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day 1. Monday 19 October
OM +S1 IRL: 8:30-10:30//IL: 10:30-12:30.

Who does what in ISCP (licencing, GMP
ert, lab tests, inspection, enforcement)
Number and tasks for GMP inspectors
Designation and powers of inspectors

day 1. Monday 19 October. Session 2
RL: 11:30-13:30// IL: 13:30-15:30

Inspections done vs planned (resources)
Sampling and testing
GMP standards; annexes

Day 5. Monday 26 October
yession 9 IRL: 7:30-9:30//IL: 9:30-11:30.

1 hour: outstanding things, questions from
revious week
1hour: Enforcement

day 5. Monday 26 October
yession 10 IRL: 10:30-12:30//IL: 12:30-13:30.

Enforcement (cont)

Recall procedures

Day 2 Tuesday 20 October.

Day 2 Tuesday 20 October.
Session 3. IRL 13:15-15:15// IL 15:15-17:15

Quality Management System (QMS)
-Quality policy
-Quality manual: standards and scope

Day 6 Tuesday 27 October.
Session 11. IRL: 8:30-10:30//IL: 10:30-12:30

-Questions on Manufacturer 1

Day 6 Tuesday 27 October.

Session 12. IRL: 12:30-14:30//IL: 14:30-16:30

-Questions on Manufacturer 2

Day 3. Wednesday 21 October
Session 4 IRL: 7:30-9:30//IL: 9:30-11:30.

QMS (cont

- Senior management commitment
-Roles and Resp of quality manager
- Doc & change control policy

Day 3. Wednesday 21 October
Session 5 IRL: 10:00-11:30//IL: 12:00-13:30.

QMS (cont

-Internal Q checks on QMS: KPIs, internal audits
Recruitment, Training, Conflict of Interest and
Performance evaluation
Training/competence matrix

Day 3. Wednesday 21 October
Session 6 IRL: 12:30-14:30//1L: 14:30-16:30.

Training, Conflict of Interest, and Performance
evaluation (Cont)
Training/competence matrix

Day 7. Wednesday 28 October
Session 13 IRL: 8:30-10:30//IL: 10:30-12:30.

-Questions on Manufacturer 3

Day 7. Wednesday 28 October
Session 14 IRL: 12:30-14:30//IL: 14:30-16:30

-Clarification meeting/ outstanding issues

Day 4. Thursday 22 October
Session 7 IRL: 8:30-10:30.//IL: 10:30-12:30

Inspections database:

-Step by step preparation and conduction of
inspections:

-Evidence of risk-based approach

- Report content and drafting

-Classification of Non Compliance, close out, Follow-up,
CAPA

Day 4. Thursday 22 October
Session 8 IRL: 11:30-13:30.//IL: 13:30-15:30

Inspections database: (conf)

-Step by step preparation and conduction of
inspections

- Evidence of risk-based approach

- Report content and drafting

-Classification of Non Compliance, close out, Follow-up,
CAPA

Day 8. Thursday 29 October
Session 15 IRL: 12:00-13:00.//IL: 14:00-15:00

- Final meeting
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