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neglumine Injection is a sterile solution of gadopentetate dimeglumine in Water for Injection. It contains NLT 90.0% and NMT

beled amount of gadopentetate dimeglumine (CMHZOGdN3O10 : 207H17N05). It may contain small amounts of Meglumine and

stabilizers, and it may contain suitable buffers. Gadopentetate Dimeglumine Injection intended for intravascular use
microbial agents.

penTiFicaTioN Tests (197), Ultraviolet-Visible Spectroscopy: 197U
n: 74 mg/mL of USP Gadopentetate Monomeglumine RS

94 mg/mL of gadopentetate dimeglumine
n of the gadolinium emission line at 368.4 nm by the Sample solution in the test for Content of Gadolinium confirms the
nium.

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

ssolve 1.37 g of tetrabutylammonium perchlorate in 1 L of a mixture of acetonitrile and water (12:88).
n: 1.85 mg/mL of USP Gadopentetate Monomeglumine RS prepared as follows. Transfer a suitable quantity to a suitable

k containing 50% of the flask volume of 0.1% meglumine solution. Dilute with water to volume.

 Nominally 2.35 mg/mL of gadopentetate dimeglumine from Injection in water
> system

95 nm

m x 12.5-cm; 5-ym packing L7
nL/min

1e: 10 L

y

ard solution

lirements

iency: NLT 800 theoretical plates
* NMT 3.5

dard deviation: NMT 2.0%

dard solution and Sample solution
» percentage of the labeled amount of gadopentetate dimeglumine (C, H,,.GdN_O,, - 2C_H, ,NO,) in the portion of Injection
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:oncentration of USP Gadopentetate Monomeglumine RS in the Standard solution (mg/mL)

1ominal concentration of the Sample solution (mg/mL)
nolecular weight of gadopentetate dimeglumine, 938.02

nolecular weight of gadopentetate monomeglumine, 742.80
ria: 90.0%-110.0%

INTS

AINE

. Use the Injection.

iditions

etry (see Optical Rotation (781))
sodium lamp

elength: 589 nm

line the angular rotation (see Optical Rotation (781)) of the Sample solution.

imount of meglumine as a percentage of the labeled amount of gadopentetate dimeglumine (CMHZOGdN3010 : ZC7H17N05) in

f the Injection taken:
Result = [(100a/a) x (1/L)] x F x 100
erved angular rotation corrected for the Blank (degrees)
‘age specific rotation of meglumine, 24.9 deg.dL/g
!l claim of Injection (mg/mL)
conversion factor from g/dL to mg/mL, 10

ria: Meglumine content is 37.4%—-45.8% of the labeled amount of gadopentetate dimeglumine.
JIUM
solution: 100 mg/mL of cesium chloride in water

‘esium chloride solution, hydrochloric acid (spectrophotometric grade), and water (10:1:89)
olution: Transfer 1.15 g of gadolinium (lI1) oxide to a 100-mL volumetric flask, add 2.0 mL of hydrochloric acid to dissolve,
water to volume.

n A: 600 pg/mL of gadolinium prepared as follows. Transfer 3.0 mL of the Standard stock solution to a 50-mL volumetric
nL of Cesium chloride solution and 0.5 mL of hydrochloric acid (spectrophotometric grade), and dilute with water to volume.
n B: 800 pg/mL of gadolinium prepared as follows. Transfer 4.0 mL of the Standard stock solution to a 50-mL volumetric

nL of Cesium chloride solution and 5.0 mL of hydrochloric acid (spectroscopic grade), and dilute with water to volume.

n C: 1000 pg/mL of gadolinium prepared as follows. Transfer 5.0 mL of the Standard stock solution to a 50-mL volumetric

nL of Cesium chloride solution and 5.0 mL of hydrochloric acid (spectroscopic grade), and dilute with water to volume.

: Treat a volume of Injection, equivalent to 469 mg of gadopentetate dimeglumine, with 0.2 mL of nitric acid in a porcelain
ntrate on a hot plate, char with a burner, and ignite in a muffle furnace at 800° until all black particles disappear

"1 h). Allow the residue to cool on a refractory surface for 5 min, then equilibrate to room temperature in a desiccator.
hite residue so obtained in a mixture of 1.0 mL of water and 1.0 mL of hydrochloric acid (spectrophotometric grade) with
‘er this solution to a 100-mL volumetric flask, add 10.0 mL of Cesium chloride solution, and dilute with water to volume.
iditions

absorption spectroscopy

elength: 368.4 nm at the gadolinium emission line

ium hollow-cathode

oxide—acetylene

< solution, Standard solutions, and Sample solution

trument with the Blank solution. Determine the absorbances of the Standard solutions and Sample solution. Plot the
:es of the Standard solutions versus their concentrations, in pg/mL, of gadolinium, and draw the straight line best fitting the
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