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ine-5(4H)-acetic acid, a-(2-chlorophenyl)-6,7-dihydro-, methyl ester, (S)-, sulfate (1:1);

»-chlorophenyl)-6,7-dihydrothieno[3,2-c]pyridine-5(4H)-acetate, sulfate (1:1) CAS RN®: 120202-66-6; UNII: 08I79HTP27.
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ate contains NLT 97.0% and NMT 101.5% of clopidogrel bisulfate (C16H16CINOZS : sto4)' calculated on the dried basis.

c IoenTiFication Tests (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
‘Ests—GeNEeraL, Sulfate(191): Meets the requirements

idogrel related compounds, the concentrations are expressed as bisulfate salts. Use bisulfate salt equivalents stated on USP
dards labels to calculate the concentrations as appropriate.]

of monobasic potassium phosphate in water

.cetonitrile and Buffer (25:75)

ity stock solution: 100 pg/mL of USP Clopidogrel Bisulfate RS and 200 pg/mL of USP Clopidogrel Related Compound B RS in

ity solution: 2.5 pg/mL of USP Clopidogrel Bisulfate RS and 5.0 ug/mL of USP Clopidogrel Related Compound B RS in Mobile
'stem suitability stock solution
solution: 1.0 mg/mL of USP Clopidogrel Bisulfate RS in methanol

n: 0.1 mg/mL in Mobile phase from the Standard stock solution
dlution: 1 mg/mL of Clopidogrel Bisulfate in methanol

12 0.1 mg/mL in Mobile phase, from Sample stock solution

ic system

raphy (621), System Suitability.)

220 nm

am x 15-cm; packing L57
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Greater than 2.5 between clopidogrel and the first enantiomer of clopidogrel related compound B, System suitability solution

1dard deviation: NMT 1.0% from clopidogrel bisulfate, Standard solution

1dard solution and Sample solution

e percentage of clopidogrel bisulfate (C16H160INOZS . HZSO4) in the portion of the sample taken:

ieak response from the Sample solution

ieak response from the Standard solution

:oncentration of the Standard solution (mg/mL)

:oncentration of Sample solution (mg/mL)

riteria: 97.0%-101.5% on the dried basis

1(281): NMT 0.1%

Result = (r /r;) x (C/C ) x 100

idogrel related compounds, the concentrations are expressed as bisulfate salts. Use bisulfate salt equivalents stated on USP

dards labels to calculate the concentrations as appropriate.]

sodium 1-pentanesulfonate. Adjust with phosphoric acid to a pH of 2.5.

:onitrile
1anol
ee Table 1.
Table 1
Time Buffer Solution A Solution B
(min) (%) (%) (%)
0 85 10 5
3 85 10 5
48 30 65 5
68 30 65 5

trile and Buffer (60:40)

ity solution: 6.5 mg/mL of USP Clopidogrel Bisulfate RS and 0.01 mg/mL each of USP Clopidogrel Related Compound A RS

idogrel Related Compound B RS in Diluent
n: 6.5 pg/mL of USP Clopidogrel Bisulfate RS in Diluent

11 6.5 mg/mL of Clopidogrel Bisulfate in Diluent

ic system
raphy (621), System Suitability.)

220 nm
im x 15-cm; 5-um packing L1
srature: 30°
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