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largine Injection

jection is a sterile solution of Insulin Glargine in Water for Injection. It has a potency of NLT 95.0 and NMT 105.0 USP Insulin
nL.

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

20.7 g of anhydrous monobasic sodium phosphate in 900 mL of water. Adjust with phosphoric acid to a pH of 2.5, and dilute
3 final volume of 1000 mL.
olve 18.4 g of sodium chloride in 250 mL of Buffer, add 250 mL of acetonitrile, and mix. Dilute the solution with water to a

1000 mL.
olve 3.2 g of sodium chloride in 250 mL of Buffer, add 650 mL of acetonitrile, and mix. Dilute the solution with water to a final
10 mL.
iee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 96 4
20 83 17
30 63 37
40 96 4

the Mobile phase composition and the gradient by a parallel shift to obtain a retention time of 18-23 min for the insulin
peak.]

ity solution: Dissolve the contents of 1 vial of USP Insulin Glargine for Peak Identification RS in 0.3 mL of 0.01 N hydrochloric
1.7 mL of water.

n 1: Dissolve the contents of 1 vial of USP Insulin Glargine RS in 1.5 mL of 0.01 N hydrochloric acid, transfer the solution to a
ric flask, and dilute with water to volume. Dilute 4 mL of this solution with water to 10 mL in a volumetric flask.

n 2: Dissolve the contents of 1 vial of USP Insulin Glargine RS in 1.5 mL of 0.01 N hydrochloric acid, transfer the solution to a
itric flask, and dilute with water to volume.

n 3: Dissolve the contents of 1 vial of USP Insulin Glargine RS in 1.5 mL of 0.01 N hydrochloric acid, transfer the solution to a
ric flask, and dilute with water to volume. Dilute 3 mL of this solution with water to 5 mL in a volumetric flask.
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srature: 35°

5 mL/min

me: S pL

ity

‘em suitability solution, Standard solution 1, Standard solution 2, and Standard solution 3
uirements

NLT 2.0 for the ratio of the height of the 0*-Arg-insulin glargine peak to the height of the valley between the 0A-Arg-insulin
2ak and the insulin glargine peak, System suitability solution

r: NMT 1.8 for the insulin glargine peak, System suitability solution

1dard deviation: NMT 2.0%, calculated from six response factors from two duplicate injections each of Standard solution 1,
:olution 2, and Standard solution 3

1dard solutions and Sample solution

1 responses of the major peaks. Prepare a calibration curve based on the peak responses from the Standard solutions versus
ntrations (USP Insulin Glargine Units/mL) using linear regression.

e potency, in USP Insulin Glargine Units/mL, of the portion of Injection taken:

Result = [(rU - b)/a] xD
eak response of insulin glargine from the Sample solution

-intercept of the calibration curve
lope of the calibration curve
ilution factor used to prepare the Sample solution

eria: 95.0-105.0 USP Insulin Glargine Units/mL

ENTS
N

rdrochloric acid

solution: 10 pg/mL of zinc in Blank, from a commercially available zinc standard solution for atomic absorption
ns: 0.2, 0.4, and 0.6 pg/mL of zinc from the Standard stock solution diluted with Blank

1 Dilute 1 mL of Injection with Blank to 100 mL.

nditions

orption Spectroscopy (852).)

absorption spectrophotometry

relength: Zinc absorption line at 213.9 nm

etylene flame of suitable composition (for example, 11 L of air and 2 L of acetylene per min)

2 radiation source, such as zinc hollow-cathode or electrodeless-discharge-lamp (EDL)

ty

1k and Standard solutions

andard solutions and Blank, construct a calibration curve by plotting the absorbances of the Standard solutions versus their
itions, and draw the straight line best fitting the three plotted points.

uirements

soefficient: NLT 0.999

1k, Standard solutions, and Sample solution

he concentration, C, in pg/mL of zinc in the Sample solution using the calibration curve.
e quantity of zinc in the portion of Injection taken:
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