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CERTIFIGATE OF ANALYSIS

ame of Froduct: T inolone Acetonide EP
Batch No. :TMC,A/M/038/14

Mfg. Date : Aug-2014

Exp..Date : Jul:2018

CHARACTERS

Appearance

Solubility

IDENTIFICATION

SPECIF¡C OPTICAL
ROTATION

RELATED SUBSTANCES
(BY HPLC )'

WATER

ASSAY (BY HPLC)

White o¡'almost r,vhite crystalline powder

Practically insoluble in water; sparingly s9_11¡!lg!n gliLqlg|{90 7:),. -.. _

A) By lR: lR spectra of the sample are concordant to that of the
stanciard.

B) 3y TLC; The principal spot in the chromatograrn obtained with test
soluiion ls similar in position and size to the princípal spot in the
chromatogram obtainád with reference solution (a).

C). By HPLC: The principal peak in.the chromatogram obtained wiih
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.

+ 1 100 to + 117o onanhydrous subsiance.

lrnpuriiy- B : NMT 0.20 %

: NMT 0.15 %

Unspeclfied lmpurity: NMT 0,10 %

Total lmpurities : NMT 0.50 %

lVlaximum 2.0 %

97 .5 % to 102.0 % on anhydrous substance

Methanol : NMT 3000 ppm
Acetone : NMT 5000 ppm
Methylene chloride: NMT 600 ppur

70%<10p
99 % < 15 ¡.r

Batch Síze

A. R. No,

Date

: 21 630 gn

:AVllTMCtu126¡14

: f 1A912014

RESULTS

Almost White
crystaJline
powder

Cq¡fo¡ms_

Conforms

Confort¡s

Conforms

Conforms

+115 o

0.18%

ND

0.03%

0.21%

1.O%

99.8 %

2301 ppm
27 ppm
342 ppm

B). Par,ticle size
(By Volume Basis ) 5.02 p

12.19 p
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REM.ARI(S; The Producl CONFORMS as per EF 8.0 / Partvl§ SBecifications.
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