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» Acetate for Topical Solution

for Topical Solution contains NLT 98.0% and NMT 102.0% of mafenide acetate (C,H, N,0,S - C,H,0,), calculated on the

10

penTiFicATioN Tests (197), Infrared Spectroscopy: 197K
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

>lve 6.8 g of monobasic potassium phosphate and 1.0 g of sodium 1-hexanesulfonate in 800 mL of water. Adjust with

d to a pH of 2.5, and dilute to 1000 mL.

>etonitrile and Solution A (1:9)

n: 1 mg/mL of USP Mafenide Acetate RS in Mobile phase. Sonicate to dissolve if necessary.

: Nominally 1 mg/mL of mafenide acetate prepared as follows. Constitute the Topical Solution as directed in the labeling.

me of the constituted Topical Solution, equivalent to 25 mg of mafenide acetate, to a 25-mL volumetric flask. Using
solve in 12 mL of Mobile phase. Dilute with Mobile phase to volume.

> system

aphy (621), System Suitability.)

67 nm

m x 15-cm; 5-um packing L1
_/min

1e: 20 L

y

ard solution

lirements

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of mafenide acetate (C7H10NZOZS : CzH402) in the portion of the constituted Topical

iken:
Result = (r /r)) x (C/C ) x 100
2ak response from the Sample solution

2ak response from the Standard solution

»ncentration of USP Mafenide Acetate RS in the Standard solution (mg/mL)
>minal concentration of mafenide acetate in the Sample solution (mg/mL)
ria: 98.0%-102.0% on the anhydrous basis
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- Nominally 2 mg/mL of mafenide acetate prepared as follows. Constitute the Topical Solution as directed in the labeling.
me of the constituted Topical Solution, equivalent to 200 mg of mafenide acetate, to a 100-mL volumetric flask containing
lic acid. Pipet 10.0 mL of Internal standard solution into the flask, and dilute with water to volume.

> system

aphy (621), System Suitability.)

e ionization
nm x 60-m fused-silica capillary column coated with a 0.5-um layer of acid-deactivated phase G35

70
1
Table 1.
Table 1
Hold Time
Initial Temperature Final )
at Final
Femperature Ramp Temperature
. o . Temperature
) (*/min) ) .
(min)
150 0 150 11
150 25 240 10
240 25 150 1
slium
m/s
e 1L
y

ard solution

lirements

LT 3.0 between acetic acid and propionic acid
dard deviation: NMT 6.0% for peak response ratios

dard solution and Sample solution
» percentage of acetic acid in the portion of the constituted Topical Solution taken:

Result = (R /R) x (C/C ) x 100
2ak response ratio of acetic acid to propionic acid from the Sample solution
2ak response ratio of acetic acid to propionic acid from the Standard solution
»ncentration of acetic acid in the Standard solution (mg/mL)
»minal concentration of mafenide acetate in the Sample solution (mg/mL)

wia: 22.0%-26.8%

>lve 6.8 g of monobasic potassium phosphate and 1.0 g of sodium 1-hexanesulfonate in 800 mL of water. Adjust with
d to a pH of 2.5, and dilute to 1000 mL.

>etonitrile and Solution A (1:9)

olution: 25 pg/mL of USP Mafenide Related Compound A RS in Mobile phase

fanida Ralatad Pamnniind A PR ic Afarmulhanzanaciilfanamidal

Documents

Document Sharing Hub

Full document details: Mafenide Acetate for Topical Solution


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/1286209
https://store.usp.org/product/1286209
https://store.usp.org/product/1373008
https://store.usp.org/product/1286209
https://store.usp.org/product/1373008
https://store.usp.org/product/1286209
https://store.usp.org/product/1286209
https://store.usp.org/product/1286209
http://www.avadocuments.com/doc/mafenide-acetate-for-topical-solution
http://www.avadocuments.com/doc/mafenide-acetate-for-topical-solution

