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TEST REQUIREMENT Wi RESULTS
Description An almosteelorless or pale- yellowish liquid An almost colorless
I i Liquid
Solubility Miscible with water, with Not more than 3 parts of Complies
entification — T WiANoEMorekhan S partsof ethanol (96%) | .
| Identification o
| A.By IR To compare with the Chlorhexidine WRs, Complies
| B.BY TLC The principal spot in t e chromatogram obtained with Complies
the test solution i5 sin llar in position, colour and size to
the principal m h : chromatogram obtained with the
A reference solution. N R i
Relative densi't! —|> 1.06 to 1.07 0 fo 1.064
 Ph [55t07.0 . | 5.82 ¥
Imp. P(Chloroaniline) Maximum 500 ppm, calculated with reference to | Complies
3 __| chlorhexidine digluconate solution.
Related substance i
Impurity L Not more than 0,2% 0.06 %
Impurity Q Not more than 0.2% &5 abas Below disregard limit
Impurity G Not more t_lmi’ﬂﬂ ,rrr%?:ﬂ 7"?’ Below disregard limit
Impurity N Not more than 1.08 i‘ i 0.07 %
Impurity B Not more than 0.2% Below disregard limit
Impurity F Not more than 0.2% Not detected
Impurity A Not more than 0.4% 4 i { Not detected
Impurity H Not.more than 0.5% . 0.21%
Impurity 1+0 Not more than 0.4% 0.06%
Impurity J Not more than 0.4% Not detected
Impurity K Not more than 04% Below disregard limit
Unspecified impurities | Not mare than 0.10% Below disregard limit
Total Impurity | Not more than 3.0% 0.40% ]
Assay Aqueous solution of 1, I'-(hexa ne-1, 6-diyl) bis[5-(4- 200.4 g/l
chlerophenyl) biguanide]di-D-digluconate tontains not
less than 190 g/l and not more than2i0 g/l. _ -y
_Color test Absorbent not mece than 0.03 at 480 nm 0.004 ABs ——
i

REMARKS : THE MATERIAL COMPLIES




