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alicylate

152.15
Iroxy-, methyl ester;
CAS RN®: 119-36-8.

5 produced synthetically or is obtained by maceration and subsequent distillation with steam from the leaves of Gaultheria
Fam. Ericaceae) or from the bark of Betula lenta L. (Fam. Betulaceae). It contains NLT 98.0% and NMT 102.0% of methyl
).

3

pENTIFICATION Tests (197), Infrared Spectroscopy: 197F

ic IbenTITY
d as directed in the Assay.
ria: The retention time of the major peak of the Sample solution corresponds to that of the Standard solution.

ethanol and 0.1% phosphoric acid (55:45)

|

'y solution: 150 pg/mL of USP Methyl Salicylate RS and 3 pg/mL of USP Methyl Salicylate Related Compound A RS in Diluent
n: 150 pg/mL of USP Methyl Salicylate RS in Diluent

: 150 pg/mL of Methyl Salicylate in Diluent

> system

graphy (621), System Suitability.)

37 nm

m x 7.5-cm; 3.5-um packing L7

rature: Ambient

nL/min

1e: 10 L

n

y

>m suitability solution and Standard solution

slative retention times for methyl salicylate and dimethyl 4-hydroxyisophthalate are 1.0 and 1.2, respectively.]
lirements

ILT 1.5 between the methyl salicylate and dimethyl 4-hydroxyisophthalate peaks, System suitability solution
* NMT 1.5 for the methyl salicylate peak, Standard solution

dard deviation: NMT 0.5% for the methyl salicylate peak, Standard solution
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k response from the Standard solution

centration of USP Methyl Salicylate RS in the Standard solution (ug/mL)

centration of Methyl Salicylate in the Sample solution (ug/mL)

ria: 98.0%-102.0%

\cip AND DIMETHYL 4-HYDROXYISOPHTHALATE

luent, Sample solution, and Chromatographic system: Proceed as directed in the Assay.

n: 0.15 pg/mL of USP Salicylic Acid RS, 0.15 pg/mL of USP Methyl Salicylate RS, and 0.75 pg/mL of USP Methyl Salicylate
»und A RS in Diluent

y

ard solution

slative retention times for salicylic acid, methyl salicylate, and dimethyl 4-hydroxyisophthalate are 0.6, 1.0, and 1.2,

I

lirements

LT 4 between the salicylic acid and methyl salicylate peaks; NLT 2 between the methyl salicylate and dimethyl 4-
phthalate peaks

dard deviation: NMT 3% for all three peaks

ole solution and Standard solution
iercentage of each individual impurity in the portion of Methyl Salicylate taken:

Result = (r /r)) x (C/C ) x 100
k response of salicylic acid or dimethyl 4-hydroxyisophthalate from the Sample solution
k response of salicylic acid or dimethyl 4-hydroxyisophthalate from the Standard solution
centration of USP Salicylic Acid RS or USP Methyl Salicylate Related Compound A RS in the Standard solution (ug/mL)
centration of Methyl Salicylate in the Sample solution (ug/mL)

ria
NMT 0.1%
Iroxyisophthalate: NMT 0.5%

ArcoHoL: One volume of synthetic Methyl Salicylate dissolves in seven volumes of 70% alcohol. One volume of natural Methyl
s in seven volumes of 70% alcohol, and the solution shows NMT a slight cloudiness.

141): 1.180-1.185 for the synthetic variety; 1.176—-1.182 for the natural variety

781A), Procedures, Angular Rotation

s not required for synthetic Methyl Salicylate or that from Betula lenta.] (NF 1-Dec-2021)

rom Gaultheria procumbens is slightly levorotatory, with the angular rotation not exceeding -1.5° in a 100-mm tube.

UIREMENTS
RAGE: Preserve in tight containers.
to indicate whether it was made synthetically or distilled from either of the plants of Gaultheria procumbens or Betula lenta.

ANDARDS (11)

RS

Related Compound A RS

)xyisophthalate.
210.18
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