sp Ctrum Specification for Levothyroxine Sodium, USP (T 1281)
CHEM

ICAL MFG CORP

T1281

Levothyroxine Sodium, USP

25416-65-3

798.852

Monosodium L-Thyroxine ; Sodium Levothyroxine ; L-Thyroxine Sodium Salt ; Sodium 4-O-(4-Hydroxy-
3,5-di-iodophenyl)-3,5-di-iodo-L -tyrosine ; 3,5,3',5'-Tetra-iodo-L -thyronine Sodium

APPEARANCE
IDENTIFICATION (A) FTIR SPEC;EE&E"NACTECH ES

IDENTIFICATION (B) RETENT'SOT'\AL'DN'AER'\SATCHES
IDENTIFICATION (C) POSITIVE FOR SODIUM

ASSAY (ANHYDROUSBASIS) 97.0 103.0 %
SPECIFIC ROTATION -5° {0 -6°

WATER DETERMINATION 11.0 %
ORGANIC IMPURITIES, PROCEDURE 2

LIOTHYRONINE 1.0%
MONOCHLOROTRIIODOTHY RONINE 0.15%
LEVOTHYROXINE N-METHYLAMIDE 0.15 %
TRIIODOTHYROACETIC ACID, OR T3-ACETIC ACID 0.15%
O-(4-HYDROXY-3,5-DIIODOPHENY L) THY ROXINE,

OR 16 0.50 %
T4-FORMIC ACID N-METHYLAMIDE 0.30 %
T4-ACETIC ACID 0.30 %
TETRAIODOTHYROBENZOIC ACID OR T4-BENZOIC

ACID 0.15 %
INDIVIDUAL UNSPECIFIED IMPURITY 0.10 %
TOTAL IMPURITIES 2.0%
ELEMENTAL IMPURITIES:

COPPER (Cu) AS REPORTED




Specification

EXPIRATION DATE

DATE OF MANUFACTURE

MONOGRAPH EDITION

RESIDUAL SOLVENTS

AS REPORTED

Spectrum Chemical Mfg Corp

Corporate Headquarters:  West Coast Facility:
769 Jersey Ave. 14422 S. San Pedro St.
New Brunswick, NJ08901 Gardena, CA 90248
732.214.1300 310.516.8000



