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Guide to Good Manufacturing Practice for Pharmaceutical Product (PIC,
PDA-D1
May 1992)
PDA-D2 Recommendation on Quality System Requirements for GMP
Inspectorates of PIC Contracting States (PIC, July 1994)
PDA-D3 European Economic Community—Guide to Good Manufacturing

Practice for Medicinal Products

PDA-D4  |Advance Aseptic Processing (PDA, November 17-18, 1994)

The Pharmaceutical CODEX : Twelfth Edition: Principles and Practice of

PDA-D5 )
Pharmaceutics

PIC/S Conference on GMP Standards for Active Pharmaceutical

PDA-D
6 Ingredients

PDA-D7  |Preparing for an FDA Pre-Approval Inspection (February 20-21, 1997)

cGMP Consideration for the Manufacture of Clinical Bulk

PDA-D
8 Pharmaceutical Chemicals (BPCs) (PDA, February 20-21, 1997)

Investigation & Handling of Sterility Test Positives (PDA, February 20-21,

PDA-D9 |\ -

PDA-D10 |Proceeding of the PDA International Congress (February 17-19, 1997)

PDA-D11 |SUPAC-MR and IVIVC-ER Agenda (November 24-25, 1997)

An Integrated Approach in the Validation of the Manufacturing of Solid-Dosage

PDA-D12

Forms (December 1-4, 1997)
PDA-D13 1998 PDA/FDA Joint Conference (October 5-7,1998)

Electronic Signatures and Batch Records Course (October 8 ,1998)
PDA-D14 Proceeding of the PDA International Congress (PDA, February 22-26,

1999)

PDA-D15 |1999 PDA International Congress (Tokyo)

PDA-D16 1999 PDA/FDA Joint Conference & Courses (September 27-30, 1999)

1999 PDA Annual Meeting ,Courses ,forum & Exhibition

PDA-D17(1
1) (PDA, November 30-December 3, 1999) Part 1
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PDA-D17(2) 1999 PDA Annual Meeting ,Courses ,forum & Exhibition
(PDA, November 30-December 3, 1999) Part 2
PDA-D18 |Assay Validation (PDA, December 1999)
PDA-D19 Active Pharmaceutical Ingrediedients : Manufacture and Validation
(PDA, December 1999)
PDA-D20(1) Active Pharmaceutical Ingrediedients : Manufacture and Validation
References Partl (PDA, December 1999)
PDA-D20(2) Active Pharmaceutical Ingrediedients: Manufacture and Validation
References Part2 (PDA, December 1999)
PDA-D21
2000 PDA/FDA Conference: Validation of Manufacturing Process for
PDA-D22 . .
Biologics
2001 PDA International Congress, Courses and Exhibition
PDA-D23(1
1) (Kyoto, Feb 19-23, 2001)
PDA-D23(2) 20'0'1 PDA International Congress, Courses and Exhibition-Additional
Edition (Kyoto, Feb 19-23, 2001)
PDA-D24(1) |Pharmaceutical Stability Programs 2001
PDA-D24(2) Pharmaceutical Stability Programs 2001 (Pre-Conference Morning
Workshop)
PDA-D24(3) Pharmaceutical Stability Programs 2001 (Pre-Conference Afternoon
Workshop)
PDA-D25 2001 PDA/FDA Joint Regulatory Conference, Courses and Tabletop
Exhibit- Emerging Global Regulatory Issues (September 10-14, 2001)
PDA-D26 |FDA cGMP Q/A (KPDA, June 1st, 2001)
PDA-D27 2002 PDA/FDA Joint Regulatory Conference, Courses and Tabletop
Exhibit-Building A Quality System Environment
PDA-D28 |Bioassay Development And Validation (PDA, August 28, 2002)
PDA-D29 |A Comprehensive Guide to OOS Regulations (PDA, August 29, 2002)
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ICH Q7A Good Manufacturing Practice Guidance for Active
PDA-D30 . .
Pharmaceutical Ingredients (APIs)
PDA-D31 (1) 2003. PDA Annual Meeting Course Exhibition 1 : Environmental
Monitoring
PDA-D31 (2) |2003 PDA Annual Meeting Course Exhibition 2 : Manufacturing
2003 PDA Annual Meeting Course Exhibition 3 : Computerized System
PDA-D31 (3) e . .
Validation/Cleaning Validation
PDA-D31 (4) |2003 PDA Annual Meeting Course Exhibition 4 : Quality System
PDA-D31 (5) |2003 PDA Annual Meeting Course Exhibition 5 : Filtration and others
PDA 2004 Pharmaceutical & Biopharmaceutical Manufacturing,
PDA-D32 |Sciences & Technology Congress, Training Courses and Exhibition
(Singapore, May 17-19, 2004)
PDA-D33 2004 PDA/FDA Joint Regulatory Conference, Courses and Tabletop
Exhibit The New Guidances (September 20-24, 2004)
PDA-D34 | ¥ FI"R ¥ R T AL/B R 4p © AR 2 jpr
PDA-D35 %5 7 R %E = )I?L 7 }L/European Commission
PDA-D36 |3 ¥ BI"% < jpt T A/GHTF 4p B < gt
PDA-D37 %5 R < )I§L 7ot
PDA-D38 |IVD H|*% ~ }gk 7R
PDA-D39 2005 PDA/FDA Joint Regulatory Conference : The Product Life Cycle :
Quality by Design , Implementation and Continuous Improvement
PDA-D40 |GMP 7 733 1T-% & kA%
PDA-D41 |Application of a Quality Systems Approach to Pharmaceutical CGMPs
PDA-D42 2018 PDA Taiwan Drug Delivery of Injectables Conference
PDA-DA3 2018 PDA Designing A Risk-Based Cleaning and Disinfection Program for
Pharmaceutical, Biotech, and Medical Device Facilities Training Course-Taiwan
PDA-D44 |2018 PDA Container Closure Integrity Testing Training Course-Taiwan
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PDA-D45

