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1. ICH Q3A (R2): Impurities in New Drugs Substances. Quality Guideline:
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q3A_R2/Ste
p4/Q3A_R2_Guideline.pdf

2. ICH Q3B (R2): Impurities in New Drugs Product. Quality Guideline:
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q3B_R2/Ste
p4/Q3B_R2_Guideline.pdf

3. ICH Q3C (R6): Impurities: Guildline for Residual Solvents. Quality Guideline:
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q3C/Q3C_R
6_Step_ 4.pdf

4. ﬂmgl,"ﬁ 1531iad1. Tarinnua International Council for Harmonization (ICH) Q3 Impurities. Tu:
TR W UWNUG 1unn $pa0177, AuaT el a3dad T ug usuwal wodlawame]
UIIDNNT. International Council for Harmonization (ICH) giﬂ’]iﬂfjﬂ'a. NN W.

Ap 6 v
LOR.WI U, 2560. AU 54-80.
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http://www.fda.moph.go.th/SitePages/News.aspx?IDitem=634 (Accessed July 18, 2018)
Zhao, Y.-T.; Li, P.-Y.; Zhang, J.-Q.; Wang, L.; Yi, Z., Angiotensin Il Receptor Blockers and
Cancer Risk: A Meta-Analysis of Randomized Controlled Trials. Medicine 2016, 95 (18),
€3600.
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Technical Fact Sheet —N-Nitroso-dimethylamine (NDMA). Available at
https://www.epa.gov/sites/production/files/2017-10/documents/ndma_fact_sheet _update 9-

15-17_508.pdf. (Accessed July 20, 2018).



