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S. No. Tcst Pararneter Spccification Rcsult

1 Description

Dark green or blue crystals or

crystalline powder having a bronze-

like luster. Its solutisn in water and in
alcohol are deep blue in color.

Dark green crystalline powder

having a bronze-like luster. Its

solution in water and in
alcohol are deep blue in color

2. Solubitity
Sliglrtly soluble n Water Complies

Slightly soluble in Ethanol Cornplies

J.

ldentification by

3.1 IR Spectroscopy

The IR spectrum o1' the sarnple

should be match with that of
standard spectrum.

Complies

3.2 FIPLC

The retention time ol the major peak

in chromatogram rf the sample

preparation correspoird to that of the

chromatogram of the standard

preparation, as obtaired in the assay

by LII'>LC.

Complies

3.3 Ultraviolet
Absorption

Should exhibit absorption rnaxirna at

spectral 25 5 -260nn, 7 85 -290nnr,

670-680nm and 740-750nrn

Conrplies

3.4 Chlolide Meets the requireme:rts Complies

4_
Methanol insoluble
Substances (%o)

Not more tl'ran 1.0 0.38

5. Loss on Drying (Yowlw) Between 8.0 and 22.D 16.71

6.
Residue or-r ignition
(o/ow/w)

Not more than 0.15 0. l0

7.

Olganic impurities by FIPI.C (Yo w/w)
a) Azure-B Not rnore than 2.5 .,. I 2.0

Lr) Arry Ur-rspecified

impurity
Not nrorc tharr 0.10

'it

--1 .r 
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.,, ''i.1, 
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c) Total irnpurities otheL Not more than 0.5 .tl
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CERTIFTCATE OF ANALYSIS

Chcmical lrlame of [mpuritics:

Azurc - E: 3-(Dimethylamino)-7-(rnethylamino)lhenothiazine-5-ium chloride

l'acl<aging Conditions: The product shall be packed in transparent LDPE primary bag wittr litrogen
purging and tied with nylon strip then placed in black color LDPE secondary bag with silica gel clesiccarrt

and tied with nylon strip, than placed in triple laminated aluminum bag and seal with heat, firrally ptaced

in I-IDPE container with clamp.

Storagc Conditions: Store in a tight, light resistant container at25"C. Excursions perrnittecl to l5 and

30"c.

Rcmarl<s: 'fhe material complies with thc above specification.
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S. No. Test Parameter Specification Result
than Azure-B

8.
Assay by HPLC
(Yow/w, On dried basis)

Not less tl-ran 97.0 and Not more than

103.0
100.3

9.

Elemental impurities by ICP-MS (pprn)
a) Arsenic Not rnore than 8 Not detected
b) Copper Not rnore than 200 32.07
c) Zinc Not more than 100 3.02

10.

Residual Solvents by HS-GC (ppm)
a) Methanol Not more than 3000 BQL
b) Acetone Not more than 5000 Not detected
c) Isopropyl alcohol Not more than 5000 Not detected
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