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G F I endiFd 2 R/ % 4 4 £ Ql2

ooagsag |CMP %ﬁ AoaF s 4 ﬁ;ﬂ'éﬁ(; )JGMP #£ & it 32 2: Sterile
Production Acreas % Cleaning

PDA-B549 | 2 F % ] & GMP 2" JUE # (3)(4)

PDA-B550 [#T3] f i3 s3] AR K - F734 €

PDA-BS51 | #1% S %1 iy GMP %7 2" 3 (1)(2)(3)(4)

PDAB552 | 2 F 7% WA GMP 3 i #(5)(6)

PDA-BS53 |43t 1 B 4 & ¥ 412 bt 773 ¢

PDABS54 |% ~E ¥ =g B~ ¢ TLAH ¢

PDA-BS55 | £ 2 3 WA & H F Fl4p 51 B e B T A 4

PDA-B556 |# F|# & GMP # § # (=)
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PDA-B556 |# F%¥ & GMP =¥ (=)

PDA-B557 | A & i GMP (T ¥ 453 (=)

PDA-B558 |4 ## Rl icfe & FFE 7 GPM & Rz z ¥ £

PDA-B559 | { 2 ¥ B WA GMP 2" Ui #:(7)(8)

PDA-BS60 | #1% 58 £ 1 fi GMP %+ " (5)(6)(7)(8)

opapser | CMP Fh B EFAH LRz )GMP #£ 4 $ i " Quality
Systems ~ Labotatories ~ Training

PDAB562 |% -5 7 Tt i BGE jm LieF" 3t §

PDA-B563 | & 7 A GMP & T2 % B ATIL I &2 AR S Y

oonpsgs | LRF L ERLICRES 046 Y ICH it 5351 H 4 A 5/ F 52
G R /T F Y E Ql2 i

PDABS65 | £ 2 ¥ WA GMP 3 JL B B AT % &2 AR P

PDA-B566 |FIREH| A W AR T E &2 & F AL €

PDA-BS67 |SOPs 48 F it-4rim #£ B iF o7 fj H < SOPs

PDA-B568 | FI4E &4 3 B vk chZF L i+

PDA-BS69 |# fiuilcd #F % E F 2

PDA-B570 |# FA & W ig GMP T 538 (- )

PDA-B571 |78 2 F & & GMP 3" Ui #-(1)(2)

POABS72 Zﬁii;—zf gifj FT ?f ; ?1» AR % A MO

PDA-B573 | { 24 ¥ F A& &5 [ 18 % $Lik *’th*‘)ﬂ' (=)

PDA-B574 |# %1 fitA 4 R &7 2 R(1)(2)

PDABS7S GMP #£ & A & A H® & 3" (- ) : PDA Points to Consider for
Implementation of PUSIT ¢ ##

PDA-B576 | 1 2k * B &7 3 #(1)(2)
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PDA-B577 |#78 2 F & & GMP 2" Ui % (3)

PDA-B578 | & fF] A& & ¢ GMP ¥ X353 (=)

PDA-B579 |2 # % Sk S fitric v 3 (- )

PDA-B580 |7 %1 fi%F 4 B &5 3 (3)

PDA-B581 | # 1 R 3%F A B %7 3R (4)

PDA-B582 |# F%¥ & GMP =¥ (- )

PDA-B583 | AT 4 ¥ % 5 GMP 3 4% #+(4)

PDA-BS84 |# ¥ 1 f3%F 4 B %7 ¥ 5 (5)(6)

PDABS85 |1 E ¥ - ¢ f ~ ¢ TEHI ¢

PDA-B586 |#& A & i GMP 1T ¥4 (=)

PDA-BS87 |& %1 f3nF £ B &7 ¥ 3(7)(8)

PDA-B588 |2 4 % - Sk B sr v IR (=)

PDA-B589 | & F# & GMP# ¥ ¢ (=)

PDA-B590 |#7# 2 F & & GMP 2" Ui #-(5)

PDA-B591 |4 #1 NP 4 R %7 2 8(9)(10)

PDA-B592 |78 2 F & = GMP 3" Ui $-(6)

PDA-B593 |# % %&fzr‘w& T e Sk POl 3850 T R(Z)

Rk

PDA-B594 (/i\/lﬁP ;Lg ﬁﬁﬁ?@lﬂz 4 ,}i g ﬂﬁ‘z;%); LR Ey}? ™
GMP £ 4 R £ FEM & Py R(Z)

PDA-B595 |PDA Points to Consider for Risks Associated with Sterilizing Grade
Filters and Sterilizing Filtration & $#

