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Q1 Q1A(R2) Stability Testing of New Drug T A LSS R 2 % R Rk AT A RO E 2 W FEFe% T PR A S
Stability Substances and Products (% % 3 % 870418385 )
2 Q1B Stability Testing: Photostability Rk A R EE WAL R TN |FE A R A LA 1996 (% %+ % 0940310335%. )
Testing of New Drug Substances [z
and Products
3 QicC Stability Testing for New Dosage |74 4] 2. & T 3#5% (" = Q1A) Fr A 1996
Forms
4 Q1D Bracketing and Matrixing Designs | & jik 2 serti@sh sk 35 M (T AT A4 R |37 4 RUR 2 4 H 2002
for Stability Testing of New Drug L2 2 M TR
Substances and Products
5 Q1E Evaluation of Stability Data F TR FAAZHABELAKRY 2003
ek M RER G ETR
6 Q2 Q2(R1) Validation of Analytical Procedures: | 4 45 sz < ¥ % = ;% R A I AR LY 2005 r A ﬁ—liﬁcf’r%.}ﬁ gip
Analytical Validation Text and Methodology (FoctaiFd % ¢ 23 KB89£6")
7 Q3 Q3A(R2) Impurities in New Drug Substances 7% R {1 %2 7 % f FTEE ol 2006 _
Impurities
8 P Q3B(R2) Impurities in New Drug Products FTEG R H P R4 1 ) 2006 _
9 Q3C(R5) Impurities: Residual Solvents ENCE RSy | Foofl 2~ R A 2 A 2011 _
10 Q3D Elemental Impurities (draft) ERECEAEZ B T8 H| 2013 _
11 |Q4 Q4 Pharmacopoeias =y _ _ e ggy |
Pharmacopoeias - —
12 Q4A Pharmacopoeial Harmonization F e
13 Q4B Evaluation and Recommendation |ICH Q4B Expert Working
of Pharmacopoeial Texts for Use in (Group(EWG)+#| T # £ & & 2 iF4%
the International Conference on N
Harmonisation Regions
14 Q4B ANNEX |Evaluation and Recommendation |45 A& 5 § 4 4
1(R1) of Residue on Ignition/Sulphated
Ash General Chapter
15 Q4B ANNEX [Evaluation and Recommendation |;i s¢%|+ 46 3~ % # 8%
2(R1) of Test for Extractable Volume of

Parenteral Preparations General
Chapter




B A i 2 4 B CH) R R B 14 120 225

k FIUICHR we oA o i & AREBERESY TR
16 Q4B ANNEX [Evaluation and Recommendation |#f#.i= % % 2%
3(R1) of Test for Particulate
Contamination: Sub-Visible
Particles General Chapter
17 Q4B ANNEX |Evaluation and Recommendation |zt A Lw 2 A Pk
4A(R1) of Microbiological Examination of |:p:MICROBIAL ENUMERATIONS
Non-Sterile Products: Microbial TESTS
Enumeration Tests General
Chantar
18 Q4B ANNEX [Evaluation and Recommendation |zt LA 2 A R A
4B(R1) of Microbiological Examination of | 4
Non-Sterile Products: Tests for
Specified Micro-organisms General
Chantar
19 Q4B ANNEX |Evaluation and Recommendation | 2L gl &l 2 fic 2 & ip] % 59 4|
4C(R1) of Microbiological Examination of |z pjd &+ 4% 2 L8
Non-Sterile Products: Acceptance
Criteria for Pharmaceutical
Preparations and Substances for
Pharmaceutical Use General
20 Q4B ANNEX |Evaluation and Recommendation | # £z &5
5(R1) of Disintegration Test General
Chantar
21 Q4B ANNEX [Evaluation and Recommendation |3 #393 & #5%
6 of Uniformity Dosage Units General
Chapter
22 Q4B ANNEX [Evaluation and Recommendation |; &t & :#5%
7(R2) of Dissolution Test General
Chantar
23 Q4B ANNEX [Evaluation and Recommendation | GEES
8(R1) of Sterility Test General Chapter
24 Q4B ANNEX |Evaluation and Recommendation |4z %% & 5%
9(R1) of Tablet Friability General Chapter
25 Q4B ANNEX |Evaluation and Recommendation | % 'ﬁ PEIRT ARG
10(R1) of Polyacrylamide Gel
Electrophoresis General Chapter
26 Q4B ANNEX |Evaluation and Recommendation [ w# T &
11 of Capillary Electrophoresis
General Chapter
27 Q4B ANNEX |Evaluation and Recommendation | & = g1:2 3% 5 ICH¥ F 2 8 & A
12 of Capillary Electrophoresis 5
General Chapter
28 Q4B ANNEX |Evaluation and Recommendation |[Z 2 = 212 3> ICHE R 28 2 2
13 of Bulk Density and Tapped B
Density of Powders General
29 Q4B ANNEX |Evaluation and Recommendation |4 ;= 22:2 & >YICHY % 2w F P
14 of Bacterial Endotoxins Test E 515
General Chapter
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30 |[Q5 Q5A(R1) Viral Safety Evaluation of TpAMA B w4 | kp AHAB S K Rme 1999 T FoR%RE | Il Frclai? ¥ 6 5
Quality of Biotechnology Products Derived A& pE X 2ER e 3 HA & EpEan
Biotechnological From Cell Lines of Human or 100£ 117 41
Products Animal Origin
31 Q5B Quality of Biotechnological g AT BB AP (ATl HES 1995 _
Products:Analysis of the i

