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CERTIFICATE OF ANALYSB

Proou ct N a-r6aENar-apn[,r],rnrr r" Reference : EP

natctr /mte. : EM00309t1
I

Mfs, Date I Seot. 20l l

Quandify : 2.5 Kgs Exp.Date. : Aue" 2016

A.R.Numbur-+{+EMdiios Date of Analvsis: 25.01.2012

Whom to supply: Oceanic Pharmachem pvt.Ltd.
Sampled bv : G.Pavan

Sl.No TESTS SPECITICATIONS

1.0 Description A white or almost white crystalline oowder. A white crystalline powder

2.0 Solubility Freely soluble in Methanot, sparingly soluble
water, practically insoluble in methylene chloride.
dissolves in dilute solutions ofalkali hvdroxides.

ln
It

Complies

3.0 Meltins ranee About 144oC 144.9" to l46.0oC

4.0 Identificarion by IR The Infrared Absorption spectrum of sample is
concordant with that of reference stardard.

Complies

5.0 Appearance of solution Dissolve 0,25 g in distilled water and dilute to 25.0 ml
with the same solvent(Solution S). The resulting
solution should be clear & colourless.

Complies

6.0 pH (Solution S) Between 2.4 to2.9. 2.63

7.A Specific optical rotation
(determined on solution S and
calculated with reference to the
dried substance)

Between -48.00 and -51.0o -49.150

8.0 Loss on drying (At 105'C for 3 hrs) Not more than 1.0%o wlw 0.15%w1w

9.0 SulDhated Ash Not more than 0.7o/n wiw 0.06Yowlw

r 0.0 Heavy metals Not more than l0 oom I-ess t}an '10 nnm

r 1.0 Residua[ solvents Methylene dichloride - Not more than 600 ppm
Acetone - Not more than 5000 ppm
Toluene -Notmore than 890 ppm
n-Hexane - Not more than 290 oom

Not detected
Not detected
Not detected
Not detected

12.0 Relaled substances by HPLC Impurity A : Not more than LQYo

Impurity B : Not more than 0,3%
Impurity C : Not more than 0.37o
lmpurity D : Not more than 0.3%
Impurity E : Not more than 0.3%
Impurity H : Not more than 0.3%
Any other unspecified impurity:
Not more than 0.1070
Total impurities other than A: Not more than 1.0%

Nil
0.Mo/o
Nil
Nir
Nil
0.10%

Nit
0.140/o

13.0 Assay by Potentiometry
(On dried basis)

Not less than 98.5% and not more than 101.5% wlw 100.087o w/w

Note : l product.conforms to the above specilications
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