PDA-BS96 |#7T8 4 F % 5.3 14| & L2 48% 2 & 47

PDA-B597 |# S R##4378 72 A 4 A3 ¢

PDA-B598 | [l & 1 ¥ Hjivdp H & 048 5L.): WHO %3~ 27 4 M R 1L 40 4% 28 7
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PDA-B599 |fb F 1L 2 LA eI
PDA-B600 | & #icdf = A i en® RP|Hidfoe Eiv g
PDA-BE01 |#fidrE o3 F LY F A4
PDA-B602 |78 2 F & & GMP 3" i §
PDA-B603 |# F A & id GMP ¥4 (- )
PDA-B604 | # 1 f3%F 4 B %7 33 (1) (2)
PDA-B605 | % 54 17 2 = H it CAD 734 €
PDA-BEOE [ %% 1 % Hi3r % 049 5] : WHO Techical Report No.1033,
Annex 2 % > 2 rrar * AN R EZ XL F Y EDER
PDA-B607 |B %1 f3nF 4 A &5 2" 3(3) (4)
PDA-B60S |# %1 3 % A %7 ¥ % (5) (6)
PDA-B609 |GMP #54 F & FjHA & 3 (- ) (=) ¢ = FAF
PDA-B610 | # 1 R3%F A B %7 3" (7) (8)
PDA-B611 |% &% TLid%k2 ;Y 12
PDA-B612 |# A & & F #31(PQR)Z p A fE4%
PDA-B613 |& FA & B2 GMP 1T £ 353 (=)
PDAB614 |41 E¥ - ¢ R * ¢ THIFMHE
PDA-B615 |# i3 gL
PDA-B616 |# F% & GMP = § ¢
PDA-B617 |# %1 3 £ B % ¥ #'5(9) (10)
PDA-B618 |T Mot kiipgsait¥ @2 ¢
PDA-B619 |f1* & *p%]ﬁ% R ANSRER: Y W
PDA-B620 |# #1 2Rt B %+ #5(1)(2)
PDA-B621 |#7& 4 %5 HRp A R EARR 2 ST
PDAB622 | EA X L' F L HD R 5 A isk N F
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PDAB623 |# &A1 EMELE L ~F 11"

PDABE24 B[Ef;iiigj% 050 5.): FDA 1 $43351 ¥ % : ¥V iist 3 5

PDA-B625 |GMP = % ki 6 hp|2r # 12 & g

PDA-B626 |MZ ¥ # & & A L FF 4

PDA-B627 | % Fy $Liiv#%

PDA-B628 | % &= +1-7f v 3% 4 7 Wig & Hjiv

PDA-B629 |# A &g GMP T %453 (- )

PDA-B630 |#& F|# & GMP# ¥ ¥

PDA-BE31 |# 2 ¥ F WA GMP 2" Ui $-(1)

PDAB632 |#4 E% =R+ ¢ FLIFE

PDAB633 | % 57 & 7 W04 & 47 P

PDA.B634 clsl\fggpviﬁ;jﬂ;ipﬂ@m APR(- ) T BERR LG R TR

PDA-B635 |# S |t 3 EX F hIT AL EG

ooansag |CMP fb B AL P R(- ) 2P ER(e TEF 2
FRAH - PREP)E P HIES

PDA-B637 | # 1 fuitF 4 R %7 2" 3(1)(2)

PDA-B638 | 7% &Lt fl 4z

PDA-B639 |& FlA &2 GMP 1T £ 343 (=)

PDA-B640 | % 1 RinF A %5 2" (3)(4)

PDA-B6A1 |& &2 it fp # Wiz 2 04 §

PDA-B642 | % 1 R 3tF* A R &7 9" 4(5)(6)

PDA-B643 [/B# [ 4 SLenk 3 ~ R ~ %E ~JiTE aFg

PDA-B644 |# ¥ 1 f3nF 4 F %7 2 5(7)(8)

PDA-B645S | ¥ #1284 B RT PR
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PDA-B646 |# ¥ 1 3% 4 F % ¥ 25 (9)(10)
PDA-B647 |#7%% PIC/S GMP Annex1l B & zip
PDAB648 | 2 F % QA # LI R A% 2 4 47
PDA-B649 |2 $ % 5B #4731 §
PDA-B650 2 F 5% WA GMP 2" 3UE 5 (2)
PDAB651 | [l &1 £ Hiedp i % 051 5L): #FE S picd HFH L p (1)
PDA-B652 | [l &1 £ prdpi % 052 3L ) Bkt H# 8 L p ()
PDA-B653 | % s-iicihte Pl & ¥ A7 3 €
PDA-B654 | & h & ¥ 2 5 4 ¢ 4] Kk
PDA-B655 | % &1 2k & 47 B itTF 31 €
PDA-B656 |GMP 4% B & R A & P (- ) 1 A 45> F Foe(imit)
PDA-B657 |Bioburden ;& ¥} F &2 F i3>
PDA-B658 |¥ % & .2 {1k 2 CMCHiFE &+ &
PDA-B659 [#5A R & A4k (TAn B 2 383 2 € (- )
PDA-B660 | F]A & Wi GMP 1T 355 (- )
PDABE61 | &t ~ A & H L 16
PDA-B662 | i % 5 GMP 7 ¥ %
PDA-B663 | # 2 ¥ F WA GMP 3" Ui $-(1)
PDA-B664 | & AR B oL MTE = FEILRFEF T €
oDABGes | AF L RAHREY 053 5] 2 Hpsl P WEL AP BARL A
GE A A A
PDA-B666 |% L E % - = ¢ B + € T4 ¢
PDA-B667 | & ]l &1 g 41872 RARFF T ¢
PDA-B668 |4 % 5o 111 # &2 2 Rj#ATF7 3 §
PDA-B669 | % & F 1 mzH1E (P
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PDA-B671
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PDA-B672
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PDA-B673
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PDA-B674
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PDA-B678

