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1.1 Certificate of GMP 484 Active Pharmaceutical Ingredient (API)
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1.2 Certificate of GMP Finished Product
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WmsgIngauRdendnfAty (Active Pharmaceutical Ingredient
Specification) wazanAsgIuNaAfnsiBndN3agy (Finished Product
Specification)
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2.1 Active Pharmaceutical Ingredient Specification
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2.2 Finished Product Specification
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9. InusiRuATWIaNTE (Specific quality criteria) (70 AzUUY)

wildasUToINaN1AAIIEH [Certificate of Analysis (CoA)]
(m1u Specification)
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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M3V Active Pharmaceutical Ingredient Specification ﬂ‘s‘u‘ﬂnmma‘um
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Physical description
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nsafu Active Pharmaceutical Ingredient Specification ATUYNYIT0UDS
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Physical description

59U Active Pharmaceutical Ingredient Specification AsUNNY oY
Universal tests uaz Specific tests 9384 Supplier Wy Manufacturer Usifins
wanawaluguuy“Conforms, Complies, Not detected, N/A”




M33NU Active Pharmaceutical Ingredient Specification ﬂﬁuv}ﬂﬁ”s“t‘l’a‘um

Universal tests wag Specific tests 1@W18v99 Supplier 938 Manufacturer usisl
NISLAAING LUT “Conforms, Complies, N N/A”

msafiu Active Pharmaceutical Ingredient Specification AsUNNITBLANNE
Universal tests lan1g2e4 Supplier ¥38 Manufacturer waziinisuaninaluguwuy
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product
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1.3 Risk Assessment Report for Elemental impurities
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3 Risk Assessment Report for Elemental Impurities Wana law1g Finished
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1l Risk Assessment Report for Elemental Impurities Wana law1g Finished
Product

1 Risk Assessment Report for Elemental Impurities Wand Llan1e Active
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flanignsnadau Heavy metals Tu Active Pharmaceutical Ingredient
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n1sANEIAINALAY (Stability data)
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nsAneTIduYaveINaniueien (Bioequivalence)
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