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Abstract An LC-MS/MS method was established for the determination and identification of the related sub-
stances in telmisartan and amlodipine double layer tablets. Both sampling and HPLC separation of telmisartan and
amlodipine were carried out separately using ODS column (250 mm x4.6 mm, 5 pwm) with linear gradient elu-
tion. Good resolution of telmisartan and amlodipine and their related substances were achieved. Fourteen related
substances of telmisartan were detected and seven of them were elucidated. Two related substances of amlodipine

were identified to be the same as those recorded in British Pharmacopoeia.
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Figure 1 (A) Chromatogram of telmisartan in tablets by LC-PDA;
(B) TIC of telmisartan in tablets by LC-ESI*-MS (m/z 400—600 ) ;
(C) TIC of telmisartan in tablets by LC-ESI* -MS( m/z 200400 and
m/z 600—800 )
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Figure 2 Chemical structure of telmisartan
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Figure 3  Proposed fragmentation pathways of impurity 6 of telmisartan
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Figure 4 Proposed fragmentation pathways of impurity 3 of telmisartan
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Figure 5 Proposed fragmentation pathways of impurity 4 of telmisartan
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Figure 6 Proposed fragmentation pathways of impurity 5 of telmisartan
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Figure 7 Proposed fragmentation pathways of impurity 8 of telmisartan
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Figure 8 Proposed fragmentation pathways of impurity 11 and impurity 12 of telmisartan
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Figure 9 ( A) Chromatogram of amlodipine in tablets by LC-UV (237 nm) ; (B) TIC of amlodipine in tablets by LC-ESI* -MS(m/z 200-700) ; (C)
TIC of amlodipine in tablets by LC-ESI~ MS(m/z 200-700)
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Amlodipine impurity 2 (BP impurity F)

Figure 10  Structures of amlodipine and impurity 1 and 2
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