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\LT 98.5% and NMT 101.5% of glycine (C,H,NO,), calculated on the dried basis.

IoenTiFicaTion Tests (197), Infrared Spectroscopy: 197M

] of Glycine

f glacial acetic acid

am

541).)

itration

perchloric acid VS

ction: Visual

ve the Sample in 100 mL of glacial acetic acid, and add 1 drop of crystal violet TS. Titrate with the Titrant to a green endpoint.
lank determination.

percentage of glycine (C,HNO,) in the Sample taken:

Result = {[(V, - V,) x N x F]/W} x 100
ant volume consumed by the Sample (mL)
‘ant volume consumed by the Blank (mL)

ual normality of the Titrant (mEq/mL)
livalency factor, 75.07 mg/mEq
nple weight (mg)

eria: 98.5%—101.5% on the dried basis
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n: 0.20 mL of 0.020 N sulfuric acid

slycine

eria: NMT 0.0065%

STANCES

12 100 mg/mL of Glycine

) mL of the Sample solution for 1 min, and set aside for 2 h.

eria: The solution appears as clear and as mobile as 10 mL of the same solution that has not been boiled.

)S

isfer 2.16 g of octanesulfonic acid sodium salt to a 1000-mL volumetric flask, add 900 mL of HPLC grade water and 2.0 mL of
1, and mix to dissolve. Adjust with 5 N sodium hydroxide solution to a pH of 2.2. Dilute with HPLC grade water to volume.

:ion through a membrane filter of 0.2-um pore size.

onitrile
iradient elution. See Table 1.

Table 1

Time Solution A Solution B
(min) (%) (%)

0 100 0

7 100 0

13 90 10

18 90 10

35 100 0

45 100 0

n: A mixture of 0.005 mg/mL each of USP Glycine RS, USP Diglycine RS, USP Triglycine RS, and glycine anhydride,! and

L of monochloroacetic acid? in HPLC grade water. [Note—Monochloroacetic acid may be omitted from the Standard solution if
1g tested does not contain this substance.]

12 Transfer 125 mg of Glycine into a 25-mL volumetric flask, dissolve in and dilute with HPLC grade water to volume.
1de water

ic system

raphy (621), System Suitability.)

200 nm

im x 15-cm; 3-um packing L1

srature: 25°

iL/min

me: 20 pL

ity

1dard solution and Blank

)le 2 for the relative retention times.]

uirements

-peaks: Compare the chromatogram obtained from the Standard solution with that obtained from the Blank. Any peak area
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