-938e-874f2307dca3_en?filename=2009_06_annex13.pdf
https://health.ec.europa.eu/document/download/a28a88b2-d510-40c6-a40d-c1989819e13e_en?filename=annex14_rev30-03_2011_en.pdf
https://health.ec.europa.eu/document/download/7c6c5b3c-4902-46ea-b7ab-7608682fb68d_en?filename=2015-10_annex15.pdf
https://health.ec.europa.eu/document/download/20c41532-33d5-4635-ae80-8735d3d09fe0_en?filename=v4_an16_201510_en.pdf
https://health.ec.europa.eu/document/download/78d31fc9-760f-4fe9-9ccd-95595ef48a71_en?filename=2018_annex17_en.pdf
https://health.ec.europa.eu/document/download/b9b0cf46-07a6-4243-b801-446ccfcd2d72_en?filename=2005_12_14_annex19_en.pdf
https://ec.europa.eu/health/document/download/e2ddfe65-7b4e-4765-b71b-4681772d2949_en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.C_.2013.343.01.0001.01.ENG&toc=OJ:C:2013:343:TOC