Expression Construct in Cells Used
for Production of r-DNA Derived
Protein Products

32 Q5C Quiality of Biotechnological 4 B
Products: Stability Testing of Mg
Biotechnological/Biological

LRSS BN S PR SR J R TR 1995 TEEZ LHERRAE ) 2P H2 i
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33 Q5D Quality of FHARL mE AT RERT (2 PR/ PPES 1997 _
Biotechnological/Biological
Products: Derivation and
Characterization of Cell Substrates
Used for Producuon of

34 Q5E Comparab|l|ty of 4 B A SR T ot R ERCF- & VR T e 2004 _
Biotechnological/Biological
Products Subject to Changes in
Their Manufacturing Process
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35 |Q6 Q6A Specifications: Test Procedures FTE RN E R Q2 BHARR E R |ITE R
Specifications and Acceptance Criteria for New |41 & & &
Drug Substances and New Drug
Products: Chemical Substances

2 GH(- 8 1999 _
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36 Q6B Specifications: Test Procedures 2 HFERRKRARR 2 RRE 4 b HE A R 1999 FTEFr %322 FR—AFIRFLL S
and Acceptance Criteria for L& E G R (4 FFF) BRE® 1
Biotechnological/Biological (#F% % 3 % 0910012589%;.)

Dradiicte

37 |Q7 Q7A Good Manufacturing Practice RoR R Al R Rl 2000 LT FHFSEARAB AP, ¥ (AR
Good Manufacturing Guidance for Active ) |

Practices Pharmaceutical Ingredients (%426 3 %1021101127%)
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(7% %3 % 0970332993%)

38 |Q8 Q8(R2) Pharmaceutical Development R B AR LS E ERIB 2009
Pharmaceutical
Development

39 Q9 Q9 Quality Risk Management SRR = 2005 _
Quality Risk Management

40 |Q10 Q10 Pharmaceutical Quality System BRETRE R = 2008 _
Pharmaceutical Quality
System

