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Executive Summary

" GMP inspection visit initiated by the following:
=" The company submits its product registration through SDR.
* Change in of manufacturing processes location.

= Regular GMP inspection for local manufacturer based on
Inspection Priority for Local Manufactures

" |[nvestigation in case of complain or recall

" 09 site manufacturers were suspended or rejected in 2022
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Overview of GMP Inspections Carried Out

" |n 2022, a total of 51 GMP inspections were conducted,
resulting in the identification of 717 deficiencies. Among
these inspections, 305 were classified as major or critical
deficiencies.




Total Number of Critical / Major / Other E
Findings in 2022

Critical

— 42 Critical deficiencies raised
— 6% of all 717 deficiencies inspections raised Critical deficiencies

Majors
— 263 Major deficiencies raised
—37% of all 717 deficiencies raised Major deficiencies +




' Overseas Inspections Review accordingto &

Continent

0/ Of the inspection
20 A) reviews are locally

Local—13
Africa—3
Australia—0
Far east—6
Indian — 8
Middle east — 9
North America—0
South America—0 o




' Overseas Inspections Review &

according to the Type of Inspection

SFDA GCC




' Overseas Inspections Review &

according to Type of Product

Sterile Non-sterile Biological




' Overseas Inspections Review &

according to Type of Company

HUMAN VETARINARY




' Most Common Findings for Sites

according to systems

Personnel

Personnel 43
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Most Common Findings for Sites
according to systems

Material Management

MATERIALS MANAGEMENT 85

RECORDS 1
STORAGE TEMP. & MONITORING
LACK OF INVENTORY CONTROL & SEGREGATION

SUPPLIER & CONTRACTOR AUDIT 1
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Most Common Findings for Sites
according to systems

Quality Management

Quality Management 80
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Change contro | CAPA Compliant & Recall Batch Release procedure Risk management Documents (PSF, SOPs, PQR Self Inspection
Tas)

Quality Management
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Most Common Findings for Sites
according to systems

Premises & Equipment

Premises & Equipment 130

Design & maintenance of Facility Design & mainten of Equip Calibrationof Equip ~~ Environmen tal control
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Premises & Equipment
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SFDA
Most C Findi for Sit
di t t
Production 245
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Contamination Line clearance & Sterility Assurance — IPC & monitoring of Environmental Documentation Housekeeping Status labeling Production planning &
segregation Aseptic Practices operations monitoring scheduling

Production
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Stability

Most Common Findings for Sites

according to systems

Quality Control 111
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Microbiological testing Sampling procedure &
facilities

Documentation

Quality Control
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Computer-data
manipulation

Chemical testing
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Retain samples
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Process validation

2

Validation master plan

according to systems

Equipment validation

Validation 98

26

Cleaning validation

Validation

10

Computerized systems
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Analytical validation

Most Common Findings for Sites

3

Process validation (rework &
reprocessing)
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' Most Common Findings for Sites

according to systems
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