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TT§T$ §PECIFICATION§ RE§ULT§

l'
Solubili§ | Practically insoluble in water; sparingly soluble in ethanol {96 %).

lDENTlFlcATloN I o, ,, lR: lR spectra of the sa:nple are concordant to that of the
I standard.

l"'líl:If [¿imlff sJtdJ[r'#] j§',Tj;{jf ,H?:i§"niiT

I C). By HPLC: The princlpalpeak in the chromatogram obtained with
I the test solution is similar in retention tim+ and size to the

I 
chromatogram obtaÍned with refer+nce soluüon (c).

t.

I 
n) fne test solution is yetlow and tle blank is red.

SPECIFIC OPTICAL | + 1100 to + 117oon anhydrous substance.ROrAfroN 
I

I

RELATED SUBSTANCES I rmpurity- B i NMT 0.2 7o

{BY HPL0 t 
l.lmpurity- c : NMT 0.15 %
I

I Unspecified lmpurity ; NMT 0.10 %
I

I Total lmpurit¡es : NMT 0.5 %
I

IWATER Maxrmum 2,0 7ul'.
A§§AY {BY HFLC) | 97 .5 % to 1 02. 0 % en anhydrous substance.

I

ADDITIONAL TESTS I

A)-ee;iaGfuot',,er',ts 
I

I Methanot : NMT 3000 ppm

| fii1,.,,?'i; iffJ,i3lfl, fl|fl, oo,,*

CHARACTERS 
I

Appearance | *n,r, or almJst white crystalline powder.

B). Particle size 
I

(By Votume Easie ) | 70 o/o < 10 ¡r

| 99 o/o <'15 p
h

Almost White
crystailine
povrder

Conforrns

Conforms.

Conforms

,.)
Conformd

Conforms

+116

434 %

ND

0.44%

0,'t8 % l

1.§ §A

99.$ %

1811 ppm
45 ppm
79 ppm

§,61 ¡r
13.99 p

REMARK§: The Product CONFORMS as per EP §,f / ilartr s.
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CERTIFICATE OF ANALYSIS
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Sanlóle Name;

, rR$i4crNolioNF,AqEIoNlDE;:
§ample §burcÉi F §re: ;

,

- Sanrplo bull« lot ref: ..

TtulCA/'i'rl/016/15

SOP Mámé:

Result Analysis Repant

Measured:

C[NIliI CF [xCE L.{:l'iC[

.:

I;leásurodbyr 
-.,. 

':.. *lalysed:

Wednesd;iy, June 1ü,.2015,1 1:54:35 AM

U/ednesday, Juns 1ü,:20J5i1 1 :54:36 AMps

Resul[ §ource:
I 

, Measüieiia:nl '. ".:,

P¿rt¡cle Namoi
Default . .', ..

na.ticte ii1, .¡.,,:,:

1,520 . ',1.",..
Dispcrsant Nliiir
Dry drsFersion ,,. 

."'::

ÁccessoüNamei ,

S¿irócco,zooQ : I

i..,'
Ab§brptlon: .: i
o.l ' 

.,r 1 ,, i l"
D¡*psrsan! RI: . .

Analysls.modeh
Geilerál pulpose

Size ran§e;
0,020 io 2000,000

Watghtecl Residual:
a.421 ,%

I " Sons¡tiúiry:'
. . Normal

' '0-b$curatlón:

um'. i,7g'l %

.' Rcsult Emtrl¡tionl

, .,,. ..,r.tl:

Concsnti5tionir,:i. i,t,',.
r-"t03 .' 9,V9-l '. '

SÉéciflc Su'rfuce Area:
¿.Jl m'igi ..',,,

d(0.{}: 1.462 ',

Surfaio lvei ghtéa nanan rlr,zlr
2,533-, ', i um ,' :r-., :. .

únifcrmity: '':t
0 532

Volr Weighted illean O[4,3]:

5.256 um

unr D(0.95):ll,44'prh'

, ' :.:t Re§ult unlts;

" 
t:' 

' 

VQl!'rle '

D-(1,.qü) : 15,72 pm
.l:'
irD(0,s9):13.99 pm

d(s.9)í:, ',3.781 um

s¡?En ii
1:755

D(0.80) : 7.83 ¡tm:,ii. :::. I ..d[0;5]: ...4.?41
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