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Name of Product : Triamcinolone Acetont

EICATE OF ANALYSIS

Batch No. :TMCA/M/008/13

Batch Size : 11620 gm

Mfg. Date : Feb-2013 A.R.No. :AVKITMCA/024/13
Exp. Date : Jan-2017 Date : 16/03/2013
TESTS 'SPECIFICATIONS RESULTS
CHARACTERS '
Appearance White or almost white crystalline powder. White
| ‘ . crystalline
| powder
Sc[ubility Pfﬁdtféa!ly‘,'insidlubie“in water; sparingly soluble in-ethanol (96 %). Conforms
IDENTIFICATION { A} By IR: IR spectra of the sample are concordant to that of the Conforms
standard. i
B) By TLC: The principal spot in the chromatogram obtained with test Conforms
solution is similar in position and size to the principal spot in the
chromatogram obtained with reference solution (a).
C). By HPLG: The principal peak in the chromatogram obtained with | Conforms
2 the test solution is similar in retention time and size to the
chromatagr‘am“‘;cbtained with reference solution (c).
D) The test solution is yellow and the blank is red. Conforms
SPECIFIC OPTICAL +110%t hydrous substance. +114°
ROTATION o .
' RELATED SUBSTANCES Impuri + NMT0.20 % 0.15 %
(BiHREe) Impuri NMT 0.15 % ND
Unspe rity : NMT 0.10 % 0:06 %
TotalImp NMT 0,50 % 0.21%
WATER Maxir 0.7 %
ASSAY (BY HPLC) 97 .0 % on anhydrous substance. 199.9 %
ADDITIONAL TESTS ‘
A). Residual solvents L
MT 3000 ppm 1883 ppm
IMT 5000 ppm 4 ppm
Wloride: NMT 600 ppm 85 ppm |
5000 ppm 10 ppm.
B). Particle size 99 %< 210
(By Number Basis ) |
REWARKS: The Product GONFORMS &5 per EP 7.8 |
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