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Levothyroxine sodium tab 100 mcg

1. Hoaniiy Levothyroxine sodium 100 mcg
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2. Uszneumemen Levothyroxine sadium 100 mcg_
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Test Items Sbeciﬁcation
IDENTIFICATION A. In the assay, the retention time of the principal peak
- ' in the chromatogram obtained with sample solution is
the same as that of the peak in the chromatogram
obtained with standard solution.
B. To a quantity of the powdered tablets containing the
equivalent of 0.5 mg of anhydrous levothyroxine sodium
addd a mixture of 3 ml of ethanol (50%) and 0.2 ml of
hydrochloric acid , boil gently for 30 seconds, cool,
filter,add 0.1 ml of a 10 %w/v solution of sodium nitrate
- and boil; a yellow color is produced Cool and make
alkaline with 5 M ammonia : the solution becomes orange
ASSAY 90.0-105.0 % of the labeled amount of anhydrous
Levothyroxine sodium '
UNIFORMITY OF CONTENT
85.0-115.0% of average content
DISSOLUTION Not less than 70%(Q) of the labeled amount of

levothyroxine sodium is dissolved in 45 minutes.

ORGANIC IMPURITIES
(Limit of Liothyronine sodium)

Not more than 2.0% of Liothyronine
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Propylthiouracil tab 50 mg

1. foaniymeen Propylthiouracil 50 MG
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2. Usznaumisien Propylthiouracil 50 MG
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Test Items Specification
IDENTIFICATION
A: Infared Absorption A. Spectrum of sample should correspond to spectrum of
B: HPLC standard

B. The chromatogram of the Assay preparation obtained as
directed in the Assay exhibits a major peak , the retention
time of which corresponds to that exhibited in the
chromatogram of the standard preparation.

ASSAY 93.0-107.0 % of the labeled amount of Propylthiouracil
UNIFORMITY OF DOSAGE UNITS The acceptance value of 10 dosage units is less than or equal
(WEIGHT VARIATION) to 15.0 %.

DISSOLUTION Not Less than 85%(Q) of the labeled amount of

Propylthiouracil is dissolved in 30 minutes.
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