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Rifampicin Capsules

General Notices
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Action and use &
Rifamycin antituberculosis drug.
DEFINITION
Rifampieip CapSules contai ici”
TheQ*omply ith the requirements stated under Capsules and with the following
ts.

Content of rif C,H;N,O,,

95.0 to 105%0% of the stated amount.

IDENTIFICATION

In the Assay, record the UV spectrum of the principal peak in the chromatograms obtained with
solutions (1) and (2) with a diode array detector in the range of 210 to 400 nm.
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The UV spectrum of the principal peak in the chromatogram obtained with solution (1) is concordant
with that of the peak in the chromatogram obtained with solution (2);

the retention time of the principal peak in the chromatogram obtained with solution (1) is similar to
that of the peak in the chromatogram obtained with solution (2).

TESTS

Dissolution

Comply with the requirements for Monographs of the British Pharmacopo e dissolution r
tablets and capsules, Appendix XII B1.

TEST CONDITIONS E

(a) Use Apparatus 1, rotating the basket at 100 revolutighs p ute.

(b) Use 900 mL of 0.1m hydrochloric acid, at a temperature °, as the me .
PROCEDURE %
After 45 minutes withdraw a sample of the medi easurefthe ab nce of the filtered

sample, suitably diluted with the dissolution if necessary,‘at the snaximum at 336 nm,

Appendix Il B, using dissolution medi ference

DETERMINATION OF CONTENT

Calculate the total content of ri n, C,;HgxN,O,,, inthe medium taking 263 as the value of A(1%,
1 cm) at the maximu 336 nm.

LIMITS

The amoun% .0,, refeased is not less than 75% (Q) of the stated amount.
Eubstanc §

ut the method,fo id chromatography, Appendix lll D, using the following solutions
prepared in theysolvent mixture described below. To 10 volumes of a 21.01% w/v solution of citric acid

add 23 v es .61% wl/v solution of potassium dihydrogen orthophosphate, 77 volumes of a
17.42% on of dipotassium hydrogen orthophosphate, 250 volumes of acetonitrile and
640 volume ater and mix. Prepare the solutions immediately before use.

(1) Shake a quantity of the contents of the capsules containing 20 mg of Rifampicin with 10 mL of
acetonitrile and centrifuge. Dilute 1 volume of the clear supernatant liquid to 10 volumes with the
solvent mixture.

(2) Dilute 1 volume of solution (1) to 100 volumes.

(3) 0.0008% wl/v of rifampicin quinone EPCRS (impurity A).

(4) 0.0003% wi/v of rifampicin N-oxide BPCRS (impurity B) .
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(5) 0.0001% wi/v of 3-formylrifamycin SV BPCRS (impurity 1).

(6) Dilute 1 volume of solution (3) to 4 volumes and mix 1 volume of the resulting solution with
1 volume of solution (2).

(7) Dilute 1 volume of solution (2) to 10 volumes.

CHROMATOGRAPHIC CONDITIONS

(@) Use a stainless steel column (10 cm x 4.6 mm) packed with octylsilyl silica gel for
chromatography (5 um) (Partisil C8 is suitable).

(b) Use isocratic elution and the mobile phase described below.

(c) Use a flow rate of 1.5 mL per minute.

(d) Use an ambient column temperature.

(e) Use an autosampler temperature of 5°

(

(

(

f) Use a detection wavelength of 254 nm.

g) Inject 20 pL of each solution.

h)  For solution (1) allow the chromatography to proceed for at least he retenti@n time
the peak due to rifampicin.

MOBILE PHASE

35 volumes of acetonitrile and 65 volumes of a solutio ini ophosphoric acid,

ium dihydrogen
gram obtainolution (6), the resolution between

thedeoncentration of rif; icin in solution (2).

orthophosphate.

SYSTEM SUITABILITY

The test is not valid unless, in the chrg
the two principal peaks is at least 4:

CALCULATION OF IMPURITI

For each impurity,

)and (5) .

tion time: aboui, 1 nutes.

< ut 0.6; impurity B, about 1.3; impurity 1, about 3.1.
rd any peaksiel before the peak due to impurity A.

LIMITS
— impurity A: not more than 4.0%;
— impurity B: not more than 1.5%;
— impurity 1: not more than 0.5%;

— unspecified impurities: for each impurity, not more than 1.0%;
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— total unspecified impurities: not more than 2.5%;

— reporting threshold: 0.1%.

ASSAY

To 10 volumes of a 21.01% w/v solution of citric acid add 23 volumes of a 13.6 tion of
potassium dihydrogen orthophosphate, 77 volumes of a 17.42% w/v solth ssium hydibge

orthophosphate, 250 volumes of acetonitrile and 640 volumes of water an
immediately before use. .

(1) Shake a quantity of the contents of the capsules containing g ifampicin
acetonitrile, and centrifuge. Dilute 1 volume of this solution to mes with the sol ure.
(2) 0.003% Rifampicin BPCRS.

CHROMATOGRAPHIC CONDITIONS 0

The chromatographic conditions described under @ ubstancea% d, excluding (h).
DETERMINATION OF CONTENT %

Calculate the total content of rifampig N0, in apsules from the chromatograms

13HssN, Q0 @ picin BPCRS.

obtained and using the declared t

IMPURITIES &

The impurities |i
and:

y the requirements ofithis monograph include A and B listed under Rifampicin

mycin SV @

”
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