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1.1 Certificate of GMP ¥84 Active Pharmaceutical Ingredient (API)
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1.2 Certificate of GMP Finished Product
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2.1 Active Pharmaceutical Ingredient Specification
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2.2 Finished Product Specification
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(m1u Specification)
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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A59rU Active Pharmaceutical Ingredient Specification AsUNNIY88:
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Physical description
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1.2 Certificate of Analysis of Finished Product
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fLav 8ALIU WUe Physical description
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1.3 Risk Assessment Report for Elemental impurities

10

i1 Risk Assessment Report for Elemental Impurities waf3 N4 Active
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Jarimuaved ICH Guidelines (Q3D)
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i Risk Assessment Report for Elemental Impurities Uan4 lawe Finished
Product waviln1snaday Heavy metals Tu Active Pharmaceutical Ingredient

il Risk Assessment Report for Elemental Impurities wand w1 Finished
Product

i Risk Assessment Report for Elemental Impurities Wand w1 Active
Pharmaceutical Ingredient Waziinisnaaau Heavy metals 1u Finished Product

Flangn1saaau Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification
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nsAneBaduyavaIndnineien (Bioequivalence)
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(Pack:ge, Labeling & Patient information leaflet )
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5.1 Uiﬁqﬁmﬁ{?uwsn (Primary Packaging) uasuswﬁ:uﬁ%u‘lu (Secondary
Packaging)

ussefueiiidnungnsanuiiszyly Finished Product Specification lauf
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil wazusTMUUIRNIEMIIY (Individual Package)

ussutueiiidnuazaswmusyylu Finished Product Specification weilailoussy
wuulangwe (Individual Package)

5.2 2a7n (Labeling) u@ns unit dose
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5.3 \nd1sifuendmsulseansu (Patient information leaflet : PIL)
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