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[Good Manufacturing Practices (GMP)]
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2.1 Active Pharmaceutical Ingredient Specification
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2.2 Finished Product Specification
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[Good Distribution Practice (GDP)]
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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1.2 Certificate of Analysis of Finished Product

10

n59fU Finished Product Specification AsunNAYILaYeY Universal tests waz

Specific tests waziinsuanwalugudayalsuinm (Quantitative data) 3o

ftay 8nyiu Wade Physical description

10

59U Finished Product Specification asunItaves Universal tests wag
Specific tests usiinsuanwalujuwuy“Conforms, Complies, Not detected,
N fAﬂ

1.3 Risk Assessment Report for Elemental impurities

10

il Risk Assessment Report for Elemental Impurities kafs 14 Active
Pharmaceutical Ingredient wag Finished Product wsaLuenlasuNsENLIUAY
YonmMuAYeY ICH Guidelines (Q3D)

10

i1 Risk Assessment Report for Elemental Impurities waad l@w1e Finished
Product wariinsnaasy Heavy metals Ty Active Pharmaceutical Ingredient

i1 Risk Assessment Report for Elemental Impurities wand law1g Finished
Product

§1 Risk Assessment Report for Elemental Impurities U@ law1e Active
Pharmaceutical Ingredient waziin1sMAaau Heavy metals T Finished Product

Hlanzn1snasu Heavy metals Tu Active Pharmaceutical Ingredient
Specification uag Finished Product Specification
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(Package, Labeling & Patient information leaflet )
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