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e and Metformin Hydrochloride Tablets

tformin Hydrochloride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amounts of glyburide (C
ochloride (C,H,,N, - HCI).

,3H,,CIN,O.S) and

‘retention time of the glyburide peak of the Sample solution corresponds to that of the Standard solution, as obtained in the
'e.

RocHLORrIDE: The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as
isay for Metformin Hydrochloride.

of monobasic ammonium phosphate

.cetonitrile and Buffer (40:60). Adjust with 1 N sodium hydroxide to a pH of 5.3.

trile and water (50:50)

solution: 0.25 mg/mL of USP Glyburide RS prepared as follows. Transfer a weighed amount of USP Glyburide RS to a suitable

sk. Dissolve first in the acetonitrile, using 50% of the final volume, and then dilute with water to volume.

n: 0.025 mg/mL of USP Glyburide RS in Diluent, from the Standard stock solution

ity solution 1: Prepare a solution containing 0.025 mg/mL of USP Glyburide Related Compound A RS in Diluent. Transfer 50
ttion to a 50-mL volumetric flask, and dilute with Standard solution to volume.

ity solution 2: 5.0 mg/mL of USP Metformin Hydrochloride RS in System suitability solution 1

12 Dissolve NLT 5 Tablets in Diluent by stirring with a magnetic stirring bar for at least 1 h. Dilute to obtain a solution containing
of glyburide, based on the label claim. Centrifuge a portion of this solution at 3000 rpm for 10 min and use the clear
Note—Retain a portion of this solution for the Assay for Metformin Hydrochloride.]

ic system

raphy (621), System Suitability.)

230 nm

am x 15-cm; 5-ym packing L7

arature: 40°

mL/min

me: 100 pL

5 times the retention time of glyburide

ty

'm suitability solution 2

itive retention time for glyburide related compound A is about 0.30 with respect to glyburide.]
uirements

1dard deviation: NMT 1.5% for the glyburide peak; NMT 10% for the glyburide related compound A peak
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ieak response of glyburide from the Standard solution

:oncentration of USP Glyburide RS in the Standard solution (mg/mL)

iominal concentration of glyburide in the Sample solution (mg/mL)

eria: 90.0%-110.0% of the labeled amount of glyburide

ZHLORIDE

1.0 g each of sodium heptanesulfonate and sodium chloride to a 2000-mL volumetric flask. Add 1800 mL of water, and

)6 M phosphoric acid to a pH of 3.85. Dilute with water to volume.

.cetonitrile and Buffer (10:90)

rove the separation, the composition of acetonitrile and Buffer may be changed to 5:95, if necessary.]

trile and water (1:40)

n: 0.25 mg/mL of USP Metformin Hydrochloride RS in Diluent. [Note—Sonicate to achieve complete dissolution, if necessary.]
ity stock solution: 25 ug/mL each of USP Metformin Related Compound B RS and USP Metformin Related Compound C RS in

ity solution: Transfer 0.5 mL of the System suitability stock solution to a 50-mL volumetric flask, and dilute with Standard
ume.

1 Dilute with water a portion of the retained Sample solution from the Assay for Glyburide to obtain 0.25 mg/mL of metformin
based on the label claim.

ic system

218 nm

im x 30-cm; 10-uym packing L1

srature: 30°

IL/min

me: 5 pL

ity

'm suitability solution

ative retention times for metformin related compound B, metformin, and metformin related compound C are about 0.86, 1.0,
aspectively. Metformin related compound C can have a variable retention time. The composition of acetonitrile and Buffer in
nay be changed to 5:95, if it elutes at a relative retention time of less than 2.1.]

uirements

NLT 1.5 between metformin related compound B and metformin

r: 0.8-2.0 for the metformin peak

1dard deviation: NMT 1.5% for the metformin peak; NMT 10% each for the metformin related compound B and metformin
mpound C peaks

1dard solution and Sample solution
e percentage of the labeled amount of metformin hydrochloride (CAHHN5 - HCI) in the portion of Tablets taken:

Result = (r /r;) x (C/C,) x 100
ieak response of metformin from the Sample solution
ieak response of metformin from the Standard solution

:oncentration of USP Metformin Hydrochloride RS in the Standard solution (mg/mL)

iominal concentration of metformin hydrochloride in the Sample solution (mg/mL)
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15 M boric acid and 0.05 M potassium chloride solution. Prepare by dissolving 3.09 g of boric acid and 3.73 g of potassium
250 mL of water, adjust with 1 N sodium hydroxide to a pH of 9.5, and dilute with water to 1 L; 500 mL.

:75rpm

n

lution: 0.1 mg/mL of USP Glyburide RS prepared as follows. Transfer a weighed amount of USP Glyburide RS to a suitable
: flask, dissolve first in acetonitrile, using 20% of the final volume, then dilute with Medium to volume. Dilute further with

» obtain a solution having a glyburide concentration, in mg/mL, of (L/500), where L is the label claim of glyburide in mg/Tablet.
tion: Sample per Dissolution (711). Pass a portion of the solution under test through a polypropylene filter of 0.45-um pore
lass fiber filter of 1-um pore size.

g/L of monobasic ammonium phosphate in water

e: Acetonitrile and Buffer (1:1). Adjust with 1 N sodium hydroxide to a pH of 5.3.

aphic system

natography (621), System Suitability.)

UV 230 nm
L.6-mm x 15-cm; 5-ym packing L7
'mperature: 30°
1.5 mL/min
solume: 200 pL
ability
itandard solution
' requirements
factor: 0.8-2.0
» standard deviation: NMT 2%

Standard solution and Sample solution

stermine the percentage of the labeled amount of glyburide (C CIN3OSS) dissolved:

23H28
Result = (r /rg) x (C/L) x Vx 100

r, = peakresponse of glyburide from the Sample solution

ry = peakresponse of glyburide from the Standard solution

C, = concentration of USP Glyburide RS in the Standard solution (mg/mL)

L  =label claim of glyburide (mg/Tablet)

V  =volume of Medium, 500 mL

NLT 85% (Q) of the labeled amount of glyburide is dissolved.

drochloride

15 M phosphate buffer, pH 6.8. Prepare by dissolving 6.8 g of monobasic potassium phosphate in 1000 mL of water, and

1 0.2 N sodium hydroxide to a pH of 6.8 + 0.1; 1000 mL.

: 50 rpm

n

lution: Dissolve a quantity of USP Metformin Hydrochloride RS in Medium, to obtain a solution having a metformin

[ide concentration, in mg/mL, of (L/1000), where L is the label claim of metformin hydrochloride in mg/Tablet. Dilute further, if
, with Medium.

tion: Sample per Dissolution (711). Pass a portion of the solution under test through a polypropylene filter of 0.45-um pore
lass fiber filter of 1-um pore size. Dilute with Medium, if necessary, to a concentration similar to that of the Standard solution.

Documents

Document Sharing Hub

Full document details: Glyburide and Metformin Hydrochloride Tablets


https://store.usp.org/product/1295505
https://store.usp.org/product/1295505
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://store.usp.org/product/1295505
https://store.usp.org/product/1396309
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
http://avadocuments2026.com/doc/glyburide-and-metformin-hydrochloride-tablets
http://avadocuments2026.com/doc/glyburide-and-metformin-hydrochloride-tablets