2006 Annual Meeting : Pharmaceutical Manufacturing Science in the
21t Century From Innovation to Implementation

PDA-D46

Quality assurance of pharmaceuticals (WHO, Geneva, 2004)

PDA-D47

WHO expert committee on specifications for pharmaceutical
preparations (WHO, Geneva, 2006)

PDA-D48

2006 PDA/EMEA Joint Conference : Understanding the European GMP
Environment

PDA-D49

2006 PDA Asia-Pacific Congress

PDA-D50

2007 PDA/FDA Joint Regulatory Conference

PDA-D51

FDA/PDA + e 4 9%k 7F 31 € ¢ £ 48 % (2008.04)

PDA-D52(1)

2010PDA/FDA Joint Regulatory Conference () (2010.9.13-16)

PDA-D52(2)

2010PDA/FDA Joint Regulatory Conference (I1) (2010.9.13-16)

PDA-D53

2008 PDA/FDA Joint Regulatory Conference (2008.9.8-12)

PDA-D54(1)

2009 PDA ANNUAL MEETING, Las Vegas, Nevada(1) (2009.4.20-24)

PDA-D54(2)

2009 PDA ANNUAL MEETING, Las Vegas, Nevada(2) (2009.4.20-24)

PDA-D55(1)

Aseptic Processing Training -week 1- Vol. 1 (2009.8.17-21)

PDA-D55(2)

Aseptic Processing Training -week 1- Vol. 2 (2009.8.17-21)

PDA-D55(3)

Aseptic Processing Training Processing -week 2- (2009.9.21-25)

PDA-D56(1)

2009 PDA/FDA Joint Regulatory Conference (2009.9.14-18)

PDA-D56(2)

2009 PDA/FDA Joint Regulatory Conference (2009.9.14-18)

PDA-D57

Alfa Laval - Clean Procedure Information

PDA-D58(1)

Fundamentals of Lyophilization

PDA-D58(2)

Economical Design of Lyophilization Experiments Workshop

PDA-D58(3)

Validation of Lyophilization

PDA-D59

HA PDA T2y 55 18 [A[fFE
MAESFD ~ R BTk D0y ~Work Together ~
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2012 PDA Innovation & Best Practices on Sterile Technology

PDA-D60 Conference(2012.6.18-19)

PDA-D61 |Pharmaceutical Quality System (ICH Q10) Conference(2012.11.5-6)

PDA-D62 |Enhancing Quality & Productivity for the Industry (2013.6.30~7.2)

2014 PDA Annual Meeting : Biopharmaceutical and Sterile

PDA-D63(1
1) Manufacturing — Embracing Innovation to Meet Global Challenges (1)

2014 PDA Annual Meeting : Biopharmaceutical and Sterile

PDA-D63(2
@) Manufacturing — Embracing Innovation to Meet Global Challenges (2)

PDA-D64 |PDA 10th Annual Global Conference on Pharmaceutical Microbiology

PDA-D65 |2016 PDA Europe Workshop : Extractables and Leachables

PDA-D66 |Quality Culture and Investigations : Best Practices

PDA-D67 2019 PDA Drug Delivery of Inhectables Conference

PDA-D68 |Fundamentals of Aseptic Processing Option6

Annex 1 - Final Version and its Impact - Current requirements on aseptic

PDA-D69 .
manufacturing

PDA-D70 |KPIs and Quality Metrics - How to foster Continual Quality Improvement

PDA-D71 |Bioburden - Regulatory Expectations and Practical Experiences

PDA-D72

PDA-D73

PDA-D74

PDA-D75

PDA-D76

PDA-D77

PDA-D78

PDA-D79

PDA-D80
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PDA-E1(1) |UV and IR Spectra of Some Important Drugs (l)

