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2 CASRN®: 59-23-4.

iins NLT 98.0% and NMT 102.0% of p-galactopyranose (CﬁHnO()), calculated on the anhydrous basis. It is obtained either as

ucts of the metabolism of lactose, a naturally occurring sugar in dairy products, by the digestive enzyme lactase, or from
1s isolated from a plant-derived source. 4 (NF 1-Aug-2020)

| any peaks at about 875 and 889 cm'1.]A (NF 1-Aus-2020)

19:
'HROMATOGRAPHIC IDENTIFiCATION TEST (201)

1anol and water (60:40)

) A: 500 pg/mL of USP Galactose RS in Solution A

n B: 500 pg/mL each of USP Galactose RS, USP Dextrose RS, and USP Lactose Monohydrate RS in Solution A
1: Dissolve 10 mg of Galactose in 20 mL of Solution A.

ic system

agraphy (621), Thin-Layer Chromatography.)

lume: 2 pL

llvent system: Propanol and water (85:15)

: 0.5 g of thymol in a mixture of alcohol and sulfuric acid (95:5)

ty

lard solution B

uirements

There must be three clearly resolved spots in the chromatogram for Standard solution B.

1dard solution A, Standard solution B, and Sample solution
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eria: The retention time of the major peak of the Sample solution corresponds to the galactose peak of the Standard solution,

the Assay. 5 (NF 1-Aug-2020)

11 10 mg/mL
mL of the Sample solution add 3 mL of alkaline cupric tartrate TS and heat.
eria: An orange or red precipitate is formed. 4 (NF 1-Aug-2020)

.009 N sulfuric acid

ity solution: 10 mg/mL of USP Galactose RS and 0.2 mg/mL each of USP Arabinose RS, galacturonic acid, 1USP Dextrose RS,
drous Lactose RS in Mobile phase

istic HPLC vials for the Standard solution and Sample solution.]

n: 10 mg/mL of USP Galactose RS in Mobile phase

12 10 mg/mL of Galactose in Mobile phase

ic system

active index
7.8-mm x 30-cm columns in tandem; 9-um packing L17

o

5 mL/min

me: 25 pL

nin

ty

‘em suitability solution and Standard solution

elative retention times for lactose, galacturonic acid, dextrose, galactose, and arabinose are listed in Table 1.]
uirements

NLT 3.0 between the lactose and galacturonic acid peaks; NLT 1.5 between the galacturonic acid and dextrose peaks; NLT 2.0
1e dextrose and galactose peaks; NLT 3.0 between the galactose and arabinose peaks, System suitability solution
1dard deviation: NMT 1.0%, Standard solution

1dard solution and Sample solution
e percentage of galactose in the portion of Galactose taken:

Result = (r/rg)) x (C/C) x 100
ieak area of galactose from the Sample solution
ieak area of galactose from the Standard solution
:oncentration of USP Galactose RS in the Standard solution (mg/mL)

:oncentration of Galactose in the Sample solution (mg/mL)
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