41 |Q11 Q11 Development and Manufacture of |t & g2 4 4 gl 2 B3 22 433 Fo el 2 g 2012 _
Development and Drug Substances (Chemical
Manufacture of Drug Entities and
Substances Biotechnological/Biologicl Entities)
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42 |s1 S1A Need for Carcinogenicity Studies of | & 5.5 B |+ &5 2 & F 1+ B R Rk 1995
Rodent Carcinogenicity Pharmaceuticals
Studies for Human
43 |pharmaceuticals S1B Testing for Carcinogenicity of 5RO iR 2 R R 1997
Pharmaceuticals
44 S1C(R2) Dose Selection for Carcinogenicity | % 5.3% & |+ %5k 2 %] £ 5 #% B R R R Rk 2008
Studies of Pharmaceuticals
45 |S2(R1) S2A Guidance on Specific Aspects of | % 5.5 F]4 {42 ;2 )| o A FTE(I B E) 2011
Guidance on Genotoxicity Regulatory Genotoxicity Tests for
Testing and Data Pharmaceuticals
46 |Interpretation for S2B Genotoxicity: A Standard Battery [z 4 1 : # 5.4 714 SRR 578 2 378 ( 8 %) 2011
Pharmaceuticals Intended for Genotoxicity Testing for
for Human Use Pharmaceuticals
47 |S3 S3A Note for Guidance on L N R S -2 ENE med s g 1994
Toxicokinetics and Toxicokinetics: The Assessment of
Pharmacokinetics Systemic Exposure in Toxicity
Ctiidiac
48 S3B Pharmacokinetics: Guidance for FRgd B ignigaiz e (Fxkd g 1994
Repeated Dose Tissue Distribution | 2 # = 5 i py
Studies
49 |s4 S4 Toxicity Testing EN RS B Esk 1998
Toxicity Testing
50 |S5(R2) S5(R2) Detection of Toxicity to BeAmiME T BATEBRP | BERA AR TE MRS 2005
Detection of Toxicity to Reproduction for Medicinal
Reproduction for Products & Toxicity to Male Fertility
Medicinal Products &
Toxicity to Male Fertility
51 |S6(R1) S6(R1) Preclinical Safety Evaluation of A HERRR S PR R 9 -y L A 11 2011
Preclinical Safety Biotechnology-Derived TN
Evaluation of Pharmaceuticals
Biotechnology-Derived
Pharmaceuticals
52 |S7 S7A Safety Pharmacology Studies for Ah FRk xSy Bk N ETE B R 2000
Pharmacology Studies Human Pharmaceuticals
53 S7B The Non-Clinical Evaluation of the |+ * # %.2_ QT Interval %4 QT interval 2005
Potential for Delayed Ventricular Prolongation:-qz5 28 A % » {4327 |prolongation# %
Repolarization (QT Interval
Prolongation) by Human
Pharmaceuticals
54 |S8 S8 Immunotoxicity Studies for Human |« # # &4 5 4 #5 7 O - 2005

Immunotoxicity Studies
for Human
Pharmaceuticals

Pharmaceuticals
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55 |S9 S9 Nonclinical Evaluation for Pl 52Tk i Pl & 52 T0k iR 5% 2009
Nonclinical Evaluation for Anticancer Pharmaceuticals
Anticancer
Pharmaceuticals
56 |S10 S10 Photosafety Evaluation of HErok pMTE ek > Mg 2013
Photosafety Evaluation of Pharmaceuticals
Pharmaceuticals
Efficacy
57 El - E2F El The Extent of Population Exposure | # 12 & #p ;55 224 & & f 55 i 2 TRk RN 1994 TS L FBFLIHZ TR R%EZ 22 ITEE
Clinical Safety to Assess Clinical Safety for Drugs |# 5. » # ek hsk % 2 pr » % #E 5
Intended for Long-Term Treatment | « gz 2z 8 fF 354 im 437 > 12 ;J'_ (FDAZ % % 10114000925 3:)
of Non-Life Threatening Conditions | iz z5 s 4 ;5% et 2 &
58 E2A Clinical Safety Data Management: |+ q;%/;r WHIFE > BRE BT |BESEhRRE 2AF 1994 TH# %R ATRFE%FR
Definitions and Standards for IR R4 S ES e Y (¥ 429 3 % 0991407858%)
Expedited Reporting
59 E2B(R3) Clinical Safety Data Management: | % % > 442 (ICSR) R# &2 |# S0pk #5%E 2 2005 T 22 O F iR 4
Data Elements for Transmission of ? PN (B %) (%45 & 3 % 1031405027%%)
Individual Case Safety Reports
60 E2C(R2) Periodic Benefit-Risk Evaluation RERID 2 2 2PUFR (BFE 2D T 2R 2012 1LT¥$% 2 TREEME
Report N NN s,éal 47 (#% & 3 % 0930327734%%)
(#14% & 3 % 1021453231%)
2. THEB AL RERAP
(iF% # 3 % 0970329838%%)
61 E2D Post-Approval Safety Data FERI BT 2PTHREIE ( |(EFRFFRBZIE2ETH 2003 1.TES % 2ERTEMRS
Management: Definitions and FinAvig AR ) B R S fe P (#% % 3 % 09303277344%.)
Standards for Expedited Reporting (#7424 3 ¥ 1021453231%)
2TERRAX 2ERRP
(% % 3 % 0970329838%%)
62 E2E Pharmacovigilance Planning NERIH SNFLELTRITR | B E TRV E 2004 1.7 ¥#r-k PERFEMES
3 (% % 3 % 0930327734%)
(#%4% & 3 % 10214532313%)
2TEEBAX2ERRP
(iF% # 5 % 0970329838%:.)
63 E2F Development Safety Update Report| fjk :#5 % 2 fFal2 & = Tk ok & 2T L2 2 2010
(DSUR) ; s % u/*juj W (5% 52 |+ (DSUR)
FEPXrERPFEZEIHL 2H
64 |E3 E3 Structure and Content of Clinical | 2 - Tgﬁ: ELEERE SN T SE -4 -5 1995 Mok B%FL2ZHNI R FEE
Clinical Study Reports Study Reports Eid (&% % 3 % 0920318552%%)
65 |E4 E4 Dose-Response Information to AFERD 2 RE-F RREERTH | ESRE-F R 1994 LSFRELRE RIS ELE
Dose-Response Studies Support Drug Registration B
(FDA% 3 % 101140009235 )
66 |E5 E5(R1) Ethnic Factors in the Acceptability (3 B * fek Ttz %3 73 Bk FO R AL R 1998 TR 2R AF BRI RRETHRL EH
Ethnic Factors of Foreign Clinical Data 3 L BN
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67 |E6 E6(R1) Good Clinical Practice B 5 UTRR RS B R B TR RS R 1996 TH# 5B LTRAERER
Good Clinical Practice (¥ # 8 3 %0991407858%.)
68 |E7-E11 E7 Studies in Support of Special E XL OE SR R EECEE R R 1993 & &5 & % 504 385 & % (Guidance
Clinical Trials Populations: Geriatrics for Studies of Drugs in Support of Special

