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hydroxybenzoato-0',02)-, tetrahydrate;
late (1:2), tetrahydrate CAS RN®: 18917-95-8; UNII: 41728CY7UX.
IN®: 18917-89-0; UNII: JQ69D454N1.

late contains NLT 98.0% and NMT 103.0% of magnesium salicylate (CMHwMgO6 : 4H20).

+ IpeniFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GENERAL, Magnesium (191): Meets the requirements

ethanol, phosphoric acid, and water (40:0.1:60), prepared by adding 1 mL of phosphoric acid to a solution containing 400 mL
1d 600 mL of water

n: 0.5 mg/mL of USP Magnesium Salicylate RS, in Mobile phase

. 0.5 mg/mL of Magnesium Salicylate, in Mobile phase

> system
aphy (621), System Suitability.)

36 nm

m x 10-cm; 5-pm packing L1
_/min

1e: 10 L

b

ard solution

lirements

' NMT 1.5

dard deviation: NMT 1.10%

dard solution and Sample solution

: percentage of magnesium salicylate (CMHmMgO6 : 4H20) in the portion of Magnesium Salicylate taken:

Result = (r /r)) x (C/C ) x 100
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wria: 98.0%-103.0%

ethanol, phosphoric acid, and water (40:0.1:60), prepared by adding 1 mL of phosphoric acid to a solution containing 400 mL
1d 600 mL of water

olution: 0.25 mg/mL of USP Magnesium Salicylate RS, 0.25 mg/mL of USP Salicylic Acid Related Compound A RS, 0.125
Salicylic Acid Related Compound B RS, and 0.05 mg/mL of USP Phenol RS, in Mobile phase

n: 0.005 mg/mL of USP Magnesium Salicylate RS, 0.005 mg/mL of USP Salicylic Acid Related Compound A RS, 0.0025
Salicylic Acid Related Compound B RS, and 0.001 mg/mL of USP Phenol RS, in Mobile phase prepared from Standard stock

: 5 mg/mL of Magnesium Salicylate, in Mobile phase
> system

12 nm

m x 10-cm; 5-pm packing L1

_/min

1e: 10 pL

y

ard solution

lirements

LT 2.0 between any two peaks

dard deviation: NMT 3% for each peak

dJard solution and Sample solution
» percentage of salicylic acid related compound A, salicylic acid related compound B, and phenol in the portion of
n Salicylate taken:

Result = (r,/r)) x (C/C ) x 100
aak response of salicylic acid related compound A, salicylic acid related compound B, or phenol from the Sample solution
2ak response of salicylic acid related compound A, salicylic acid related compound B, or phenol from the Standard solution

»ncentration of USP Salicylic Acid Related Compound A RS, USP Salicylic Acid Related Compound B RS, or USP Phenol RS in
1e Standard solution (mg/mL)

»ncentration of Magnesium Salicylate in the Sample solution (mg/mL)

» percentage of any other individual impurity in the portion of Magnesium Salicylate taken:
Result = (r,/r)) x (C/C ) x 100

aak response of any other individual impurity from the Sample solution

2ak response of salicylic acid related compound B from the Standard solution

»ncentration of USP Salicylic Acid Related Compound B RS in the Standard solution (mg/mL)

»ncentration of Magnesium Salicylate in the Sample solution (mg/mL)

ria: See Table 1.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
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