* PeAz(8)(9)

PDA-B679

¥ 1 i GMP & ¥ 342(10)

PDA-B680

bR EEHE TN AR 6(2)

PDA-B681

£ 2 F 5 fH GMP 3 iU 8 (2)

PDA-B682

EHA SN GMP (£ % ()

PDA-B683

R R aFpHEEaM idE (=)

PDA-B684

£ 2 FR WA E AR 2ARR 2 247

PDA-B685
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PDA-B686
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PDA-B687
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PDA-B688
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AR/ 2 AR AR GMP 5 2 8(-)

PDA-B691

GMP # & A & AH & ¥ (- ): 1534k 17 48 $ i (Isolator
Technology)
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PDA-B693 |ZEMmF % &2 FHE st 22 pE PR
PDA-B694 |Al % GMP Af i 2_ 38 B 22 (& *
PDA-B695 A4 T A AT HRE 4 S dy 7 ALE
PDA-B6%6 | % & GMP # § ¢
PDA-BE97 |f 2 FF * 1 [a % 1 QA GMP 3" Ui #+ (1)
PDA-B698 |iF » f#17 W # £ & FEAAPITE F 24731 ¢
PDAB699 |% L E%-=x¢ R ~ ¢ FLAEFTH ¢
PDA-B700 |#& f W A2L e Sk HAATARE AT 3t €
PDA-B701 [+ = iedrk & % P& B
PDA-B702 |# A & ig GMP T ¥4 (=)
PDA-B703 |iji¥ > i2Farcd ik 4 %‘If‘-l-'i’ﬁﬁﬁé%h
PDA-B704 il\gfgﬂf)ﬁ ARANAPYR(Z )FF > 2k P& B (i F %/
PDA-B705 |4 i ¢’ WAZF 727731 €
PDA-B706 |2 4 TWAIA i (v 1 & L E & 2 5 B L RTRARE 2 PR
PDA-B707 | [ #F 1 $H/isp ¥ % 055 5L) : WHO # 5 5§ 9 % 3 iB L3R4
PDA-B708 |ICH Q14 A 45 j= B 3¢ 21 agrc it &
PDA-B709 |# 2 ¥ % 11t % 4 WA GMP 2" U# ¥4 (2)
PDA-B710 |#54 B & A (TAp M A 38 L8 ¢ (2)
PDA-B711 | ZE&FFATR & @ WA A S FEE S %
PDA-B712 |& /2 # WA X B GMP %7 "R (=)
PDA-B713 |& F/2 + WA 4 B GMP &7 2" #(=)
PDAB714 |3+ BB R 2 %
PDA-B715 |f5 & R mpFd (T4 M 1AL ¢ (=)
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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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5. D . i
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 531 Technical Report No.54-2 and 54-4: Practical Application of

PDA-D72
Quality Risk Assessment Tools

PDA-D73 |PDA 538.1 Quality Culture Assessment

PDA-D74 |PDA EU00144 Freeze-Drying in Practice

PDA-D75 |Al (Artificial Intelligence) in a GxP Environment

PDA-D76 |Al (Artificial Intelligence) in Visual Inspections

PDA 102.3 Technical Report No. 13: Fundamentals of an Environmental

PDA-D77
Monitoring Program

PDA-D78 |Modern Microbiology Laboratory : Best Lab Practice
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#HD | % i

PDA-D79 |Efficient Batch Record Design and Review

PDA-D80 |Risk-Based Approach to Airflow Visualization Training Course (PDA 802)

PDA-D81 |Knowledge Management in GMP - Live Online Training

PDA-D82 |The Use of Artificial Intelligence in Qualification and Validation

Performing Microbial Data Deviation Investigations in the

ARAREEE Pharmaceutical Industry Training Course (PDA 620)

Design, Operation, and Qualification of Pharmaceutical Water Systems

PDA-D84 Training Course (PDA 399.1)
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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
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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(4) |GMP Manual File 4 15-23
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
PDA-G56 CGA® =
- M-2-2006 ~ M-2-2007 ~ M-11-2008 ~ M-12-2008 ~ M-3-2009 ~ M-8-2011
CNS = &
PDA-GE7 CNS 14393-7 T5013-7 ~ CNS 14621 T1080 ~ CNS 14622-1T1081-1 ~
- CNS 14622-2 T1081-2 ~ CNS 14622-3 T1081-3 ~ CNS14623-1T1082-1 -
CNS 14623-2 T1082-2 ~ CNS 14708 T5015 ~ CNS 14709 T5016
PDA-G58 |BS EN285: Sterilization—Steam sterilizers—Large sterilizers
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