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Captopril t ni@in Captopril.

Action and

The tablet§*Comply with the requirements stated under 1ablets and with the following requirements.

Content of captopril, C;H,;,NO,S

95.0 to 105.0% of the stated amount.
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IDENTIFICATION

Dissolve a quantity of the powdered tablets containing 0.1 g of Captopril in 25 mL of methanol with
the aid of ultrasound and filter. Mix 1 mL of the filtrate with 0.5 g of potassium bromide, dry at room
temperature at 2 kPa, grind to a uniform mixture and prepare a disc. The infrared absorption
spectrum, Appendix Il A, is concordant with the reference spectrum of captopril (RS 038).

TESTS

Dissolution

Comply with the dissolution test for tablets and capsules, App [l P
TEST CONDITIONS

(@) Use Apparatus 1, rotating the basket at 50 re
(b) Use 900 mL of 0.01m hydrochloric acid, at a t re of 37°, a meedium.

PROCEDURE < ’

(1) After 20 minutes withdraw a samp eWedium gm@geasure the absorbance of the filtered
sample, suitably diluted with the diss@ edium, if % y, to produce a solution expected to
contain of 0.0014% w/v of Captop ssfMaximumfat 2Q ny’Appendix |l B, using dissolution
medium in the reference cell:

014% w/v soluti f captopril BPCRS in the dissolution
n the ref€rence cell.

(2) Measure the absorbance
medium using dissoluti

DETERMINATION OBCONJENT

Calculate thgytotal Santent of capiBprifC,HENO,S, in the medium from the absorbances obtained
and usin; th d conts f & O,S in captopril BPCRS.

amount of capt@pri ased is not less than 80% (Q) of the stated amount.

Related es

Carry out the"method for liquid chromatography, Appendix 11l D, using the following solutions
prepared in the methanol.

(1) Transfer a quantity of the powdered tablets containing 25 mg of Captopril to a centrifuge tube,
add 50 mL of methanol, centrifuge and use the supernatant liquid.

(2) Dilute 1 volume of solution (1) to 50 volumes.

(3) Dissolve 5 mg of captopril BPCRS in 1 mL methanol and add 230 uL of 0.05M jodine. If the
solution is not colourless, add 0.1m sodium thiosulfate dropwise until it becomes colourless, and dilute
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to 50 mL with methanol (impurity A generation). Further dilute 3 volumes to 20 volumes with
methanol.
(4) Dilute 1 volume of solution (2) to 10 volumes.

CHROMATOGRAPHIC CONDITIONS

a) Use a stainless steel column (25 cm x 4.6 mm) packed with end-capped octadecylsilyl silica gel
5 um) (Ace C18 is suitable).
b) Use isocratic elution and the mobile phase described below.

(

(

(

(c) Use a flow rate of 1 mL per minute.

(d) Use an ambient column temperature.
(e) Use a detection wavelength of 220 nm.
(

(

f) Inject 20 uL of each solution.
g) Allow the chromatography to proceed for 2.5 times the retention time topril.

MOBILE PHASE

0.5 volume of orthophosphoric acid, 450 volumes of water an sofm ol

SYSTEM SUITABILITY < E ’

The test is not valid unless, in the chromatogram @b d\ with solutiofy(3 olution between
the peaks due to captopril and impurity A is at I@as

CALCULATION OF IMPURITIES
For impurity A, use the concentratign @ pril in' s Iu
i captopril in solution (4).

For each unspecified impurit

For the reporting thresheld, use concentg@tion of captopril in solution (4).

For peak identification, us&solution (3

Captopril retentio e: about 4 mindtes.

Relative ret%purity A, Gbouf1.5
t :

an 2.0%;

rities: for each impurity, not more than 0.2%;
—to specified impurities: not more than 1.0%;

— reporting threshold: 0.1%.

ASSAY
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Weigh and powder 20 tablets. Carry out the method for liquid chromatography, Appendix Il D, using
the following solutions.

(1) Transfer a quantity of the powdered tablets containing 25 mg of Captopril to a centrifuge tube,
add 25 mL of the mobile phase, mix with the aid of ultrasound and centrifuge. Dilute 1 volume of the
supernatant liquid to 10 volumes with the mobile phase.

(2) 0.01% wl/v of captopril BPCRS in the mobile phase.

(3) Dissolve 5 mg of captopril BPCRS in 1 mL methanol and add 230 pL of 0.05m jodine. If the
solution is not colourless, add 0.1m sodium thiosulfate dropwise until it becomes colourless, and dilute
to 50 mL with methanol (impurity A generation). Further dilute 3 volumes to 20 volurfigs with methanol

CHROMATOGRAPHIC CONDITIONS

The chromatographic conditions described under Related substances ma ed, excluding
SYSTEM SUITABILITY Q

The test is not valid unless, in the chromatogram obtained with 10 ), the re tween
the peaks due to captopril and impurity A is at least 2.0. v
DETERMINATION OF CONTENT

Calculate the content of captopril, C4H,,NO,S inthe s from the chr ograms obtained and
using the declared content of C;H,,NO,S in“eapiopiP BPCRS.

IMPURITIES &O

The impurities limited he requifements is monograph include impurity A listed under Captopril.

<
W &
R
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