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CERTIFICATE OF ANALYSIS

__N__qr_nc' of Er_odl:cl : Triamcinelone Acetonide EP

| Bateh No, TMCAMIDIBAS

Batch Size : 21920 gm T

| Mfg. Date : Apr-2015 A.R.No.  AVK/TMCA/OT1/15

_Exp. Date - Mar-2018 Date - 13/06/2015. !'

| TESTS SPECIFICATIONS RESULTS

| CHARACTERS

Abpearance White or almc;st white crystalline powder. Almost White !
: crystalline
1 powder
Solubility Praclically insoluble in water; sparingly soluble in ethano! (96 %). Conforms i

y |

IDENTIFICATION A) By IR: IR spectra of the sample are concordant to that of the | Conforms |
standard.

B) By TLC: The principal spot in the chromalogram obtained with test | Conforms
solution is similar in position and size to the principal spot in the- ol
chromatogram obtained with reference solution (a). i !

C). By HPLC: The principal peak in the chromatogram obtained with | Conforms

| the test solution is similar in retention time and size to the

chromatogram obtained with reference solution (c).

! D) The test solution is yellow and the blank is red. Conforms
SPECIFIC OPTICAL + 110° to + 117° on anhydrous substance. +116° !
ROTATION I

'RELATED SUBSTANCES Impurity- B ‘NMT 0.2 % 0.14 %

(BY HPLC) simpurity- G - NMT 0.15 % ND

Unspecified Impurity : NMT 0.10 % 0.04 %

. | Total Impurities :NMT 0.5 % 0.18 %

I . I

| WATER Maximum 2.0 % 1.5 % i

| ASSAY (BY HPLC) 97.5 % to 102.0 % on anhydrous substance. | 99.5% |
ADDITIONAL TESTS l
A).Residual soivenis

Methanol : NMT 3000 ppm 1811 ppm

Acetone : NMT 5000 ppm 45 ppm

Methylene chloride: NMT 600 ppm 79 ppm

|

| B). Particle size l

(By Volume Basis ) 70% <10y 6.61p i
13.99p 1

9 %<15p '

REMARKS: The Product CONFORMS as per EP 6.0/ Party's Specifications.
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CENTRE OF EXCELIENCE

Result Analysis Report

farme: SCP Name; i Measured:
NOLONE ACETGNIBE i 1 Wednesday, June 10, 2015 11: .)4 35 AM
Sumple Sowvrca & fype: ' Mensurad by! Analyged :
PS Wednesday, Juna 10, '7015 115 3 M
nuiic ot refs B - Resuit Sourea: ' ;
Q1615 ' Mpaﬂureme_nl
s~';rle Heme: Accossory Name! Analysis model: Sonsitivity:
safauil : Sciroceo 2000 General purpose Normal
RarticloRly . Absorption: Size range: - Obscuration:
1520 : 01 : A 0.020° . fo 2000600 wm . 3.79 %
Dispersant Name: A Dispersant RI: Wolghted Residual: "Result Emulatlon:
'Jr_fdlsrersan At | 00y e T 0421 - % )
CoultO'\trﬂllOﬂ -'; o span. _ i3y Uniformity: ; Result unlts:
TTNA %.Vol : - Wk ?.:5 . ':. AT o 0.532 y ol ‘Violume
Spacilic SurfaceAfaa: ] 'Surface Weightcd Mean D[,2: Val: Welghted Moan D[4,3]:  D(1.00) : 16.72 pm
23 milg s 25330 um A ; 5.256 um’ ! i
' LI e o'y - D{0.89) . 13.89 m
: - D(0.80):7.83 pm - : :
a1y 1482 um ik o do.s)e 4741 um D(0:88) 11144 pum - gogn  9.781 um
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