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TITLE: 3-(2-CHLOROETHYL)}9-HYDROXY-2-METHYL-

6, 78.9-TETRAHYDRO-4H-FY RIDO[1,2-4] REFERENCE: ADVENTUS
PYRIMIDIN-4-ONE (CMHTP)

SPECIFICATION

5.NO, TESTS SPECIFICATION

1.0 Characteristics
1.1) Appearance Off white to yellow to grey color powder.

1.2) Solubility cthanol and slightly soluble in water.

20 ldentification hy

2D IR of the test sample should be concordant
of the standard spectoum.
2.2yHPLC retention time of the major peak in the
chromatogram of the test preparation in assay test
; should correspond with that of the major peak in the
vy chromatogram of the standard preparation in assay
test,
3.0 Loss on drying Mot more tham 1,0 % wiw
(at 60°C under vacuum for 3 hrs)
4.0 Sulfated ash Mot more than 0.5 % wiw

50 Assay by HPLC (On dried basis) — 97.0 % to 101.0% wiw
6.0  Cheomatographic Purity and Related Substances (by HPLC)

6.1) Chromatopraphic Purity Mot less than 97.0 %
6.2) Related Substances
.2.1) *Impurity 1 Mot more than 0.5 %
6.2.2) *Impurity 4 Mot morve than 0.5 %
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