Populations: Geriatrics) |
(#% % 3 % 0900054879%55 2 2.)

69 E8 General Considerations for Clinical | gz 25 — 421+ R B TRk sk — SR B 1997 M L ELHR TR ™EIL 2238 L
Trials B
(FDA#% 3 % 10114000923%5 1)
70 E9 Statistical Principles for Clinical Tk s sk tdp E R R Tl 5k st 4y LRl 1998 TS L FBFLIH TR R%EZ 22 ITEE
Trials B
(FDA% 3 % 10114000923%% &)
71 E10 Choice of Control Group and Tk BBk R EER 2 MR |TRFFRHR eSS 2000 TR AFMEFLIH TR %EZ2H23EE
Related Issues in Clinical Trials |
(FDA% 3 % 101140009235 &)
72 E11 Clinical Investigation of Medicinal || sa*%#* Zfepk =5 > B ETe |/ D2 H Tk 2% 2000 Fo) 32 %3 chif & 8 355 4 8 (Guidance for
Products in the Pediatric BRI AP M AE R o ) Pediatric Pharmacokinetic Studies) |
Population SRR E2 4 A 2. (#% ¥ 3 %0910043475% > 2
73 |E12 E12 Principles for Clinical Evaluation of |4 B 37 % & B & 2 Tek =6 h | "% & BE L9050 4% 2000 M § oK ¥ 5785 5% & 9 (Guidance
Clinical Evaluation by New Antihypertensive Drugs R o 3k TR RSk N2 AR Bl for the Clinical Trials of Drugs Acting on
Therapeutic Category % o Cardiovascular System) |
(% ¥ 3 % 880572155 2)
74 |E1l4 E1l4 Clinical Evaluation of QT/QTc BETRRRER M BRI TR (2o B3 B N Rk 2005 _
Clinical Evaluation Interval Prolongation and oA FER R TR B Rk TR R &
Proarrhythmic Potential for Non- 1& i (cardiac repolarisation) s |(cardiac repolarisation)
Antiarrhythmic Drugs Mo #4282 3SQTIQTCRE# £ 325
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75 E15-E16 E15 Definitions for Genomic e L FIRE S i A Ty 2007 M 2y FHRE FRES
Pharmacogenomics Biomarkers, Pharmacogenomics, zPharmacogenomics)l 44 5 [(Pharmacogenomics) % (Fo- 2% ai 09900022481%%)
Pharmacogenetics, Genomic Data (Pharmacogenetics) f# W e 430 | %44 © 4 (#F% 4? % %1000061677%)
and Sample Coding Categories FERS - TR 0 4o T4 42 |(Pharmacogenetics) (F%- £ 5 %10100177991%%)

