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480712, (IRa 1-May-2021)
oxamide, N,N'-bis(2,3-dihydroxypropyl)-5-[(hydroxyacetyl)(2-hydroxyethyl)amino]-2,4,6-triiodo-;
oxypropyl)-5-[N-(2-hydroxyethyl)glycolamido]-2,4,6-triiodoisophthalamide CAS RN®: 87771-40-2; UNII: N3RIB7X24K.

LT 97.0% and NMT 101.0% of ioversol (C,H,,I.N.O,), calculated on the anhydrous basis.

pENTIFICATION Tests (197), Infrared Spectroscopy: 197K

00 mg
1e Sample in a crucible.
ria: Violet vapors are evolved.

. Transfer about 500 mg of loversol to a glass-stoppered 125-mL conical flask, add 12 mL of 5 N sodium hydroxide, 20 mL of
of powdered zinc. Connect the conical flask to a reflux condenser, and reflux for 30 min. Cool the flask to room temperature,

anser with 20 mL of water, disconnect the flask from the condenser, and filter the mixture. Rinse the flask and filter
ling the rinsings to the filtrate. Add 40 mL of 2 N sulfuric acid, and titrate immediately.

m
tration

silver nitrate VS

ition: Potentiometric

am: Silver-silver chloride double junction reference electrode and silver billet electrode

le solution
he Titrant determining the endpoint potentiometrically. Each milliliter of 0.05 N silver nitrate is equivalent to 13.45 mg of
4gH5alsN50,).

18 243

teria: 97.0%-101.0% on the anhydrous basis, (ra 1-May-2021)

{281): NMT 0.1%
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wia: Any red color in the toluene layer of the Sample solution is not darker than that of the Standard solution (ANMT , (IRA1-

6 of iodide).

setonitrile and water (0.5: 99.5)

n: 1.0 ug/mL of AUSP lohexol Related Compound B RS, (IRA 1-May-2021) @nd 5.0 pug/mL of USP loversol Related Compound B

1000 pg/mL of loversol in water

> system
aphy (621), System Suitability.)

54 nm
m x 25-cm; packing L7
35+0.5°

-2021)

_/min

1e: 50 pL

y

ard solution

le 1 for relative retention times.]
lirements

ILT 2.0 between 4iohexol related compound Ba (IRA 1-May-2021) and ioversol related compound B

dard deviation: NMT 5%

dJard solution and Sample solution

s percentage of each 4, (IRA 1-May-2021) "elated compound in the portion of loversol taken:

Result = (r /r)) x (C/C ) x 100

2ak response of each related compound from the Sample solution

rerage peak response of each corresponding related compound from the Standard solution

ancentration of AUSP lohexol Related Compound B RS, (IRA 1-May-2021) OF USP loversol Related Compound B RS in the

tandard solution (ug/mL)

sncentration of loversol in the Sample solution (ug/mL)

wia: See Table 1.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
1.0 -
ted compound B 1.8,4 (IRA 1-May-2021) 0.10
ed compound B 421 A (IRA 1-May-2021) 0.50
oN (921). Method I: NMT 5%
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