PDA-E1(2) |UV and IR Spectra of Some Important Drugs (ll)

PDA-E1(3) |UV and IR Spectra of Some Important Drugs (lll)

PDA-E1(4) |UV and IR Spectra of Some Important Drugs (V)
PDA-E2 | F i E 11 GMP
PDA-E3  |Microbiological Contamination Control in Pharmaceutical Clean Rooms
PDA-E4  |Microbiological Assay for Pharmaceutical Analysis : A Rational Approach
PDA-ES  |Pharmaceutical Master Validation Plan
PDA-E6  |Microbial Risk And Investigations
PDA-E7  |Clean Room Design-Minimizing Contamination Through Proper Design
PDA-E8 21+ % &+ %5 i}]‘ﬁ
PDA-E9 |2 4 T3t

PDA-E10 |Cleanroom Microbiology

PDA-E1l |# &2 A %4y »

PDAEI2 | B2 A&Edps

PDA-E13 | Flipf i 2269 i

PDA-E14 |Microbial Limit Bioburden Tests

PDA-E15S | F#] %1 dindesE

PDAE16(1) (A& R B S g2 (2 )
PDAE16(2) (A& FEEH L ASEL 24 (TH)

PDA-E17 | & GMP < i i 3fg

PDAEI8 |% & GMP %% 5 %

PDA-E19 |GMP fj#3

PDA-E20 |% &b & Flentp 3 12

E-1



fEE H $% pda07006-1

HHLE : i
PDA-E21 (ISO 9000 # ##c++2- 2 1’94 %< 1SO 9000 # - = %%
PDA-E22 |B & @3 {R8(¢ ~ & ~ P 2 HBIKA)
PDA-E23(1) |#~EHF(F )
PDA-E23(2) |4 TL & &I F (T #)

PDA-E24 |% * & > > ® B f%

PDA-E25 |4 P& T bushi2

PDA-E26 |7 dticd 56+ #

PDA-E27 | &2 7 5 & F FLHi=(GMP)ik Zn(- )

PDAEZS Validating Corporate Computer Systems : Good IT Practice for
Pharmaceutical Manufacturers

PDA-E29 [;#% &5 % -k

PDA-E30 |/t iz 4p31(1~V)

PDA-E31 | * ik K = 4f

PDA-E32 |+ B%EH ¢

PDAE33 |2 4 A7 % FAP &% 7|

PDA-E34 Standard Productipn Procedures for Therapeutic Products - Instruction
manual for Analytical Method Validation

PDA-E35 Trend And _ Out-(.)f-Tre_no.I Analysis For Pharmaceutical Quality And
Manufacturing Using Minitab

