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Introduction
: Quality Management
: Personnel

: Process Equipment

1:
2
3
4: Buildings and Facilities
5
6: Documentation...

7

: Materials Management

0o

: Production...
9: Packaging Labeling

10: Storage and Distribution

1.2, 1.3

2.13,2.21,2.22, 2.3, 2.50, 2.51
3.10, 3.12, 3.3

4.40, 4.41, 4.42
5.21,5.22,5.23, 5.24, 5.25
6.13,6.51, 6.52

/7.11,7.12,7.20,7.24,7.30, 7.31, 7.32,
7.44, 7.5

8.14, 8.40, 8.41, 8.50
9.42, 9.43
10.11, 10.20
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11: Laboratory Controls 11.10, 11.12, 11.21, 11.51, 11.6, 11.71,
11.72

12: Validation 12.10, 12.11, 12.12, 12.44, 12.7

13: Change Control 13.11, 13.13, 13.17

14: Rejection... 14.1, 14.2, 14.3, 14.40, 14.42, 14.43

15: Complaint and Recalls 15.10, 15.11, 15.12, 15.13
16: Contract Manufacturing 16.10,16.12, 16.14

17: Agents, Brokers... 17.10,17.20, 17.40, 17.60

18: Cell Culture... 18.14, 18.2, 18.51

19: Clinical Trials 19.3

20: Glossary API, QC, manufacture, mother liquor,

non-conformance
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