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azole Tablets

lets contain NLT 90.0% and NMT 110.0% of the labeled amount of metronidazole (C,H,N,0,).

lution: Equivalent to 15 mg/mL of metronidazole from powdered Tablets in dilute hydrochloric acid (1 in 100). Shake for
d filter.

s acid in methanol (1 in 350)

: 20 yg/mL of metronidazole in Medium from the Sample stock solution

ria: Meet the requirements

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

ethanol and water (20:80)

n: 0.5 mg/mL of USP Metronidazole RS in Mobile phase

lution: Nominally 10 mg/mL of metronidazole in methanol from Tablets prepared as follows. Transfer 10 Tablets, whole or
itable size volumetric flask. Add methanol, and shake by mechanical means for 30 min or until the Tablets are disintegrated.
:hanol to volume, and allow the solution to stand until the insoluble material has settled.

: Nominally 0.5 mg/mL of metronidazole in Mobile phase prepared from the clear supernatant of the Sample stock solution.

> system
aphy (621), System Suitability.)

54 nm

m x 15-cm; packing L7
_/min

1e: 10 L

y

ard solution

lirements

= NMT 2

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of metronidazole (C6H9N303) in the portion of Tablets taken:

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

»ncentration of USP Metronidazole RS in the Standard solution (mg/mL)
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n: USP Metronidazole RS in Medium
. Filter a portion of the solution under test, and dilute with Medium to a concentration similar to that of the Standard solution.
iditions

elength: 278 nm

dard solution, Sample solution, and Blank
: percentage of the labeled amount of metronidazole (C,H,N,O,) dissolved.

Result= (A /A) x C.x Vx (1/L) x D x 100
ssorbance of the Sample solution
ssorbance of the Standard solution
»ncentration of USP Metronidazole RS in the Standard solution (mg/mL)

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

lution factor to prepare the Sample solution

85% (Q) of the labeled amount of metronidazole (C,H,N,0,) is dissolved.

6E Units (905): AMeet the requirements 4 (CN 1-Aug-2023)

ntent uniformity

1 hydrochloric acid (1 in 100)

ion: 20 pg/mL of USP Metronidazole RS in Diluent

solution: Transfer 1 Tablet to a 250-mL volumetric flask. Add about 100 mL of Diluent, and shake for 30 min. Dilute with

ume. Filter, discarding the first 15 mL of the filtrate. Nominally 200 pg/mL of metronidazole is prepared by transferring the
itatively with the Diluent.

n: 20 pg/mL of metronidazole in Diluent from Sample stock solution

onditions

velength: 278 nm

ndard solution, Sample solution, and Blank
he quantity, in mg, of metronidazole (C,H,N,0,) in each Tablet taken:

Result = (A /A) x (C/C ) x L
absorbance of the Sample solution
absorbance of the Standard solution

concentration of USP Metronidazole RS in the Standard solution (ug/mL)

nominal concentration of metronidazole in the Sample solution (ug/mL)

label claim (mg/Tablet)

1-2023)

Documents

Document Sharing Hub

Full document details: Metronidazole Tablets


https://store.usp.org/product/1442009
https://store.usp.org/product/1442009
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://store.usp.org/product/1442009
https://store.usp.org/product/1442009
https://store.usp.org/product/1442009
https://store.usp.org/product/1667530
http://www.avadocuments.com/doc/metronidazole-tablets
http://www.avadocuments.com/doc/metronidazole-tablets

