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Minor Deviations
When the deviation does not affect any quality attribute, a critical process parameter, or an
equipment or instrument critical for process or control, it would be categorized as Minor, and

Major Deviations

When the deviation affects a quality attribute, a critical process parameter, an equipment or
instrument critical for process or control, of which the impact to patients (or
personnel/environment) is unlikely, the deviation is categorized as Major requiring immediate
action, investigation, and documented as such by the appropriate SOP. Possible examples of

Critical Deviations

When the deviation affects a quality attribute, a critical process parameter, an equipment or
instrument critical for process or control, of which the impact to patients (or personnel or
environment) is highly probable, including life threatening situation, the deviation is categorized

as Critical requiring immediate action, investigated, and documented as such by the appropriate
SOP.
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Ref: https://specialties.bayt.com/en/specialties/q/307183/what-is-the-difference-between-out-of-specification-and-out-of-limit/
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B vuAaa1UIal (Define the situation)

m 1 lvins1 (fix)

[ wummqﬁugwu (Identify Root Cause)

[ | ‘]Jﬁ‘]Jwami uf oy (Take Corrective & Preventive action)

W Jsziiuazaamuia (Evaluation and follow up)

Minor Deviations

Minor Deviations may be treated as follows:

Item# | MINOR DEVIATION

1 Description

2 Correction

3 Efficacy and Conclusion
4 Data base record

Major or Critical Deviations

Major or Critical Deviations may be treated as follows:

Item# | MAJOR or CRITICAL DEVIATION

Description

Correction

Efficacy of Correction

Batch Disposition, if applicable
Root Cause Investigation
CAPA

Efficacy of Corrective Action
Conclusion

Ol w»n & w o] -

Data base record
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szuumMsuImIstasuuas (Change management system)

Change control
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- Component and composition - Preservative
- Manufacturing Equipment - Batch size
- Manufacturing process - Manufacturing site change
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Product complaint
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