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CERTIFIGATE OF ANALYSIS

Name of Product : cinolone Acetonide EP
Batch No.:TMCAIM/038/

Mfg. Date : kug'2614

Date : Jul:2018

CHARACTERS

Batch §ize :21630 grr

A. R. No. :AVK/Ttu1CA/126114

Date 1110912ü14
SPECIFICATIONS

Appearance Whiie o¡'almost white crystalline powder
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A) By lR: lR spectra of the sample are concordant to that of the
standard.

B) By TLC; The principal spot in the chromatograrr obtained with test
solution is similar in position and síze io the principal spoi in the
chromatogram obtained with reference solution (a).

Atmost White
crystalline
powder

cq¡l,aft¡s

Conforms

Conforms

ConformsC). By HPLC: The principalpeak inlhe chromatogram obtained with
the test solution is similar in retention time and size to the
chromatogram obtained lvith reference solulion (c).

D) The test solutÍon is yellow and the blank is red.

+ 1 10u to + 117a on anhydrous subsiance.SPECIFIC OPTIC,AL
ROTATION

RELATED SUBSTANCE§
(BY HPLC )

lmpurity- 3

Impuriiy- C

Unspecified lmpurity

lolar lmpufllres

fr,jlaximum 2.0 %

97.5 % to 102.0 o/o on

NMT 0.20 %

NMT 0,15 %

NMT 0.10 %

NMT 0.50 %

anhydrous substance

Conlorms

+115 o

0.18%

ND

0.03%

0.21%

1.6%

9S.8 %

2301 ppm
27 ppm
342 ppm

5.02 p
12.19 ¡:

WATER

A§SAY (BY HFLC)

ADDITIONAL TEST§
Residual sotvents

B). Farticte,size
(By Volume Basis )

PREPARED BY
NAME: ü¿!¿"¿
DESIGNATION :

Methanol : NMT 3000 ppm
Aceione : NMT 5000 ppm
Methylene chloride: NMT 600 ppin

70%<10¡r
99%<15p
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NAME: tYAl,es
DESIGNATION ':,r -
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RESULTS

REMARI(S; The Pioducl CONFORIT¿S as oer EP S.O I iá
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