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Guideline Q1B: Stability Testing: Photostability Testing of New
Drug Substances And Products. 1996

3.ICH Steering Committee. Harmonised Tripartite
Guideline Q2: Validation of Analytical Products: Text and
Methodology 1996

4.1CH Steering Committee, Harmonised Tripartite
Guideline Q3A: Impurities in New Drug Substances, 2006

5.ICH Steering Committee, Harmonised Tripartite
Guideline Q3B: Impurities in New Drug Products, 2006

6.ICH Steering Committee, Harmonised Tripartite

Guideline Q3C: Impurities: Guideline for Residual Solvents,



2016

7.1CH Steering Committee. Harmonised Tripartite
Guideline Q3D: Guideline for Elemental Impurities. 2014

8.ICH Steering Committee. Harmonised Tripartite
Guideline Q6A: Specifications: Test Procedures and Acceptance
Criteria for new Drug Substances and New Drug Products:
Chemical Substances. 1999

9.ICH Steering Committee, Harmonised Tripartite
Guideline Q7: Good Manufacturing Practice Guide for Active
Pharmaceutical Ingredients, 2000

10. ICH Steering Committee, Harmonised Tripartite
Guideline Q8: Pharmaceutical Development. August, 2009

11. ICH Steering Committee, Harmonised Tripartite
Guideline Q11: Development Manufacture of Drug Substances
( Chemical Entities and Biotechnological/Biological Entities ) ,
2012

12. ICH Steering Committee. Harmonised Tripartite
Guideline M7: Assessment and Control of DNA Reactive
( Mutagenic) Impurities in Pharmaceuticals to Limit Potential
Carcinogenic Risk. 2017

13. ICH Steering Committee. Harmonised Tripartite

Guideline M9: Biopharmaceutics Classification System-based



Biowaivers. 2019

B ERARUESHR. (BXAURAXTAALEY
dE AT o R RCR AR SRR ) (2020 5 44 5

5. BRAREEEERGRSFITFO. (AT A A<F
W E S ARG R ERT R RN REAERS>E 3 A
SCPFETIE ) (2020 5% 2 5)

16. XA R REEERAEF TP, (FH & FH
FOKE AL T LT KR AES RN GRAT)) (2020 4%
53 =)

7 EHRASREEERASF TP, (FH S EH
FlEFRANERSAGREHEEFREAEE GRAT))
(2020 % 33 =)

18 B4 NEEERSGFITFOAFH H TS
M3 R AT HER R AT (RAT)) (2020 4% 33 5)

19.BXe AL EEEELRGRF LT, (JLEA
% (EFhm) BHFEIFREF RN GR47)) (2020 5% 67
)

20 EXA R M EEERAGRFIFFS. (FHUF T
B 2K AR A R 48 7 N (IRAT )Y (2020 F5% 15 )

21 BRA G UEEHR. (ARG URAAXTH—FRE
B KK HE I F R T TEARFEHLAEY (2019 F5
56 5 )



2. ERGBUEBEER. (L HH a5t bl #Es
) (2019 424 25 5 )

. ERNBEETER. (RTAAGRE LIEE AR
% 3 MemmiE4£) (2018 4 85 5)

2. ERG R MEEER (AXGZEEEERATH
BENF A KERERFAT B MASERWESE) (2018
£ 82 )

5. EReRth B EEERLR. (WFEHHSHEKT
HEMEA MR RFEATF RN GRA7)) (2018 F% 14 &)

26 EXRG R MEEERG R FITFQ. (FEHHHE
Mt £ P AR By — A B sk (GRAT)) (2018.6)

21 EXR Rt h EEEREER (RAXTEAALEY
G HTE M L EF R ER GRAT) HEE) (2016 4% 80
)

2. XL BEEEELR. (AKREHEREIAR
38 R 457 EN) (2016 £ % 87 5)

20 BXR R BEEEELRE. (HWEEEAER
455 BN (2016 £ % 78 )

0. XA RG R B EEELRE. (F& o MR E & & 5%
H i O 5 e 5 R U (2016 5 61 )

L EXARAGUETELE. (UAHFSHENLE
MAFELGRIGARENERERRZE AT RN



(2016 % 61 =)

RNEXERGEEEEELER. (MFEAHERFEH
BRI R AT RN (A7) (2015 4
%40 5)

BEXRE&GEEETELR. (F@ o R E & 5 &
B ER R AT RN (2015 £% 3 5)

MERERGREEEEERLRE. (LEHY JRRHF
#HD REMFARFEAE RN (2015 £5% 3 5)

B EXERYRRETELR (MEHBTHALSE
B aEMEEEEARBEAE R RN GRAT) (BRHEE

(2012) 267 &)

6. EXE LGB EEERRE (XThRAAFEEE
EA Y R R EEWNE ) (R E (2012) 132 &)

N EXE LG EEEEERR. (WFHBEHAANEAHK
AER GATDY (ERZEEE (2008) 7 5)

B EXE R B WEEIRE. (LF 4R 2% & F
£ B AE A R BOR AR R RN (E A2 WiE (2005] 106 5 )

.ERERGERETER. (LFHYH AR THEA
R EN) (E&2%kE (2005) 106 &)

40 BRERGSBEEER (WFEHYRETEET
MALTE LI R B AT R Y (EA 2 lE (2005) 106 &)

N EREEGEEEEER. (WFEHYREEF



R RIER A e RN (E&ZEE (2005) 106 5)

42. Food and Drug Administration, Center for Drug
Evaluation and Research (CDER) . Guidances (Drugs):
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