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azole Capsules

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

le: Between 1600 and 1000 cm ™!
ria: Capsule contents show maxima only at the same wavelengths as those of similarly prepared USP Metronidazole RS.

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

ethanol and water (1:4)

n: 0.03 mg/mL of USP Metronidazole RS in Mobile phase

lution: Nominally 1 mg/mL of metronidazole prepared as follows. Mix the contents of Capsules (NLT 20). Transfer an
lent to 100 mg of metronidazole to a 100-mL volumetric flask, add 80 mL of Mobile phase, and sonicate with intermittent
min. Shake for 30 min, and dilute with Mobile phase to volume. Centrifuge a portion of the solution.

: 0.03 mg/mL of metronidazole in Mobile phase, from the Sample stock solution. Pass a portion of the solution through a
1e filter of 0.45-um or finer pore size. Discard the first 10 mL of the filtrate, and use the remainder.

> system

aphy (621), System Suitability.)

19 nm

m x 15-cm; 5-um packing L7

rature: 30°

_/min

1e: 30 L

1es the retention time of the metronidazole peak
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0% for five replicate injections

dard solution and Sample solution
: percentage of the labeled amount of metronidazole (CéHgN303) in the portion of Capsules taken:

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

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

>minal concentration of metronidazole in the Sample solution (mg/mL)
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n: 0.4 mg/mL of USP Metronidazole RS in Medium. Sonicate to dissolve if necessary.

. Pass a portion of the solution under test through a suitable filter of 0.45-um pore size, and discard the first few mL.
iditions

elength: Maximum at about 278 nm

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

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

bel claim (mg/Capsule)
Jlume of Medium, 900 mL

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

«6e Units (905): Meet the requirements

ind Chromatographic system: (grR 1-Jun-2024) Proceed as directed in the Assay.

n: 1 pg/mL of metronidazole from USP Metronidazole RS and 2 pg/mL of tinidazole related compound A from US
ited Compound A RS in Mobile phase

n: Nominally T mg/mL of metronidazole prepared as follows. Mix the contents of Capsules (NLT 20). Transfer an amount

00 mg of metronidazole to a 100-mL volumetric flask, add 80 mL of Mobile phase, and sonicate with intermittent shaking for
for 30 min, and dilute with Mobile phase to volume. Centrifuge a portion of the solution. 5 (gg 1-Jun-2024)

y

ard solution

tive retention times for tinidazole related compound A and metronidazole are 0.75 and 1.0, respectively.]

lirements

LT 2.0 between tinidazole related compound A and metronidazole

'* NMT 2.0 for metronidazole

dard deviation: NMT 6.0% for both tinidazole related compound A and metronidazole

dard solution and Sample solution
: percentage of tinidazole related compound A in the portion of Capsules taken:

Result = (r /r)) x (C/C ) x 100
2ak response of tinidazole related compound A from the Sample solution
2ak response of tinidazole related compound A from the Standard solution

»ncentration of USP Tinidazole Related Compound A RS in the Standard solution (mg/mL)

>minal concentration of metronidazole in the Sample solution (mg/mL)

: percentage of any unspecified degradation product in the portion of Capsules taken:

Documents

Document Sharing Hub

Full document details: Metronidazole Capsules


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/1667530
https://store.usp.org/product/1667530
https://store.usp.org/product/1667530
https://store.usp.org/product/1442009
http://www.avadocuments.com/doc/metronidazole-capsules
http://www.avadocuments.com/doc/metronidazole-capsules