PDAE36 |2 F H N+ X

PDA-E37 [P a & f Hjr

PDA-E38 |Documentation System Clear and Simple

PDA-E39 |Pharmaceutical Manufacturing Change Control

PDA-E40 |Calibration in the Pharmaceutical Laboratory

PDA-E41 |Basic statistics and pharmaceutical statistical application

E-2



fEE H $% pda07006-1

S5 E v -
PDA-E42 |[F % X RZEH
PDAE43 |4 $ & X P F K
PDA-E44 P& L-EL
PDA-E45 |84 * % s B
PDA-E46 |EH|F (1 1)
PDA-E47 |ZEH|F(T )
PDA-E48  |JIS 484k +1 4L » F*
PDA-EA9 |44k ‘o 5 AF A BL R
PDA-ES0 Sz AT RO RET W g
PDA-ES1 | F  E 4 ¢ L%
PDA-E52 -Pf B R E R
PDA-ES3 |‘m{F] & L& A 3 E T
PDA-E54 |GMP Report No.3 : Risk Management In The Pharmaceutical Industry
PDA-E55 ?F‘J?fg»_ Mg %58 § GMP 282 £ 5 L 4
PDA-ES6 |= 14 frv Bt £ f —3 » [T b ¢ FHR g F B R
PDA-E57 |Aseptic and Sterile Processing - Control, Compliance and Future Trends
PDA-E58 |Recent Warning Letters
PDA-E59 |42z
PDA-E60 |Z K A
PDA-E6L |[FiEZRFE PR
PDA-E62 | W 5 7% 1 483 1 % i
PDA-E63 |7 # E i 1485
PDA-E64 |k 4 H7
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PDA-E65 |64 K fgrd 3k i e jiv( Bl f#5)
PDA-E66 |-k ~ Az -k #l s 2
PDA-E67 |41 % -k & ikt b L8
PDA-E68 |7 Fxi5 ki 4«12
PDA-E69 |Sterilization of Drugs and Devices
PDA-E70 |Stability-Indicating HPLC Methods for Drug Analysis
PDA-E71 |Validation for Medical Device and Diagnostic Manufacturers
PDA-E72 |Pharmaceutical Quality Systems
Rules and Guidance for Pharmaceutical Manufacturers and Distributors
PDA-E73
1997
PDA-E74 |Device Inspections Guide
PDA-E75 |Microbial Control and Identification
PDA-ETE FDA Electronic Signature/Records Manual : How to comply with 21CFR
Part 11
PDA-E77(1) |The QS/Design Controls Guide Partl
PDA-E77(2) |The QS/Design Controls Guide Part2
PDA-E78 |Visual Inspection and Particulate Control
PDA-E79(1) |FDA Computer/Software Manual 1st Edit. Part1
PDA-E79(2) |FDA Computer/Software Manual 1st Edit. Part2
PDA-ESO Good Practice and Compliance for Electronic Records and Signatures
Part 1-Good Electronic Records Management (GERM)
Good Practice and Compliance for Electronic Records and Signatures
PDA-E81 |Part 2-Complying with 21 CFR Part 11, Electronic Records and Electronic
Signatures
PDA-E82 |Media Fill Validation
PDA-ES3 % &iicd + 5
PDA-E84 |Quality By Design
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Technology and Knowledge Transfer-Keys to Successful Implementation
PDA-E85
and Management
PDA-ES6 Trends in FDA Device Enforcement: An Expert Analysis of the Latest
Warning Letters 2004-2005
PDA-E87 |Hosting a Compliance Inspection
PDA-E88 |GMP in Practice 3™ Edition
PDA-E89 |Quality and Safety of Gene Medicines — A Practical Guide
PDA-E90 |Thermal Validation in Moist Heat Sterilization
PDA-E91 |Sterility Testing of Pharmaceutical Products
PDA-E92 |Good Manufacturing Practices for Pharmaceuticals
PDAES3 Good Laboratory Practice Regulations : 3rd Edition, Revised and
Expanded
PDA-E94 |Parenteral Quality Control : 3rd Edition, Revised and Expanded
Pharmaceutical Process Validation ; An International 3rd Edition Revised
PDA-E95
and Expanded
PDAEYG C.ompl'lance Handbook for Pharmaceuticals, Medical Devices, and
Biologics
PDA-E97(1) |Practical Aseptic Processing Fill and Finish Volume 1
PDA-E97(2) |Practical Aseptic Processing Fill and Finish Volume 2
PDA-E98 [Basic Skills in Interpreting Laboratory Data, 3rd Edition
PDA-E99(1) |Microbiology in Pharmaceutical Manufacturing Volume 1
PDA-E99(2) |Microbiology in Pharmaceutical Manufacturing Volume 2
Risk Management of Contamination (RMC) During Manufacturing
PDA-E100 . .
Operations in Cleanrooms
PDA-E101 |Change Control
PDA-E102 |Introduction to Environmental Monitoring in Pharmaceutical Areas
PDA-E103 |FDA Administrative Enforcement Manual
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PDA-E104 |Risk Assessment and Risk Management in the Pharmaceutical Industry
PDA-E105 |The Manger’s Validation Handbook
PDA-E106 |Technology Transfer
PDA-E107 |Quality Control Systems for the Microbiology Laboratory
PDA-E108 |System Based Inspection for Pharmaceutical Manufacturers
PDA-E109 |Endotoxins Pyrogens, LAL Testing and Depyrogenation 3rd Edition
PDA-E110 |Good Design Practices for GMP Pharmaceutical Facilities
PDA-E111 Process Validation in Manufacturing of Biopharmaceuticals Guidelines,
Current Practices, and Industrial Case Studies
PDA-E112 |Pharmaceutical Water System Design, Operation, and Validation
PDA-E113 |Laboratory Auditing for Quality and Regulatory Compliance
PDA-E114 |Quality Assurance Workbook For Pharmaceutical Manufacturers
PDA-E115 |ldentification Of Environmental Isolates
PDA-E116 |Environmental Impact On Media Fills
PDA-E117 |Environmental Monitoring For Sterilization Process Development
PDA-E118 |Using Statistics To Measure And Improve Quality
PDA-E119 | IREFHEL P S T %
PDA-E120(1) |Encyclopedia Of Rapid Microbiological Methods Volume 1
PDA-E120(2) |Encyclopedia Of Rapid Microbiological Methods Volume 2
PDA-E120(3) |Encyclopedia Of Rapid Microbiological Methods Volume 3
PDA-E121 |Recent Warning Letters Volume 2
PDA-E122 |GMP In Practice 4th Edition
PDA-E123 |Validation By Design
PDA-E124 |Rapid Sterility Testing
PDA-E125 |Environmental Monitoring Volume 4
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PDA-E126 |Validating Enterprise Systems
PDA-E127 |The Bacterial Endotoxins Test : A Practical Guide
PDA-E128 |Microbial Identification : The Keys To A Successful Program
PDA-E129 |Contamination Control In Healthcare Product Manufacturing
PDAE130 |- %" & GMP § s iR T&# i 4
PDAE131 |#&sc - B H 4|
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PDAE134-3 |2 4+ % 54k % 75 2 VI
PDAEL35 ISPE Baselim.e Guide Volume 7 —Risk-Based Manufacture of
Pharmaceutical Product
PDAE136(1) ISPE GAMP 5: A Risk-Based Approach to Compliant GxP Computerized
Systems
PDAE136(2) ISPE GAMP Good Practice Guide : A Risk-Based Approach to Calibration
Management
PDAE136(3) ISPE Good Practice Guide : Approaches to Commissioning and
Qualification of Pharamaceutical Water and Steam Systems
PDAE136(4) ISPE PQLI Guide Series: Part 1 - Pr.oduct Realization using Quality be
Design (QbD): Concepts and Principles
PDAE136(5) ISPF PQLI Guide Serles‘: Part 2 — Product Realization using Quality by
Design (QbD): lllustrative Example
PDA-E136(6) ISPE PQLI Guide Series: Pa?rt 3- Change Management System as a Key
Element of a Pharmaceutical Quality System
PDAE136(7) ISPE PQLI Guide Series: Part 4 — Process Performance and Product

