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I CERTIFICATE OF ANALYSIS Quality Control Code:300100017
Rev.: 08 lPaoe 1/ 1

Batch num-ber:
104s13 )

Reference: EP 5rc Ed, page 2307
* USP 29. oaoe 1797

Manuf. Dats-:
sffi2or

Expiry Date:
APRIU2O16

TESTS I RESULNI SPECIFICATIONS

. Descriplion

. Solubility

, Hentificatbn
t.R.
* Meting point
Chlodde
TLC

. Appearance of Solution

. OptkalRotation (20t, 10cm)

. Acidityor Alkalinity

. Related Substances (HPLC)
lndividual lmpurity

Totalimpurity

. GToluidine (HPLC)

. Sulphated Ash

. HeavyMeab (as Pb)

i . * Loss on Drying

I (rg,1ost/4h)
I

l. Assay (Potenciomefric)

I

I . ResidualSolvents
I Acetone
I Hexane
I rotuene

. White crystalline powder, 
I

I

. Water: conforms 
,

. Alcohol: contorms 
'

. Acetone: conforms
- *Chloroform: conforms
. *Ether: conforms

. Gonforms

.168.6t
- Conforms
. Gonforms

. Conforms (0.75 NTU)

.0c

. Conforms

.<A.*/"

- <O.5o/o

. <100 PPm

.O-V/"

l. 
< 20 ppm

I

1.0.0%
I

I

l. gs.ax
I
I

I

l. < 1000 PPm
I. . zg ppm

l.<asppm

. White crystalline povuder or colourless
crystals. Odourless.

. Freely soluble in water and in alcohol;
very slightly soluble in acetone-
. Slightly soluble in chloroform;
practically insoluble in ether.

. Gonforms to standald

.166Cto 169t

. Positive

. Conforms to Standard

, solution !:g!111111{T'
. - 0.10e to + 0.10c

. Conforms

, . Not more than O.2'handonlY one

i impurity > O.1V" aN < 0.2o/"
l- ttot morethan 0.57o

I

| . Not morethan 100 pPm

Il- Notmorethan0.lTo
I

I . Not more than 20 PPm

I

I . Not more than 0.5%
I

I

| . so.oer" to 101 .07o, on the anhydrous
lbasis
I
I

| . Not morethan 5000 PPm

| . Not more than 290 PPm
I . Not more than 890 PPm

rom lioht. at a temoerature Delow u5\;
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