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Electrical diagrams 3
Fault finding (troubleshooting) 4
Parts List/ Mechanical & Electrical 5
Tag number must be key to the list. 6
Component description 4
Function of component 8
Supplier parts number 9
Manuals, Maintenance, Drawings 10
& Descriptions/ Mechanical &
Electrical
Manufacturer partnumber 11
installation, operation, and maintenance 12
instruction
Cleaning SOP and Check list ) 13
Calibration certificates of each component 14
1Q/0Q/PQ/DQ protocols 15
FAT protocols 16
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Material & test certificate 18
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1 -CFR11, 21, 210, 211, 600 & 610
2- EU Guide to Good Manufacturing Practices, volume 4

3- ASTM A 380-99 “Standard Practice for Cleaning, Descaling, and Passivation of Stainless-Steel
Parts, Equipment’s and System
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Row summery Description
1 cGMP Current Good Manufacturing
Practice
2 URS User Requirement Specification
3 FAT Factory Acceptance Testing
4 SAT Site Acceptance Testing
S SIP Sterilization-In-Place
6 CIP Cleaning-In-Place
7 PICS Pharmaceutical Inspection Co-
operation Scheme
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