Quality Monitoring System
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PDA-E136(8)

ISPE Gamp: Records and Data Integrity Guide

PDA-E136(9)

ISPE Good Practice Guide: Controlled Temperature Chamber Mapping
and Monitoring

PDA-E136(10)

ISPE Good Practice Guide: Decommissioning of Pharmaceutical
Equipment and Facilities

PDA-E136(11)

ISPE Good Practice Guide: Operations Management

PDA-E136(12)

ISPE Good Practice Guide: Sampling for Pharmaceutical Water, Steam,
and Process Gases

PDA-E136(13)

ISPE Baseline Volume 3 - Sterile Product Manufacturing Facilities

PDA-E136(14)

ISPAE Baseline Volume 4 — Water and Steam Systems 2™ ed.

PDA-E136(15)

ISPE Good Practice Guide: Process Gases

PDA-E136(16)

ISPE Good Practice Guide: Project Management for the Pharmaceutical
Industry

PDA-E136(17)

ISPE Good Practice Guide: Assessing the Particulate Containment
Performance of Pharmaceutical Equipment 2™ ed.

PDA-E136(18)

ISPE Good Practice Guide: Technology Transfer 3 ed.

PDA-E136(19)

ISPE Good Practice Guide: Clinical Supply Systems

PDA-E136(20)

ISPE Good Practice Guide: Cold Chain Management

PDA-E136(21)

ISPE Good Practice Guide: Practical Implementation of the Lifecycle
Approach to Process Validation

PDA-E136(22)

ISPE Good Practice Guide: Single-Use Technology

PDA-E136(23)

ISPE Good Practice Guide: Quality Laboratory Facilities

PDA-E136(24)

ISPE Baseline Volume 5 — Commissioning and Qualification 2™ ed.

PDA-E136(25)

Good Practice Guide: Development of Investigational Therapeutic
Biological Products

PDA-E136(26)

Good Practice Guide: Good Engineering Practice

PDA-E136(27)

Good Practice Guide: Maintenance
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ISPE Baseline Vol 1: Active Pharmaceutical Ingredients 2" ed.

PDA-E136(29)

ISPE Baseline Vol 2: Oral Solid Dosage Forms 3™ ed.

PDA-E136(30)

ISPE Baseline Vol 7: Risk-Based Manufacture of Pharma Products 2™ ed.

PDA-E136(31)

Guide: Cleaning Validation Lifecycle - Applications, Methods, & Controls

PDA-E136(32)

Guide: Biopharmaceutical Process Development & Manufacturing

PDA-E136(33)

Good Practice Guide: Critical Utilities GMP Compliance

PDA-E136(34)

Good Practice Guide: Data Integreity-Manufacturing Records

PDA-E136(35)

Good Practice Guide: Data Integrity-Key Conccepts

PDA-E136(36)

Good Practice Guide: Data Integrity by Design

PDA-E136(37)

Guide: Corrective Action and Preventive Action (CAPA) System

PDA-E136(38)

Guide: Management Responsibilities and Management Review

PDA-E136(39)

Good Practice Guide: Equipment Reliability

PDA-E136(40)

