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[Good Manufacturing Practices (GMP)]
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1.2 Certificate of GMP Finished Product
* nstisusTRFaaLans Certificate of GMP YBs@nIUMLUTIIE *

vV a v ' as ar o el 7] s =i
ANARNET (WAzhuUIuTsy) 1iTun1siuses GMP-PIC/S Tummnaiifendesiven i
sepEIa13usee 3 U (nsdilifuusussy unliuany GMP agiinnsanlv 2.5 avuuu)

vV - v ] i ar ar El. l:J s =
AnAneN (wazdiuaussy) 1asunsiuses GMP-PIC/S Tumnaiinedesive 4
sepeina13uses 2 U (nsdilifuusussy uailiduany GMP agiinnsanly 1.5 avuuu)

=3 1 Lrar ar o nl 1o al -l
AnaneT (wazhuueussy) 1asunisiuses GMP-PIC/S Tumnaiiedesive
szpzaniuses 1 U (nsdfifuuaussy uiliduans GMP aefinnsanlv 0.5 Azuuw)

v e 1 ] ar ar nl n‘ 12 ar
HNaRNET (LasHILUIUTIY) Tn5uN155Us94 GMP-PIC/S Tununainglva9nue uay
GMP vun@1gliiiu 3 (Wiou (seninseluiuses)

UINTFININAUAWIEIAY (Active Pharmaceutical Ingredient
Specification) wazanAsgIUNARMeied15a3U (Finished Product
Specification)

10

2.1 Active Pharmaceutical Ingredient Specification
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[Good Distribution Practice (GDP)]
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WNEDIUTBINANITIATIIN [Certificate of Analysis (CoA)]
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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Physical description
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1.2 Certificate of Analysis of Finished Product
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1.3 Risk Assessment Report for Elemental impurities
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(Package, Labeling & Patient information leaflet )
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