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® DRAFT PIC/S GUIDANCE: GOOD PRACTICES FOR DATA MANAGEMENT AND INTEGRITY IN REGULATED GMP/GDP ENVIRONMENTS (PI
041-1 (Draft 2) 10 August 2016):
BEEEZIET HHTER SN A X A, BEEVPEEPITHER T N B2 FHEBEY A7 PiiiisiTn s,
® MHRA ‘GXP’ Data Integrity Guidance and Definitions (March 2018):
BHFEOER L (IR - A F ) ORI TW D,
® WHO Annex 5: Guidance on good data and record management practices (WHO Technical Report Series No.996, 2016):
BRI BERT 200 %30T 25 & & BICHIRFFHE BRI L TV 5,
® FDA: Data Integrity and Compliance With CGMP (Guidance for Industry) (DRAFT GUIDANCE, April 2016):
P4 FDA IC X 2 BN T — 2 ORI T 518X % < JEH Sh, WL R Import Alert 5O RHIFIEICERS > T\ D Z & &%), ERmMITICER S
72~ Q&A ., 18THH D Q&A /RSN T 5,
® EMA: Questions and answers: Good manufacturing practice: DATA INTEGRITY (August 2016):
BLEEE N T — X EHEITH) 2 TRV ZR/NMRZT 27D Y RNt Lo T4 XA, 28 HH O Q&A BRI ILTN D,
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