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5.2 #3853
521 AMEATINNITY BanD miﬂﬁﬁﬁmﬁf{‘fﬂmﬂﬂaﬁﬂﬁﬁmm Intemational Conference on armonization Good Clinical
Practice: ICH GCP Wuwuamslumsmumu fasandussssssuvadesimsiseiivhmsanud evnaaduey
522 wenanidedinsehsdsdmanaiesssusug laun
1) wdnnsueAUsEneLleaden (Declaration of Helsinki)

2)  Ufanannadiieansuywesy (Universal Declaration of Human Rights UDHR)
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5.3.1 AMENTTUNTILATNTIINSEEHY Usenausenssunss Adanuiuazussaunsailagiuiunnsieiuly
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ICH Harmonised Guideline Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice E6
(R2), 2015.

World Medical Association Declaration of Helsinki Ethical Principles for Medical Research Involving
Human Subjects 2013
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N3ANIN: LSRNAIAINIalN IV 1Y

National Policy and Guideline for Human Research 2015. National Research Council of Thailand.

WHO. Standard and Operational Guidance for Ethics Review of Health-related Research with Human
Participants, 2011

International Ethical Guidelines for Biomedical Research Involving Human Subjects, 2002

The Belmont Report Ethical Principles and Guidelines for the Protection of Human Subjects of Research
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7.1 ICH Harmonised Guideline Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice E6 (R2),

2015.

7.2 World Medical Association Declaration of Helsinki Ethical Principles for Medical Researchinvolving Human

Subjects 2013
73 wusudsesssumsvinideluaulutsenalve (2551) wumneasesssumsinideluauludsendlng w.e. 2550. ngamm:

T5aiuiuiansalunInende

7.4 National Policy and Guideline for Human Research 2015. National Research Council of Thailand.

7.5 WHO. Standard and Operational Guidance for Ethics Review of Health-related Research with Human
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6. L@NE1591999

6.1 ICH Harmonised Guideline Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice E6 (R2),

2015.

6.2 World Medical Association Declaration of Helsinki Ethical Principles for Medical Research Involving Human

Subjects 2013

6.3 ¥usuases5IUNsYIIeluAululssmealng (2551). wuinneasesssunisviniseluaululsemelng  w.e. 2550.
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6.4 National Policy and Guideline for Human Research 2015. National Research Council of

Thailand.
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