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phetamine Sulfate

H,
+ H,50,

368.49
1€, a-methyl-, (S)-, sulfate (2:1);

thylamine sulfate (2:1) CAS RN®: 51-63-8; UNII: JU7680327N.

1e Sulfate, the dextrorotatory isomer of amphetamine sulfate, contains NLT 98.0% and NMT 102.0% of dextroamphetamine

)2 : HZSO4], calculated on the dried basis.

+ IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197My4 (N 1-Mav-2020)

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

5.0 mL of trifluoroacetic acid to 900 mL of water, adjust with ammonium hydroxide to a pH of 2.2 + 0.1, and add 100 mL of

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
15 65 35
20 0 100
22 0 100
23 100 0
30 100 0

n: 2.0 mg/mL of USP Dextroamphetamine Sulfate RS in Solution A

'y solution: Transfer about 40 mL of the Standard solution to a 50-mL volumetric flask. Using a microliter syringe, add 1 pL
axtroamphetamine Related Compound A RS and USP Dextroamphetamine Related Compound B RS. Dilute with Standard

ime.

: 2.0 mg/mL of Dextroamphetamine Sulfate in Solution A

Full document details: Dextroamphetamine Sulfate

Documents

Document Sharing Hub


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://store.usp.org/product/1180004
https://store.usp.org/product/1180015
https://store.usp.org/product/1180026
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
http://www.avadocuments.com/doc/dextroamphetamine-sulfate
http://www.avadocuments.com/doc/dextroamphetamine-sulfate

1e: 20 L
y

dard solution and System suitability solution

le 2 for the relative retention times.]

lirements

LT 3.0 between dextroamphetamine related compound A and dextroamphetamine related compound B, System suitability

» NMT 3.0 for dextroamphetamine, System suitability solution
dard deviation: NMT 2.0%, Standard solution

dJard solution and Sample solution

» percentage of dextroamphetamine sulfate [(CgH

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

2ak response from the Sample solution

2ak response from the Standard solution

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

»ncentration of Dextroamphetamine Sulfate in the Sample solution (mg/mL)

wria 98.0%-102.0% on the dried basis

(281): NMT 0.1%

N)2~ HZSO4] in the portion of Dextroamphetamine Sulfate taken:

ion B, Mobile phase, Standard solution, System suitability solution, Sample solution, Chromatographic system, and

ility: Proceed as directed in the Assay.

dard solution and Sample solution

: percentage of each impurity in the portion of Dextroamphetamine Sulfate taken:

Result = (r,/r) x (C/C,) x (1/F) x 100

2ak response of each impurity from the Sample solution

2ak response of dextroamphetamine from the Standard solution

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

»ncentration of Dextroamphetamine Sulfate in the Sample solution (mg/mL)

lative response factor (see Table 2)

wia: See Table 2.

Table 2
Relative Relative Acceptance

Name Retention Response Criteria,

Time Factor NMT (%)

0.81 55.6 0.25
stamine 1.0 1.0 -
e 1.73 105.3 0.25
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