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Determination of dabigatran etexilate mesylate and related substances by
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Abstract

were synthesized and the related detection methods were established ( Using XBridge C ¢ as the column, metha-

In order to research the related substances of dabigatran etexilate mesylate, seven related compounds

nol-0. 01mol/L potassium dihydrogen phosphate as the mobile phase Gradient elution, detection wavelength of
310 nm). The solvents and the injection volume were also screened. Results showed that the established method
could separate the dabigatran etexilate mesylate and seven compounds completely, and the reproducibility was
good and the accuracy was high, which was suitable for the detection of the related substances of dabigatran etex-
ilate mesylate.
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Dabigatran etexilate mesylate
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Figure 1 Chemical structures of dabigatran etexilate mesylate and its A-G impurities
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Figure 2 HPLC chromatograms of diluent( a) ,chromatogram of system
suitability test of mixture of dabigatran etexilate mesylate and its impuri-

ties A-G(b)
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Table 1 Linear results of dabigatran etexilate mesylate

Standard curve range/ Typical standard

Impurity (pe/mL.) curve r
Imp. A 0. 000 4-0. 02 A=12437¢-784.6 1.000 0O
Imp. B 0. 000 4-0. 02 A=11699¢-2038.9 1.000 0
Imp. C 0. 000 4-0.02 A=4514c¢+23.0 1.000 O
Imp. D 0. 000 8-0. 04 A=12766¢-880.5 0.999 9
Imp. E 0. 000 4-0. 02 A =5234c-1455.1 0.999 9
Imp. F 0. 000 4-0. 02 A =9 832¢+298.5 1.000 0
Imp. G 0. 001 2-0. 06 A=11318¢-703.8 1.000 O

3.3 MEE(EALN)

5% Pk B HR il 2 3k LU0 BE R AR A 20 mg
10 mL &, A3, 27 5 F Lok Bl R e s oy
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101.29 (RSD =3.21%) .97.57 (RSD =3.32%)) ,
97.46(RSD =3.56% ) ,
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Table 2 Determination of relative substances of dabigatran etexilate mesylate by HPLC

Batch No. Imp. A/%  Imp.B/% Imp.C/% Imp.D/% Imp.E/% Imp.¥/% Imp. G/% Max. imp/% Total. imp/%
1506001 ND 0.03 ND 0.12 ND ND 0. 14 0. 04 0.46
1507001 ND 0. 04 ND 0. 06 ND ND 0.15 0. 05 0.38
1507002 ND 0.03 ND 0. 04 ND ND 0.12 0. 05 0.35

ND:Not detected
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Figure 3  Chromatogram of impurity A, B sample solution dissolved in

ethyl alcohol absolute
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Figure 5 Chromatogram of impurity A with injection volume
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