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CORPORATE OFFICE : Piq| NO.109-0. Mahiendra: Indushrial Catat.

=W Ground Floor, Foad No.29, Sion (East); Mumbal - 400:022. (India)
= o ¢ - Tel.: 91222407 2249 *.Fax : 9122 2407 0144/ 2407 3462
‘E;:_ A‘art] Drugs le]ted Ei]ailrsa[es@3ar[idmgs_cofn-Website': www.aartidrugs.com
2 ! e OFFICE s Plsi. . N-198; DC;T“”_;;‘TF‘PJ«ﬁ‘:
Manufacturers of : Bulk Drugs & Chemicals gﬁ??h;";”ﬁ&;o'?&":q'“) INDIAToL 91:2525 2702568153 698
Fax: 912525 273368
QUALITY CONTROL ‘
CERTIFICATE OF ANALYSIS i | Al E <
> B
_PRODUCT NAME ; KETOCONAZOLE EP s :
. CASNO. :65277-42-1 ‘ QUANTITY +'50.0 Kgs.
_BATCH NO. :KET /11401031 DATE OF ANALYSIS 01/02/2014
MFG. DATE : JAN. - 2014 DATE OF RELEASE 01/02/2014
EXP. DATE ¢ DEC- 2018 : QC A.R. NO. :KET/01 /,OQ31
o TESTS I RESULTS ‘ ~ LIMITS
4. Appearance g Almost White Powder, ’ ‘ | White to almost White Powder, :
b. Solubility ‘ ‘Practibally insoluble: in-;Wate'z‘,;Freejy soluble in

MethylencAChloriqe,‘,So]'ub]e"in Methanol,

Identiﬁcation by :

/'Prac‘tiddll_}iqu_,”]ub]é in Water, Freely solublein

Methylene Chloride; Soluble in Methanol,

Sparingly soluble in

ethanol (96%), Sparingly soluble in ethano] (96%).

2 Melting Point | a8 8% ~T50.4% Between 148.0%%5 153,57

b: IR Spectrum - The Infrared -absorption’ spectrum of Sample The Infrared absorption spectrum of Sample
! concordantfw/imf‘rnfr‘ar‘e'dQ‘ab’sorﬁtipnggpectrum.o'.E concordant with Inj ared absorption spectrum of
- Ketoconazole WS, : | Ketoconazole Ws. :

6. TLG |"The Principla’llsp,otj ihfthe'bﬁi‘omﬁtOgramLobtaincd

| with

 chromatogram
 solution (a).

the test solution is similar in: position,
colour & ssize to the principle spot in the

The Principal spot ig;'gjg‘;glﬁbmqtégfam, obtained
with the test solution is similar in position, |
~colour & size to the principle spot in the
chromatogram obtained with the reference
solution (a),

,,,,,

obtained with the reference

d. Reaction of
__Chloride

‘Complies

‘ {: The solution gives reaction (a) of chlorides,

Appearance of
“solution,

Solufion s Clear K
. ‘CQI‘oured‘than.Re'fe'réncq Solution'BY4

énd not ‘imore in'f héely | Solution § should be Clear and not more
intensely coloured than Reference Solution
BY4

4 | OpticalRotation | oy 0057 =010t +0.10" defermined o= solufion §
L 5| Related Substances | 012% X | Total Impurity NMT 0.5 %
6 | Heavy Metals Less than 20 ppm ‘Maximum 20 ppm
7 "Los's“ onDiying 2 0426"%:, | MaximumjO{S%‘gefemined-'on g by drying.in
. : ’ ) & ‘ an oven at;l:'()‘sacj; : 7
i Sulphated Ash 0.06 % : f Maximum 0.70 % determined onlg
| Assay by - 100.0% NLT 99.0 % and NMT 101.0 % calculated with |
| Potentiometer. | reference to the dried substance,
(On Dried Basis ‘ : :
| Residual sovent ! :
> Methanol | 235.83 pprit | Not More Than 3000 ppm
| > Ethyl Acetate Bt Not More Than 5000 ppm
> Acetone 1 427.91 ppm

The above material C

Rémark -

Not More Than 5000 ppii _
|

omplies as per EF7 specifications,

|-

‘P;fep}ired by
_oHaal2014,

Checked by o Approved by |
o> 102720 |

Factory address- Plot No, E-21/22, MIDC, Tarapur, 'vVi;fx-quiSar, Dist.- Thane-40]

(INDIA). Tel. No. 0

91-2525-275841/2650550, Fax-952525-260930, Emall. ac




