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n Tablets

contain NLT 90.0% and NMT 110.0% of the labeled amount of disulfiram (C. H. N.S ).

+ IpenmiFicaion Tests (197), Infrared Spectroscopy: 197A or 197K 4 (cN 1-May-2020)

isulfiram RS
n of powdered Tablets
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.

f monobasic potassium phosphate in water. Adjust with 45% potassium hydroxide TS to a pH of 7.0.

ethanol and Buffer (70:30)

olution: 1 mg/mL of USP Disulfiram RS in alcohol. Use this solution within 5 days.

n: 0.02 mg/mL of USP Disulfiram RS from the Standard stock solution diluted with Mobile phase. Use this solution within 1

lution: Nominally 1 mg/mL of disulfiram from Tablets prepared as follows. Powder NLT 20 Tablets and transfer a suitable

yowder to an appropriate volumetric flask. Add 70% of the flask volume of alcohol and swirl, sonicate for about 5 min, and
1anical means for 30 min or until dissolved. Dilute with alcohol to volume and pass through a suitable filter. Use the filtrate.

>n within 5 days.

: Nominally 0.02 mg/mL of disulfiram from Sample stock solution in Mobile phase. Use this solution within 1 day.

> system
aphy (621), System Suitability.)

50 nm

m x 15-cm; 5-ym packing L1

_/min

1e: 20 yL

1.5 times the retention time of disulfiram
y

ard solution

lirements

= NMT 1.5

dard deviation: NMT 1.0%

dard solution and Sample solution

» percentage of the labeled amount of disulfiram (

2ak response from the Sample solution

Full document details: Disulfiram Tablets

) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100

Documents

Document Sharing Hub


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-E09F9101-AC8D-43E8-B2DE-DC5A918888C5
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-E09F9101-AC8D-43E8-B2DE-DC5A918888C5
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-E09F9101-AC8D-43E8-B2DE-DC5A918888C5
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-E09F9101-AC8D-43E8-B2DE-DC5A918888C5
https://store.usp.org/product/1224008
https://online.uspnf.com/uspnf/current-document/1_GUID-D774BE2A-B09A-4921-A753-C16D7C9D2438_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-52DBDC9C-EA99-47D1-86AB-688F8AB7F4B5_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://store.usp.org/product/1224008
https://online.uspnf.com/uspnf/current-document/1_GUID-45408E6E-13F6-4EED-8335-9315C24FB470_1_en-US
https://store.usp.org/product/1224008
https://online.uspnf.com/uspnf/current-document/1_GUID-45408E6E-13F6-4EED-8335-9315C24FB470_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-45408E6E-13F6-4EED-8335-9315C24FB470_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
https://store.usp.org/product/1224008
http://www.avadocuments.com/doc/disulfiram-tablets
http://www.avadocuments.com/doc/disulfiram-tablets

ESTS

1)
2 use of disks being omitted
6t Units (905): Meet the requirements

f monobasic potassium phosphate in water. Adjust with 45% potassium hydroxide TS to a pH of 7.0.

2e Table 1.
Table 1

Time Buffer Methanol
(min) (%) (%)

0 60 40

8 30 70
12.0 30 70
121 60 40
16.0 60 40

)l and Buffer (50:50)
'y solution: 0.05 mg/mL of USP Disulfiram RS and 0.07 mg/mL of sulfiram in Diluent. Use this solution within 1 day.
olution: 0.25 mg/mL of USP Disulfiram RS in methanol. Use this solution within 1 day.

n: 0.002 mg/mL of USP Disulfiram RS from Standard stock solution in Diluent. Use this solution within 1 day.
on: 0.001 mg/mL of USP Disulfiram RS from Standard solution in Diluent. Use this solution within 1 day.
lution: Nominally 2.5 mg/mL of disulfiram from NLT 5 Tablets in methanol. Store at 4° and use it within 2 h.
: Nominally 1 mg/mL of disulfiram from Sample stock solution in Diluent. Store at 4° and use it within 2 h.

> system

aphy (621), System Suitability.)

50 nm
m x 15-cm; 5-um, 300 A packing L1
amperature: 4°

_/min
1e: 15 L
Yy

>m suitability solution, Standard solution, and Sensitivity solution

le 2 for relative retention times.]

ltirements

LT 8.0 between sulfiram and disulfiram, System suitability solution
dard deviation: NMT 5.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
» percentage of each impurity in the portion of Tablets taken:

Result = (r,/r) x (C//C,) x (1/F) x 100
2ak response of each impurity from the Sample solution

2ak response of disulfiram from the Standard solution

~amAanntratian AFLICD Nianlfirams DC in thA Ctandard aalitinn (A~ lmal )
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