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Introduction to Validation and Documentations (e.& %b’ﬂm)
Process Validation: Update Regulatory Requirements (e %b’ﬂm)
Non Sterile Process Validation (e.& “fibﬂm)

Sterile Process Validation: Biological products, Liquid and Lyophilized Products (e
Fala)

Oral Solid Dosage Forms (en la9)

Liquid & Semisolid Dosage Forms (en Falua)

Dry Heat Depyrogenation/Sterilization Validation (e %bﬂm)
Moist Heat Sterilization Validation (e F1a14)

Aseptic Process Simulation/Disinfectant Validation (e Flag)
Cleaning Validation (a) (en Flaa)

Cleaning Validation (&) (e Flaa)

Analytical Method Validation (e la9)

Verification of Transportation (en Falw9).

Computerized System Validation (@) (en Fla)

Computerized System Validation (&) (en la)

Validation Master Plan and Documentations (e "filjﬂm)
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PIC/S PE 009-16 1 February 2022

PIC/S PI 006-3 25 September 2007 , Recommendations on Validation Master Plan
installation and Operational Qualification Non-Sterile Process validation and Cleaning
Validation

PIC/S PI 011-3 25 September 2007 , Guidance ,Good Practices for Computerised
System in Regulated “GXP” Environmentrs

ICH Q8(R2) Pharmaceutical Development, 2009.

ICH Q9 Quality Risk Management, 2005.

ICH Q10 Pharmaceutical Quality System, 2008.

PDA Technical Report No. 1 (Revised 2007), Validation of Moist Heat Sterilization
Processes: Cycle Design, Development, Qualification and Ongoing Control, 2007.

PDA Technical Report No. 3 (Revised 2013), Validation of Dry Heat Process Used for
Depyrogenation and Sterilization

PDA Technical Report No. 22 (Revised 2011), Process Simulation for Aseptically Filled
Products, 2011.

PDA Technical Report No. 29 (Revised 2012) Points to Consider for Cleaning
Validation, 2012.

PDA Technical Report No. 44 Quality Risk Management for Aseptic Processes, 2008.
PDA Technical Report No. 49 Points to Consider for Biotechnology Cleaning
Validation, 2010.

PDA Technical Report No. 59 Utilization of Statistical Methods for Production
Monitoring, 2012.

PDA Technical Report No. 60 Process Validation: A Lifecycle Approach, 2013.

PDA Technical Report No. 60-2 Process Validation A Life Cycle Approach, Annex 1:
Oral Solid Dosage/Semisolid Dosage Forms, 2017.

PDA Technical Report No. 61 Steam in Place, 2013.

PDA Technical Report No. 62 Recommended Practices for Manual Aseptic Processes,
2013.

PDA Technical Report No. 70 Fundamentals of Cleaning and Disinfection Programs for

Aseptic Manufacturing Facilities, 2015.



PDA Technical Report No. 77 The Manufacture of Sterile Pharmaceutical Product
Using Blow-Fill-Seal Technology, 2017.

EMA, Guideline for process validation for finished products-information and data to
be provided in regulatory submissions, 2016.

EMA, Guideline on the sterilisation of medicinal product, active substance, excipient,
and primary container, 2019.

US FDA, Guidance for Industry, Sterile Drug Products Produced by Aseptic Processing-
Current Good Manufacturing Practice, 2004.

US FDA, Guidance for Industry for the Submission of Documentation of Sterilization
Process Validation in Applications for Human and Veterinary Drug Products, 1994.

US FDA, Guidance for Industry, Process Validation: General Principles and Practices,
2011.

ISPE Guide: Cleaning Validation Lifecycle — Applications, Methods, and Controls, 2020.
ISPE Good Practice Guide: Practical Implementation of the Lifecycle Approach to
Process Validation, 2019.

ISPE Good Practice Guide: Controlled Temperature Chamber Mapping and
Monitoring, 2016.

ISPE. GAMP 5 A Risk-Based Approach to Compliant GxP Computerized System, 2022.
ISPE Good Practice Guide: Practical Implementation of the Lifecycle Approach to
Process Validation

Supplement 8 (WHO TRS No. 992, Annex 5): Temperature mapping of storage areas:
Technical supplement to WHO Technical Report Series, No. 961, 2011 (Annex 9:
Model guidance for the storage and transport of time- and temperature-sensitive
pharmaceutical products), 2015.
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