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1,0 (anhydrous) 798.85
droxy-3,5-diiodophenyl)-3,5-diiodo-, monosodium salt, hydrate;
roxine hydrate CAS RN®: 25416-65-3.

IN®: 55-03-8; UNII: 054136CPMN.

ium is the sodium salt of (-3,3',5,5-tetraiodothyronine. It contains NLT 97.0% and NMT 103.0% of levothyroxine sodium
, calculated on the anhydrous basis.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GeNerAL (191), Chemical Identification Tests, Sodium
: To 200 mg add 2 mL of 2 N sulfuric acid. Heat on a water bath and then carefully heat over an open flame, increasing the

‘adually up to about 600°. [Note—Alternative procedures for igniting the material could also be used.] Continue the ignition
1e particles have disappeared. Dissolve the residue in 2 mL of water.

rria: The Sample solution meets the requirements of test A.

zetonitrile and water (4:6) that contains 0.5 mL of phosphoric acid in each 1000 mL

ng of sodium hydroxide in 500 mL of water. Cool and add 500 mL of methanol.

ock solution: 0.4 mg/mL of USP Levothyroxine RS in Solution A

ck solution: 0.4 mg/mL of 4, (USP 1-Aug-2020) USP Liothyronine RS in Solution A. AFurther dilute with Mobile phase to 0.004
1-Aug-2020)
n: 10 pg/mL of AUSP Levothyroxine RS, (USP 1-Aug-2020) from Levothyroxine stock solution and 0.2 ug/mL of Ausp

SA (USP 1-Aug-2020) from Liothyronine stock solution in Mobile phase

1 10 ug/mL of Levothyroxine Sodium in Mobile phase. [Note—A small amount of 0.01 M sodium hydroxideAin methanol, (USP

be used to facilitate the dissolution of the sample.]
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dard solution and Sample solution

s percentage of levothyroxine sodium (C, H, |,NNa0,) in the portion of Levothyroxine Sodium taken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
yeak response of levothyroxine from the Sample solution
yeak response of levothyroxine from the Standard solution

:oncentration of USP Levothyroxine RS in the Standard solution (ug/mL)

:oncentration of Levothyroxine Sodium in the Sample solution (ug/mL)
nolecular weight of levothyroxine sodium, 798.85

nolecular weight of levothyroxine, 776.87

ria: 97.0%-103.0% on the anhydrous basis

s of the synthetic route, perform either Organic Impurities, Procedure 1 or Organic Impurities, Procedure 2. Procedure 2 is
an related compounds listed in Table 3 may be present.]

, PROCEDURE 1
rile and water (1:1)
2 5 mL of phosphoric acid with Diluent to 100.0 mL.

1.0 g/L of o (UsP 1-Aug-2020) Sodium 1-heptanesulfonate®prepared as follows. Transfer 1 g of sodium 1-heptanesulfonate to a

flask and dissolve 5 (usp 1-aug-2020) iN 200 ML of water. Add 200 mL of acetonitrile, 400 mL of methanol, and 1.0 mL of

d. Dilute with water to 4volume.
ock solution: 0.25 mg/mL of USP Levothyroxine RS prepared as follows. 4 (ysp 1-aug-2020) Transfer 25 mg of USP

RS to a 100-mL volumetric flask AcontainingA (USP 1-Aug-2020) 50 mL of Diluent and 1 drop of 10 N sodium hydroxide, and

lissolved. Add 7 mL of Solution A and dilute with Diluent to volume.

ock solution: 0.25 mg/mL of USP Liothyronine RS prepared as follows. 5 (ysp 1-aug-2020) Transfer 25 mg of USP Liothyronine

- volumetric flask AcontainingA (USP 1-Aug-2020) 90 mL of Diluent and 1 drop of 10 N sodium hydroxide, and sonicate until

7 mL of Solution A and dilute with Diluent to volume.

'y solution: 40.0125 mg/mL each of USP Levothyroxine RS and USP Liothyronine RS prepared as follows. (USP 1-Aug-2020)

L each of ALevothyroxine stock solution , (USP 1-Aug-2020) @nd ALiothyronine stock solution , (USP 1-Aug-2020) to @ 100-mL
k. Add 7 mL of Solution A, and dilute with Diluent to volume.

n: 40.0005 mg/mL of USP Levothyroxine RS and USP Liothyronine RS prepared as follows. , (USP 1-Aug-2020) Transfer 4.0 mL

wbility solution into a 100-mL volumetric flask. Add 7 mL of Solution A, and dilute with Diluent to volume.

: 40.25 mg/mL of Levothyroxine Sodium prepared as follows. (USP 1-Aug-2020) Transfer 25 mg of Levothyroxine Sodium to a
atric flask. Add 50 mL of Diluent, and sonicate until dissolved. Add 7 mL of Solution A, and dilute with Diluent to volume.
ransfer 7 mL of Solution A to a 100-mL volumetric flask, and dilute with Diluent to volume.
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