Good Practice Guide: HVAC and Process Equipment Air Filters

PDA-E136(41)

Good Practice Guide: Knowledge Management in the Pharmaceutical
Industry

PDA-E136(42)

Good Practice Guide: Maintenance

PDA-E136(43)

Guide: Advanced Therapy Medicinal Products (ATMPs) Autologous Cell
Therapy

PDA-E136(44)

Guide: Process Performance and Product Quality Monitoring System

PDA-E136(45)

Guide: Change Management System

PDA-E136(46)

GAMP 5: A Risk-Based Approach to Compliant GxP Computerized
Syestems 2" Edition

PDA-E136(47)

Guide: Culture Excellence

PDA-E136(48)

Good Practice Guide: Continous Manufacturing of Oral Solid Dosafe
Forms

PDA-E136(49)

Good Practice Guide: Controlled Temperature Chambers
Commissioning and Qualification, Mapping and Monitoring 2" Edition
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ISPE Baseline Volume 6: Biopharmaceutical Manufacturing Facilities 3™
Edition

PDA-E136(51)

Good Practice Guide: Pocess Gases 2™ edition

PDA-E136(52)

Good Practice Guide: Containment for Potent Compounds

PDA-E136(53)

Good Practice Guide: Membrane-Based Water for Injection Systems

PDA-E136(54)

ISPE Baseline Volume 8: Pharma 4.0

PDA-E137(1)

GMP Fundamentals: A Step-by-Step Guide from Beginner to Advanced
Level and Beyond

PDAE137(2)

Managing Process Validation

PDA-E137(3)

The New USP (1231 ) : Water for Pharmaceutical Purposes

PDA-E137(4)

Comparison of the EU GMP Guide Annex 1 Sterile Manufacturing
Version 2008 to Draft 2017

PDA-E137(5)

Failure Management in a GMP Regulated Environment—Effective Root
Cause Analysis

PDA-E137(6)

Inspection of Process Validation—Aide Memoire of German GMP
Inspectorates

PDA-E137(7)

A Pharma Guide to Cleaning Validation—How to meet Agency
Expectations and Establish Accepted Limits

PDA-E137(8)

Qualification and Validation: Agency Expectations—GMP-Conform
Implementation of Annex 15 EU GMP Guide

PDA-E137(9)

Qualification and Calibration of Laboratory Instruments in
Pharmaproduction

PDA-E137(10)

Qualification of Pharma Water Supply Systems—Meeting the GMP
Requirements for every Qualification Phase

PDA-E137(11)

Annex 1 : What's new? — A Comparison

PDA-E138(1)

Microbiology Validation Master Plan

PDA-E138(2)

Validation of Sterilization Processes

PDA-E138(3)

The Internal Quality Audit

E-10




i H $% pda07006-1

\\\?’gr
e
wn

&

S E

e

PDA-E138(4)

The External Quality Audit

PDA-E138(5)

Training of Aseptic Processing Personnel

PDA-E138(6)

Practical Aseptic of Thermal Validation for Moist Heat Sterilization

PDA-E138(7)

Steam Sterilization Process Validation

PDA-E138(8)

Auditing the CMO

PDA-E138(9)

Best Practices in Implementing Quality Agreements

PDA-E138(10)

CMOs for Early Phase Biological production: Contract Manufacturing
and Control

PDA-E138(11)

QbD and Process Validation—Complementary Lifecycle Approaches

PDA-E138(12)

Particulate Matter in Injectable Drug Products

PDA-E138(13)

Designing and Controlling Water Systems

PDA-E138(14)

Contamination Risk Assessment

PDA-E138(15)

Cleaning and Disinfection

PDA-E138(16)

Sources and Control of Contamination

PDA-E138(17)

Biofilm Control in Drug Manufacturing

PDA-E138(18)

Pharmaceutical Outsourcing: Quality Management and Project Delivery

PDA-E138(19)

Lessons of Failure: When Things Go Wrong in Pharmaceutical
Manufacturing

PDA-E138(20)

Assuring Data Integrity for Life Sciences

PDA-E138(21)

Lifecycle Risk Management for Healthcare Products: From Research
through Disposal

PDA-E138(22)

Method Development and Validation for the Pharmaceutical
Microbiologist

PDA-E138(23)

Effective Implementation of Audit Programs

PDA-E138(24)

Cleaning Validation: Practical Compliance Solutions for Pharmaceutical
Manufacturing Volume 4
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Cleaning and Cleanrooms

PDA-E138(26)

Sterilization: Establishing the Process

PDA-E138(27)

Sterilization: Practical Approaches

PDA-E138(28)

Environmental Monitoring, Volume 1: Establishing the Process

PDA-E138(29)

Environmental Monitoring, Volume 2: Practical Approaches

PDA-E138(30)

