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Program

Assignment n.1- Review of critical procedures

Assignment n.2- Conduct of on-site audits 

Assignment n.3- Development of an action plan to correct observations 

according to their criticality

Assignment n.4- Follow-up after implementation of corrective actions

Assignment n.5- Coaching through preparation, conduct of and response 

to FDA inspection

Assignment n.6- Self-inspection and continuous control (Capability)
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1. GMP training applied to QCL.
2. Evaluation of level….
3. PAI / FDA prerequisites ….
4. Review and corrections of ….
5. Implementation of new….
6. SOP / ….
7. SOP / Preparation …
8. SOP for ….
9. Preliminary audit and state …..

Objectives of assignment #1
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Objectives of assignment #2

1. Review of quality system: …
2. Formation … (theoretical and practical).
3. Realization of a « …. » :

a. Review and Update…..
b. Develop a plan ….
c. Draft a ….

4. Assessment of the relevance….
5. Coaching through management…
6. Review and approval ….
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Objectives of assignment #3

Development of corrective actions : 
….

….

….

….
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Objectives of assignment #4

End of work inspection (if applicable):

 R….

 Q….

 R….

 F….

 C…. 
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Objectives of assignment #5

Preparation … :
oPlans ….
oOrganization ….

Participation ….
Participation … :

oManagement or « … » .
oOr live with….
oAnswer…
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Objectives of assignment #6

1. Audit ….
2. Plan ….
3. Auto ….
4. Track ….
5. Development ….
6. Closure ….
7. Control ….
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PBE Expert Inc
(Canada)  1.514-616-2692

1.450-600-0790 
(Maroc)  212-622-629-224
(Algérie) 213-540-961-234
(Tunisie)  216- 96-751-330

www.pbe-expert.com
pbe@pbe-expert.com

Laval, Canada 

PBE Expert Inc. Your 
complicance partner

http://www.pbe-expert.com/
mailto:aziz.chraibi@pharmabioeng.com
http://www.pbe-expert.com/
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