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A3 CigHaoNsO;P 472.1956 472.1958 0.6
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A12 CaHuNOWP  616.2742 616.2738 06
A13 CyHaiNOP,  1015.4050 1015.4055 0.5
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Stability-indicating assay method for determination of actarit, process related
impurities and degradation products: Insight to stability profile and degradation Abiramasundari A, Joshi RP, Jalani HB J. Pharm. Anal. 2014
pathways
LC—MS/MS characterization of forced degradation products of zofenopril Ramesh T, Rao P Nageswara J. Pharm. Biomed. Anal. 88(25): 609-616 2014
ESI-MSn and LC—ESI-MS studies to characterize forced degradation products of . L )
) o Bansal G, Singh R, Saini B, et al J Pharm Biomed Anal. 72: 186-197. 2013
bosentan and a validated stability-indicating LC-UV method
Characterization of impurities in tylosin using dual liquid chromatography combined
e p ty g q graphy Chopra S, Schepdael A Van, Hoogmartens J, Talanta. 106: 29-38. 2013
with ion trap mass spectrometry etal
FORCED DEGRADATION STUDY OF TORASEMIDE: CHARACTERIZATION OF ITS . . . ) J. Lig. Chromatogr. Related Technol
Jovic Z, Zivanovic L, Protic A, et al . ’ ’ 2013
DEGRADATION PRODUCTS 35(15): 2082-2094
Investigation and structural elucidation of a process related impurity in candesartan .
o Raman B, Sharma BA, Mahale G, et al J. Pharm. Biomed. Anal. 56(2):256-267. 2011
cilexetil by LC/ESI-ITMS and NMR
Mass spectrometric characterization of gentamicin components separated by the . .
] Li B, Schepdael A Van, Hoogmartens J, etal ~ J. Pharm. Biomed. Anal. 55(1): 78-84. 201
new European Pharmacopoeia method
Identification of novel rapamycin derivatives as low-level impurities in active .
o . Zech SG, Carr M, Mohemmad QK, et al J. Antibiot. 64: 649-654 2011
pharmaceutical ingredients
Development and validation of indirect RP-HPLC method for enantiomeric purity . .
o ) Karthikeyan K, Arularasu GT, Ramadhas R J. Pharm. Biomed. Anal. 54(4): 850-854 201
determination of d-cycloserine drug substance
Forced Degradation of Betamethasone Sodium Phosphate Under Solid State:
Formation, Characterization, and Mechanistic Study of All Four 17,20-Diastereomers  Li M, Wang X, Chen B J. Pharm. Sci. 98(3): 894-904. 2009
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F2. ERBHRRRE

sEABFE REBRE LERE TRIZIRE
<29 0.05% 0.10% & 1.0mg 0.15% 5 1.0mg
>29 0.03% 0.05% 0.05%

3. HIFIHIRRIRE

RERE LERE iR
BEAEFE PR HAEFE PRIE HAEFE PRI
<1g 0.10% <Img 1.0% % 5ug <10mg 1.0% 3§ 50ug
1mg-10mg 0.5% 3§, 20ug 10mg-100mg 0.5% =% 200ug
>1g 0.05% >10mg-2g 0.2%3% 2mg >100mg-2g 0.2% 3§ 3mg
>2g 0.10% 2 0.15%
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