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WHERE to find detailed informations

NEW 2021
PIC/S: Good practices for data management and integrity
in regulated GMP/GDP environments
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Attributable – mít vlastnost, znak, cestu, symbol
Legible – čitelný
Contemporaneous – současný, souběžný
Original – původní
Accurate – správný, přesný, pravdivý
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personnel should be trained in 
detecting data integrity issues as part 
of a routine CGMP training program
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What has to be implemented into each
laboratory

Instructions: specification, analytical method, 
protocols, manuals

Records: analytical performance record, reports, 
CoA, laboratory logbooks

Electronic laboratory system for data handling 
and more…  
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Specifi
kace

AM1

AM2

AM3

AM4

AM5

Pracovní list 1

Pracovní list 2

Pracovní list 3

Pracovní list 4

Pracovní list 5

Analytický certifikát

Protokol o výsledku 

kontroly výrobní 

šarže
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Instructions

Records
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Správná dokumentační praxe
chyby
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Správná dokumentační praxe
chyby
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Data Integrity - Audit trail

www.ld-consulting.cz

§ 211.68 “backup data are exact and complete”

§ 212.110(b) “stored to prevent deterioration or loss”

§§ 211.188, 211.194, and 212.60(g) “complete information,” 
“complete data derived from all tests,”

§§ 211.22, 211.192, and 211.194(a) “reviewed for accuracy, 
completeness, and compliance with established standards”

§ 211.194 „report non-conforming test results“

§ 211.194 „report non-conforming test results“

§ 211.194 „report non-conforming test results“
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Děkuji za pozornost


