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https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.health.gov.il/LegislationLibrary/Rokhut23.pdf
https://www.health.gov.il/LegislationLibrary/Rokhut04.pdf
https://www.ich.org/page/safety-guidelines
https://www.ich.org/page/safety-guidelines
https://www.ich.org/page/efficacy-guidelines
https://www.ich.org/page/efficacy-guidelines
https://www.ich.org/page/efficacy-guidelines
https://www.ich.org/page/efficacy-guidelines
https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/ClinicalTrials/Pages/CTH.aspx?a
https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/ISCP/Pages/regulations.aspx
https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/ISCP/Pages/regulations.aspx
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EudraLex Volume 4: Good Manufacturing Practices (GMP) guidelines, Annex 13 -
Manufacture of investigational medicinal products
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ISO 13485: Medical devices, Quality management systems — Requirements for regulatory purposes
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EMA/CHMP/QWP/545525/2017

Guideline on the requirements for the chemical and pharmaceutical quality documentation concerning
investigational medicinal products in clinical trials
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EMA/CHMP/BWP/534898/2008
Guideline on the requirements for quality documentation concerning biological investigational
medicinal products in clinical trials
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NBOG BPG 2014-3

Guidance for manufacturers and Notified Bodies on reporting of Design Changes and Changes of the

Quality System
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https://ec.europa.eu/health/documents/eudralex/vol-4_ga
http://www.doks.nbog.eu/Doks/NBOG_BPG_2014_3.pdf
https://www.nbog.eu/nbog-documents/
https://www.nbog.eu/nbog-documents/
https://www.health.gov.il/UnitsOffice/GeneralManager/Pages/All_files.aspx
https://www.health.gov.il/UnitsOffice/GeneralManager/Pages/All_files.aspx
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