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Manufacturing Practice; GMP) ﬁé’qfai%mmq a Sufisdaenans
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8.1 GMP wasuidnduaningfu (Certificate of GMP Active
Pharmaceutical Ingredient) ‘w%’amzy AP| AiL&ue

8.2 GMP vasussnenanen (Certificate of GMP Finished Product)
w%amzwmamﬁt,aua

8.3 GMP vaeU3SMiLsu559r5ans1aUanensanuLias iy (F13)

LBAENTTDAMHUANITAIVANANINATDAAN WAL (specification)
UpeU5ENNAnL MTunsdpulifudinanuaaeassunsormshazely

' @

a0 wazanaAAansAy ICH guideline laydipednuaasunaiiipnu

[T a

universal tests Taganizanstudlon (impurity) d11suingAULLae
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9.1 Drug substance/Raw material specification

9.2 Finished product specification
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