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(1) A™Mic® (Batch Records);

(2) %47~ (Chemistry, Manufacturing and Control - CMC);
(3) HiiEf#45 (Validation Reports) ;

(4) 259WF M4 (Development History Report) ;

(5) BEFEEH (Change Control);

(6) fRETiC® (Deviation Records) ;

(7) LEEHMIMIEEH (Installation Qualification/Operational Qualification — 1Q/PQ) ;
(8) FEHE (Major Changes);

(9) HLZHAE (Organizational Chart) ;

(10) =5 H# (Products List);

(11) S#uBRIAE (Site Plan Drawings) ;

(12) 22 MEE (Utility Drawings) ;

(13) BEPERIAEER (Stability Data) ;

(14) $HERAEME (Standard Operating Procedures - SOP) ;

(15) ¥ UHER (Training Records)





