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d, a-(hydroxymethyl)-, 8-methyl-8-azabicyclo[3.2.1]oct-3-yl ester, [3(S)-endo]-, sulfate (2:1), dihydrate;
a-ol (-)-tropate (ester) sulfate (2:1) (salt) dihydrate;
I-8-azabicyclo[3.2.1]octan-3-yl (S)-3-hydroxy-2-phenylpropanoate sulfate dihydrate CAS RN®: 6835-16-1; UNII: F2R8V82B84

ate contains NLT 98.0% and NMT 102.0% of hyoscyamine sulfate [(C

scyamine sulfate with exceptional care because it is highly potent ]

NO,), - H,S0,], calculated on the anhydrous basis.

iIpenmiFicaion Tests (197), Infrared Spectroscopy, 197A or 197K:4 (cN 1-Mav-2020) Meets the requirements.

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

:sts—GeneraL (191), Chemical Identification Tests, Sulfate
50 mg/mL
ria: Meets the requirements

f monobasic potassium phosphate, adjusted with 0.05 M phosphoric acid to a pH of 3.3

>lve 3.5 g of sodium dodecyl sulfate in 606 mL of Buffer, add 320 mL of acetonitrile, and mix.

dnitrile

e Table 1. Return to original conditions and re-equilibrate the system.

Table 1
Time Solution A Solution B
(min) (%) (%)
0 95 5
2 95 5
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10 nm

m x 10-cm; 3-pm packing L1
nL/min

1e: 10 pL

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.73%

dJard solution and Sample solution

s percentage of hyoscyamine sulfate [(C, ,H,,NO,), - H,S0,] in the portion of Hyoscyamine Sulfate taken:

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

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

>ncentration of Hyoscyamine Sulfate in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

A, Solution B, Mobile phase, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
olution: 1.2 mg/mL of USP Hyoscyamine Sulfate RS in Solution A

n: 0.24 pg/mL of USP Hyoscyamine Sulfate RS from the Standard stock solution in Solution A
y stock solution: 2.4 pg/mL of USP Hyoscyamine Related Compound A RS in Solution A

'y solution: Transfer 5.0 mL of System suitability stock solution to a 50-mL volumetric flask, add 10 mL of the Standard stock
ilute with Solution A to volume.

y

dard solution and System suitability solution

ltirements

LT 2.0 between hyoscyamine related compound A and hyoscyamine, System suitability solution

dard deviation: NMT 10.0%, Standard solution

nle solution and Standard solution
: percentage of each impurity in the portion of Hyoscyamine 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 hyoscyamine from the Standard solution

»ncentration of USP Hyoscyamine Sulfate RS in the Standard solution (ug/mL)

»ncentration of Hyoscyamine Sulfate in the Sample solution (ug/mL)

lative response factor (see Table 2)

wia: See Table 2.

Table 2
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