Microbiological Culture Media: A complete Guide for Pharmaceutical
and Healthcare Manufacturers

PDA-E138(31)

SOPs Clean and Simple: For Healthcare manufacturers

PDA-E138(32)

Contamination Prevention for Nonsterile Pharmaceutical
Manufacturing

PDA-E138(33)

Cold Chain Chronicles: A practitioners outside-the-box perspectives on
the importance of temperature-sensitive drug stewardship

PDA-E138(34)

Combination Products: Implementation of cGMP Requirements

PDA-E138(35)

Computerized Systems in the Modern Laboratory: A Practical Guide

PDA-E138(36)

Laboratory Design: Establishing the Facility and Management Structure

PDA-E138(37)

Audit and Control for Healthcare Manufacturers: A Systems-Based
Approach

PDA-E138(38)

Biopharmaceutical Validation and Technical Transfer

PDA-E138(39)

Cleaning SOPs: Five Proven and Validated SOPs

PDA-E138(40)

Software as a Service (SaaS) Risk-Based Validation with Time-Saving
Templates

PDA-E138(41)

Why Life Science Manufacturers Do What They Do in Development,
Formulation, Production and Quality A History

PDA-E138(42)

Quality by Design- An Indispensable Approach to Accelerate
Biopharmaceuitcal Product Development

PDA-E138(43)

Conducting Complaint Investigations

PDA-E138(44)

Cleanroom Contamination Prevention & Control
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Cryopreservation of Cells for Use in Cell Therapies, Gene Therapies and
PDA-E138(45) [Regeneratice Medicine Manufacturing: An Introduction and Best
Practices Approach on How to Prepare, Cryopreserve, and Recover Cells,
Cell Lines, and Cell-Based Tissue Products
PDAEI39 |% &2 & ZoAp F M2 7 1 ()
PDA-E140 |Fi¥ P # 4 & HHE2EE ()
PDA-E141 |Contamination Control in Healthcare Product Manufacturing, Volume 5
PDA-E142 |Radiation Sterilization: Validation and Routine Operations Handbook
PDA-E143 |Encyclopedia of Rapid Microbiological Methods, Volume 4
PDA-E144 |Environmental Monitoring: A Comprehensive Handbook, Volume 8
PDAE145 GMP in Practice: Regulatory Expectations for the Pharmaceutical
Industry, 5™ Edition, Revised and Expanded
PDAE146 Phase Approprlate G.MP for Biological Processes: Preclinical to
Commercial Production
Risk Assessment and Management for Healthcare Manufacturers:
PDA-E147 . . .
Practical Tips and Case Studies
Square Root of (N) Sampling Plans: Procedures and Tables for Inspection
PDA-E148 . .
of Quality Attributes
PDA-E149 |Torbeck’s Statistical Cookbook for Scientists and Engineers
PDA-E150(1) |Industrial Pharmaceutical Microbiology 5th Edition
PDA-E150(2) |Cleanroom Management in Pharmaceuticals and Healthcare 2nd Edition
PDA-E150(3) |Advances in Cleanroom Technology
PDA-E150(4) |Industrial Pharmaceutical Microbiology 6th Edition
PDA-EIST | A RFF - £ 2 Fpat B 24T
PDA-E152 |£ 2 ?%’VF%}* S B R A E~
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PDA-F1(1) [2006 Japanese Pharmacopeia JP XV(5th Edition)
PDA-F1(2) [Supplement | Japanese Pharmacopoeia JP XV(4th Edition)
PDA-F1(3) |Supplement Il Japanese Pharmacopoeia JP XV(4th Edition)
PDA-F2(1) |[British Pharmacopoeia 2001 Vol . |
PDA-F2(2) |British Pharmacopoeia 2001 Vol . I BK-4
PDA-F2(3) |British Pharmacopoeia (Veterinary) 2001
PDA-F3(1) [2020 & %< USP 43-NF 38 Vol. 1
PDA-F3(2) [2020 # %% USP 43-NF 38 Vol. 2 AR ABERH
PDA-F3(3) [2020 +# *< USP 43-NF 38 Vol. 3 Online Rk USP
PDA-F3(4) [2020 # %% USP 43-NF 38 Vol. 4 BNENEEEEH
PDA-F3(5) [2020 +# = USP 43-NF 38 Vol. 5
PDA-F4(1) |European Pharmacopeia 11.0 Vol. |

PDA-F4(2

European Pharmacopeia 11.0 Vol. Il

European Pharmacopeia 11.0 Vol. Il

)
)
PDA-F4(3)
)
)

