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Bundle Submission: submission of stability studies of the same pharmaceutical product with different
concentration and/or volumes and/or flavors and/or purpose of stability study
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References for technical assessment of stability studies of products submitted to General Administration of
Stability:

1- WHO TRS 1010 annex 10

2- ICH Q1A (R2) Stability Testing of New Drug Substances and Products

3- ICH Q1B Stability Testing : Photostability Testing of New Drug Substances and Products

4- ICH Q1C Stability Testing for New Dosage Forms

5- ICH Q1D Bracketing and Matrixing Designs for Stability Testing of New Drug Substances and Products

6- ICH Q1E Evaluation of Stability

7- ICH Q2(R2) Analytical Validation

8- ICH Q3A (R2) impurities in new drug substances

9- ICH Q3B (R2) impurities in new drug products

10- VICH GL58: Stability Testing of New Veterinary Drug Substances and Medicinal Products in Climatic
Zones lll and IV

11- VICH GL51: Statistical evaluation of stability data

12- VICH GL45: Bracketing and matrixing designs for stability testing of new veterinary drug substances and
medicinal products

13- VICH GL5: Stability Testing: Photostability Testing of New Drug Substances and Products

14- VICH GL3(R): Stability Testing of New Veterinary Drug Substances and Medicinal Products (Revision)

15- VICH GL4: Stability Testing: Requirements for New Dosage Forms

16- VICH GL8: Stability Testing for Medicated Premixes

17- VICH GL11(R): Impurities in New Veterinary Medicinal Products (Revision)

18- VICH GL10(R): Impurities in New Veterinary Drug Substances (Revision)

19- VICH GL39: Test Procedures and Acceptance Criteria for New Veterinary Drug Substances and New
Medicinal Products: Chemical Substances + Decision Trees

20- VICH GL1: Validation of analytical procedures : Definition and Terminology

21- VICH GL2: Validation of analytical procedures : Methodology

22- Officially recognized pharmacopeias ( USP, BP, Ep, IP, JP)

23- FAO Specifications and Evaluations for Agricultural Pesticides

24- EMEA: Specifications: test procedures and acceptance criteria for herbal substances, herbal preparations

and herbal medicinal products/traditional herbal medicinal products - Scientific guideline

25- European Agency for the Evaluation of Medicinal Products (EMA). Note for guidance on in-use stability
testing of human medicinal products

26- European Agency for The Evaluation of Medicinal Product (EMA). Guideline on Stability Testing: Stability
testing of existing active substances and related finished products

27- (ICH) guideline Q8 (R2) on pharmaceutical development- Step 5

28- Australian regulatory guideline for over-the-counter medicines Appendix 2: Guidelines on quality
aspects of OTC applications
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29- Stability by Daan Touw, Judith Thiesen, Jean Vigneron. 2023, Practical Pharmaceutics, p. 809-837
30- FDA Guidance for Industry Tablet Scoring: Nomenclature, Labeling, and Data for Evaluation

31- WHO guidelines on variations to a prequalified product TRS 981 annex 3-2013

32- EDA Guidelines for Human Pharmaceuticals Variations, Updated Version

33- EMA Note for Guidance on In-use Stability Testing of Human Medicinal Products 2001
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