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storage condition :- Protect ftom light and store at temperature not exceeding 25oc
S.No. Test
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I Results
Bescription Almost white powdei A white or almost white powder

L. Solubility Complies So.i1b-le in anhydrous Ethanot, sparingty
soluble in water, slightly soluble 

-in
mefhrrlana ^Ll^-:J^ Cr^t.-Ll^ t-- n2r, 1

J. Identification
A) ByMeltingpoint 1540C --vrry 

vr.rvrrsv. pvrsulg ur .lju nlul.
.Flrst .tdentiflcation C
Second Identification A, B, D.
152"C to 1550CB)ByW 1.16 1.15 to 1.20

C)BylR Complies Should be coffi
working standard.

D) ByTLC Complies Should be comffi
working stan4qrd.

4.

Appearance of solution L.v/o wtY turu[rgn In waTef 15

clear & transparent
l.$Yowly solution in water should be
clear & not more intensely colored than
degree 6 of the range of reference
sollilinns nf fhe m^oi arn-a^-!^a^ ^^t^-

5. Optical Rotation 0o +n lnorn-rl lAo
6. Chlorides Less than 0.102
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S.No. Test Results Specification
7. Related Substances

Impurity B

Impurities F

knpulities G

Impurities I
Unspecified Impurities

lgtal lmpurirv

0.09%

0.07%

Less than 0,05%

Lessthan A,05%

0,05%

0.29%

NMT O,2O%

NMT 0.15%

NMT 0,15%

NMT 0,15%

NMT 0.10%

NMT 0.5%
8. Sulphated Ash 0:08% NMT 0.1%q Loss on dryine 03a% NMT 0.5% w/w

10.
Assay (ODB).
Potentiometer

99.52% 99.0%to 10i.0%w/w

11
Foreign Particle No black Particles observed

on filter paper
NMT 5 black particles obGffi-on
fihet nq..t

12. Aditional Tests
1

* Bulk Density
1)Untapped
2) Tapped (50 strokes)

0.26 gfi/nL
0.36 en/ml,

Informative

^ Particle Size lAA% sample passes
throush 40 mesh

100% passing through 40 mesir

o

We<
Aura
of th
the n

-;:=

uq\ uvuDlLJ uElElIIuJ
Remarks:- The product C

rertiSr that the material manr
ngabad is as per process der
e material complies accordi
tonographs of the European

-
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r per rn-nouse requuement.
cmplies as per EP specification
mgtulef ii ourfactory address- AMRIIndiapvt. Ltd. G_Ifi,MIDC,
rcribed in the cerrifi.cate of suitability. we irlso certi$ trr.t tnJ qrJitv
ng to tlre cerrificate of suftability (No: Rl-cEp lgig-tzz-Riv-b+l 
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