PDA-F4(4) |European Pharmacopeia Supplement 11.1
PDA-F4(5) |European Pharmacopeia Supplement 11.2
PDA-FA(6) |European Pharmacopeia Supplement 11.3
PDA-FA4(7) |European Pharmacopeia Supplement 11.4
PDA-F4(8) |European Pharmacopeia Supplement 11.5
PDA-F4(9)

PDA-F4(10)

PDA-F4(11)

PDA-F5(1) |7 & &2 % 4 %% i P

PDA-F5(2) |® ##2 % 4% 50 (-)
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PDA-F6(5) (2015 #3=7® L X XA L {rE HL % - HA
PDA-F7(1) |Martindale 37th edition volume A
PDA-F7(2) |Martindale 37th edition volume B
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PDA-G6 |Stedman’s Medical Dictionary 27 th Edition lllustrated in Color

PDA-G7  |Gould Medical Dictionary — Third Edition
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2001)
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PDA-G26 |1 %¥ 7395 &
PDA-G27 |Geriatric Dosage Handbook
PDA-G28 |EI7EA*F 7 ki &P F (2000 & 5% )
PDA-G29 |E 7k & 4-FI7] &4 B 3 (2000 & )
PDA-G30 [k’ ¥ ZAx 7 e 41 .42(2002 # K)
PDA-G31 |Pharmaceutical Dictionary
PDA-G32 |4 A g% L%
PDA-G33 |PHYSICIANS’ DESK REFERENCE (PDR 66 EDITION 2012)
PDA-G34(1) |Official Methods of Analysis of AOAC International (17" Edition) Volume |
PDA-G34(2) |Official Methods of Analysis of AOAC International (17 Edition) Volume ||
PDA.G35 International Nonproprietary Names (INN) for Pharmaceutical
Substances — Part |
PDA-G36 International Nonproprietary Names (INN) for Pharmaceutical
Substances — Part Il
PDA-G37 International Nonproprietary Names (INN) for Pharmaceutical
Substances — Part llI
PDA-G38 International Nonproprietary Names (INN) for Pharmaceutical
Substances — Part IV
PDA-G39 International Nonproprietary Names (INN) for Pharmaceutical
Substances — Part V
PDA-GA40(1) Drlt,rl‘g In.f(.)rmatlon for the Health Care Professional (Volume 1) USP DI 2004
24" Edition
Advice for the Patient Drug Information in Lay Language (Volume 2)
PDA-G40(1
G40(1) USP DI 2004 24 Edition
PDA-GAO(3) Approved Drug Products and Legal Requirements (Volume 3) USP DI

2006 26" Edition
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PDA-G41 | *FHE 54
PDA-G42 |REMINGTON : The Science and Practice of Pharmacy
PDA-G43 |Handbook of Pharmaceutical Excipients (Third Edition)
PDA-G44 [FE My FF W& NY KT v 7
PDA-G45 |t E (A ~ 7))~ £ 5 52
PDA-G46 |2001 Drug Topics Red Book
PDA-GA7 Glossary of International Pharmaceutical Pricing-related Terms and
Acronyms
PDA-GA8 (2010 # > REF L& FH ¥ Ff sh L P 5 41 )
PDA-G4A9(1) |% 1~ 7 %8} gLy £ p
PDA-G49(2) |& 4§ 48 ¢ gy £ p
PDA-G50 |+ >3
PDA-G51 |Textbook of Drug Design and Discovery
ISO~ ¢
PDAGS2 8573-1 ~ 8573-7 ~ 10993-7 ~ 13408-1 ~ 13408-2 ~ 13408-3 ~ 13408-4 ~
13408-5 ~ 13408-6 ~ 13485 ~ 14644-1 ~ 14644-2 ~ 14644-3 ~ 14644-4 ~
14698-1 ~ 14698-2 ~ 14971 ~ 17665-1 ~ 17665-2 ~ 22519 ~ 29990
GMP/ISO Quality Audit Manual for Healthcare Manufactures and Their
PDA-G53(1) ) ) -
Suppliers (Sixth Edition) Volume 1
GMP/ISO Quality Audit Manual for Healthcare Manufactures and Their
PDA-G53(2) . . .
Suppliers (Sixth Edition) Volume 2
PDA-G54(1) |WHO Training Modules on GMP Volume 1
PDA-G54(2) |WHO Training Modules on GMP Volume 2
PDA-G55(1) |GMP Manual File 1 1-4
PDA-G55(2) |GMP Manual File 2 5-10
PDA-G55(3) |GMP Manual File 3 11-14
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PDA-G55(5) |GMP Manual File 5 A-D
PDA-G55(6) |GMP Manual File 6 E-H
PDA-G55(7) |ICH Q7A GMP for APIs
PDA-G55(8) |ICH Q8,Q9, Q10
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PDA-G58 |BS EN285: Sterilization—Steam sterilizers—Large sterilizers
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