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o OECD Test No. 420, 423, 425 (2023 update)
o WHO Environmental Health Criteria 6 (2020 revision)
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2.2 Sub-chronic Toxicity
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o OECD Test No. 407, 408 (2021 update)
o EMA/HMPC/67644/2009 (2022 revision)
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2.3 Chronic Toxicity
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e Guidelines:
o OECD Test No. 452, 453 (2023 update)
o WHO Environmental Health Criteria 104 (2021 revision)
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o EMA/HMPC/206805/2008 (2023 revision)
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o OECD Test No. 471,473, 474 (2023 update)
o WHO Environmental Health Criteria 51 (2021 revision)
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2.6 Carcinogenicity
o Janilszava; UsziiumnuaunsalunisnalviAaugise
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o EMA/HMPC/95714/2013 (2022 revision)
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e Lanasiidnedvan Guidelines angauay OECD, WHO, uag
EMA o Judi 11 Revnau 2024
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s1en15819a9 Guidelines &1149u Toxicological Study
(Vancouver style)
OECD Guidelines
1. OECD. Test No. 420: Acute Oral Toxicity - Fixed Dose
Procedure [Internet]. Paris: OECD Publishing; 2023 [cited
2024 Aug 11]. Available from:
https://doi.org/10.1787/9789264070943-en
2. OECD. Test No. 423: Acute Oral toxicity - Acute Toxic Class
Method [Internet]. Paris: OECD Publishing; 2023 [cited 2024
Aug 11]. Available from:
https://doi.org/10.1787/9789264071001-en
3. OECD. Test No. 425: Acute Oral Toxicity: Up-and-Down
Procedure [Internet]. Paris: OECD Publishing; 2023 [cited
2024 Aug 11]. Available from:
https://doi.org/10.1787/9789264071049-en
4. OECD. Test No. 407: Repeated Dose 28-day Oral Toxicity
Study in Rodents [Internet]. Paris: OECD Publishing; 2021



https://doi.org/10.1787/9789264070943-en
https://doi.org/10.1787/9789264070943-en
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https://doi.org/10.1787/9789264071001-en
https://doi.org/10.1787/9789264071049-en
https://doi.org/10.1787/9789264071049-en

[cited 2024 Aug 11]. Available from:
https://doi.org/10.1787/9789264070684-en

. OECD. Test No. 408: Repeated Dose 90-Day Oral Toxicity
Study in Rodents [Internet]. Paris: OECD Publishing; 2021
[cited 2024 Aug 11]. Available from:
https://doi.org/10.1787/9789264070707-en

. OECD. Test No. 452: Chronic Toxicity Studies [Internet].
Paris: OECD Publishing; 2023 [cited 2024 Aug 11]. Available
from: https://doi.org/10.1787/9789264071209-en

. OECD. Test No. 453: Combined Chronic
Toxicity/Carcinogenicity Studies [Internet]. Paris: OECD
Publishing; 2023 [cited 2024 Aug 11]. Available from:
https://doi.org/10.1787/9789264071223-en

. OECD. Test No. 414: Prenatal Developmental Toxicity Study
[Internet]. Paris: OECD Publishing; 2022 [cited 2024 Aug 11].
Available from: https://doi.org/10.1787/9789264070820-en

. OECD. Test No. 415: One-Generation Reproduction Toxicity
Study [Internet]. Paris: OECD Publishing; 2022 [cited 2024
Aug 11]. Available from:
https://doi.org/10.1787/9789264070844-en

10. OECD. Test No. 416: Two-Generation Reproduction

Toxicity [Internet]. Paris: OECD Publishing; 2022 [cited 2024
Aug 11]. Available from:
https://doi.org/10.1787/9789264070868-en

OECD. Test No. 471: Bacterial Reverse Mutation Test
[Internet]. Paris: OECD Publishing; 2023 [cited 2024 Aug 11].
Available from: https://doi.org/10.1787/9789264071247-en

12. OECD. Test No. 473: In Vitro Mammalian Chromosomal

Aberration Test [Internet]. Paris: OECD Publishing; 2023
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https://doi.org/10.1787/9789264070684-en
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https://doi.org/10.1787/9789264071209-en
https://doi.org/10.1787/9789264071223-en
https://doi.org/10.1787/9789264071223-en
https://doi.org/10.1787/9789264070820-en
https://doi.org/10.1787/9789264070844-en
https://doi.org/10.1787/9789264070844-en
https://doi.org/10.1787/9789264070868-en
https://doi.org/10.1787/9789264070868-en
https://doi.org/10.1787/9789264071247-en

[cited 2024 Aug 11]. Available from:
https://doi.org/10.1787/9789264071261-en

13. OECD. Test No. 474: Mammalian Erythrocyte
Micronucleus Test [Internet]. Paris: OECD Publishing; 2023
[cited 2024 Aug 11]. Available from:
https://doi.org/10.1787/9789264071285-en

14. OECD. Test No. 451: Carcinogenicity Studies [Internet].
Paris: OECD Publishing; 2023 [cited 2024 Aug 11]. Available
from: https://doi.org/10.1787/9789264071186-en

WHO Guidelines

15. World Health Organization. Environmental Health Criteria
6: Principles and Methods for Evaluating the Toxicity of
Chemicals, Part | [Internet]. Geneva: WHO; 2020 [cited 2024
Aug 11]. Available from:
https://www.who.int/publications/i/item/9789240005662

16. World Health Organization. Environmental Health Criteria
104 Principles for the Toxicological Assessment of Pesticide
Residues in Food [Internet]. Geneva: WHO; 2021 [cited
2024 Aug 11]. Available from:
https://www.who.int/publications/i/item/9789240023185

17. World Health Organization. Environmental Health Criteria
51: Guide to Short-term Tests for Detecting Mutagenic and
Carcinogenic Chemicals [Internet]. Geneva: WHO; 2021
[cited 2024 Aug 11]. Available from:
https://www.who.int/publications/i/item/97892400244 34

EMA Guidelines

18. European Medicines Agency. Guideline on repeated dose
toxicity (EMA/HMPC/67644/2009) [Internet]. London: EMA;
2022 [cited 2024 Aug 11]. Available from:
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https://doi.org/10.1787/9789264071261-en
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-repeated-dose-toxicity_en.pdf

https://www.ema.europa.eu/en/documents/scientific-quidelin
e/quideline-repeated-dose-toxicity en.pdf

19. European Medicines Agency. Guideline on non-clinical
documentation for herbal medicinal products in applications
for marketing authorisation (EMA/HMPC/206805/2008)
[Internet]. London: EMA; 2023 [cited 2024 Aug 11]. Available
from:
https://www.ema.europa.eu/en/documents/scientific-quidelin
e/quideline-non-clinical-documentation-herbal-medicinal-pro
ducts-applications-marketing-authorisation_en.pdf

20. European Medicines Agency. Guideline on selection of
test materials for genotoxicity testing for traditional herbal
medicinal products/herbal medicinal products
(EMA/HMPC/95714/2013) [Internet]. London: EMA; 2022
[cited 2024 Aug 11]. Available from:
https://www.ema.europa.eu/en/documents/scientific-quidelin
e/guideline-selection-test-materials-genotoxicity-testing-tradit
ional-herbal-medicinal-products/herbal_en.pdf
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