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Tablets

:ontain NLT 90.0% and NMT 110.0% of the labeled amount of captopril (C_H

5H1sNO,S).

g:
1ROMATOGRAPHIC IDENTIFICATION TEST (201)

n: 4 mg/mL in methanol

4 mg/mL of captopril in methanol prepared as follows. Dissolve the equivalent to 100 mg of captopril from a portion of
ets, taken in a conical flask, in 25 mL of methanol. Stir for 30 min using a magnetic stirrer, and centrifuge. Use the clear

> system
lume: 50 pL as streaks
vent system: Toluene, methanol, and glacial acetic acid (75:1:25)
Freshly prepared mixture of 1 volume of ammonium hydroxide and 6 volumes of a solution of 0.04% 5,5-dithiobis(2-
acid) in methanol
d as directed in the chapter. Locate the spots on the plate by lightly spraying with Spray reagent.
ria: Meet the requirements 4 og (USP47)

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 405

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 405

rom exposure to air and use within 8 h of preparation.

50 mL of methanol and 450 mL of water containing 0.50 mL of phosphoric acid

n: 1 mg/mL of USP Captopril RS and 0.05 mg/mL of USP Captopril Disulfide RS in Mobile phase

 Nominally equivalent to 1 mg/mL of captopril prepared as follows. Transfer NLT 20 Tablets into a suitable volumetric flask
2 phase to fill about 50% of the volume of the flask. Sonicate for 15 min. Dilute with Mobile phase to volume, shake by

2ans for 15 min, and filter.
> system

20 nm. AFor Identification B, use a diode array detector in the range of 190-400 nm. o2s (Usp41)

m x 25-cm; 45-um 595 (usp47) Packing L1405 (USP41)
_/min

1e: 20 uL

y
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dard solution and Sample solution

: percentage of the labeled amount of captopril (C9H15NOBS) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
aak response of captopril from the Sample solution
2ak response of captopril from the Standard solution

»ncentration of USP Captopril RS in the Standard solution (mg/mL)

»minal concentration of captopril in the Sample solution (mg/mL)
wia: 90.0%-110.0%

ESTS

deaerate the Medium to minimize exposure of captopril to air, and analyze the samples immediately.]
hydrochloric acid; 900 mL
rpm

n: USP Captopril RS at a known concentration in Medium

. Pass a portion of the solution under test through a suitable filter. Dilute with Medium, if necessary, to a concentration similar
tandard solution.

iditions

elength: 205 nm

dard solution and Sample solution
: percentage of the labeled amount of captopril (CgH15N038) dissolved:

Result = (A /A)) x (C/L) x Vx D x 100
asorbance of the Sample solution
ssorbance of the Standard solution

sncentration of USP Captopril RS in the Standard solution (mg/mL)

bel claim (mg/Tablet)
lume of Medium, 900 mL

lution factor for the Sample solution g2s (usp41)
80% (Q) of the labeled amount of captopril (C,H, NO_S) is dissolved.
«6E Units (905): Meet the requirements

DisuLFiDE

rom exposure to air and use within 8 h of preparation.

d Chromatographic system: Proceed as directed in the Assay.

y solution: Use the Standard solution prepared as directed in the Assay.

n: 0.05 mg/mL of USP Captopril Disulfide RS in Mobile phase

: Nominally 1 mg/mL of captopril in Mobile phase prepared as follows. Transfer 25 mg of captopril from NLT 20 finely

ets into a suitable centrifuge tube. Add 25 mL of Mobile phase, sonicate for 15 min, and centrifuge. Use the clear

y
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