(Genomic Biomarkers), % L %44
g &25308, AFIMTHR
(genomic data) 2 # * %45 (sample
codina\ e A5 5 o

76 E16 Biomarkers Related to Drug or prEE &G KRR Bk 2 |4 e (Biomarkers) 2010 _
Biotechnology Product 2 F# % & (Biomarkers
Development: Context, Structure,  |qualification submissions) : i % i
and Format of Qualification BRI EHE S
Submissions
Multidisciplinary
77 |M1 M1 MedDRA Terminology ¥ & 3 ks (MeDRA) _ _ _

Medical Dictionary for
Regulatory Activities
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78 |M2 Electronic Standards |M2 Electronic Standards for the FRFAD ﬁli T3 EE _ _ _
Transfer of Regulatory Information,
CCTDI
79 |M3 M3(R2) Nonclinical Safety Studies for the |2~ + & 25+ 844 {7 < g% 7 |8 52000 2% 2009 TE SRR BT 2P
Nonclinical Safety Studies Conduct of Human T2 2ETRA % 2R 5] (7% 2 3 % 87040788%.)
Clinical Trials and Marketing (FDA 3 % 1031402844%)
Authorization for Pharmaceuticals
80 |M4 M4(R3) Organisation Including the LR SCRNEE RS Bl Pield e i TR 2000 1. Tig» FpF2 ¢ (Common Technical
Common Technical Granularity document that provides % 2 Document, CTD) 58 » A MELHZ
Document guidance on document location #¢ 3P 1028110 1p A= %
and paginations. (¥ # % 7 % 1011405725%%)
r 3 2% 22 e
81 M4Q(R1) The Commpn T(_echnical Document (i * HjiF? a5 - 5 5 BT Pl e 2R 2000 énﬁ%ﬁiﬁéi&iii?ﬁ B
for the Regls‘tratlon of . FEEN (%466 3 510214012575
Pharmaceuticals for Human Use: Fas e d
Quality 3. LATR L2 T ii‘ﬂ
103&77% 1p A= ik3d * FEpF+ 2 (Common
82 M4S(R2) The Common Technical Document [:i * #jiF< 2 42 8- > oAl Pl & TR 2000 Technical Document » CTD)#. 3¢ #452
for the Registration of 2 X (“Hﬁ & 3 %1021453148%)
Pharmaceuticals for Human Use: INEY S5 ¥ ¥ X6 FB103ETH 1p
Safety an;‘n, i# g~ 2 Common Technical
Document s CTD) ;8432 |
83 M4E(R1) The Common Technical Document |:@ * HojiF< 2§38 -5 2% gre? W P 2000 (%3 & 3 % 1021452529%%)
for the Registration of 2 0
Pharmaceuticals for Human Use:
Efficacy
84 M5 M5 Data Elements and Standards for (%4 g3 2 #icdp ~ % 2 #3F _ _ _
Data Elements and Drug Dictionaries
Standards for Drug
Dictionaries
85 |[M6 M6 Virus and Gene Therapy Vector R NPT AL R R R FIE N P N TEY -3 2 _ Aok rEdmk (X3) 4
Gene Therapy Shedding and Transmission (draft) | # & v (FDA% 3 % 1001400546%;.)
86 (M7 M7 Assessment and Control of DNA 325 2 § 472 5% & DNAF it (3R |78 L £ 2 94| _
Genotoxic Impurities Reactive (Mutagenic) (ERENENY I AEVELE TR 1) 8- }
Impurities in Pharmaceuticals % o
to Limit Potential Carcinogenic Risk
87 M8 M8 Electronic Common Technical T3 P T ¥ e 1. Mg # g2 ¢ (Common Technical
Electronic Common Document TR Document, CTD) #3%
Technical Document (% f" & 3 %1011405725%%)
(eCTD) T2 GELERT Y %‘i‘?g."l'uﬁl:*ii"i
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(% # 8 3 % 1011408090%:)
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