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Drug substance specification (Reference EP)
m.e Definition mwﬁi’lummﬁ‘wﬂu drug substance specification
(White or almost white powder, practically
insoluble in water, freely soluble in methylene
chloride, sparingly soluble in acetone, slightly
soluble in ethanol)
m.lo Identification test mnﬂhummﬁizﬂu drug substance specification
an.en USHnausaendnmsy (Assay) ®&x.0 - ®0@.0% (dried substance)
on.& Impurities
omn.c.@ Specified impurities
- Impurity F LA o.0%
- Impurity B 13ilAu o ppm
m.alo Other detectable impurities LAy o.00%
(Impurity A, C, D, E, G) '
en.&.en sum of impurities other than F TaiAu o.@o
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en.& Sulfated ash 1Y 0.e0%

. Loss on drying LAy olo&%

Finished Product specification

m.@ Descriptions m‘inﬁhummﬁixqiu finished product specification

a.lo Identification test G}‘smﬁhum’mﬁwﬂu finished product specification

en.on USneusaendney (Assay) ®&.0 — @o&.0%L.A,

en. Dissolution mﬂﬁ]ﬂi’mmuﬁizﬂu finished product specification

(A980 9)

en.& Uniformity of dosage units mnﬁ]ﬁhumuﬁisq’lu finished product specification

m.o Impurities m?%mummﬁ'ﬁquu finished product specification
NLBLAE)

Impurity F = @—(hexahydrocydopenta{c]pyrrotb(@H)-yl)—sn—[(@—methylphenyt) sulfonyl] urea
Impurity B = b-nitroso-octahydrocyclopentalclpyrrole

Impurity A = R-H : @ methylbenzenesulfonamide

Impurity C = R-CO-O-CyHg : ethyl [(@-methylphenyl) sulfonyl] carbamate

Impurity D = N-[(@-methylphenyl) sulfonyl] hexahydrocyclopentalc] pyrrol-e(eH)-carboxamide
Impurity E = e-[(a-methylphenyl) sulfonylJ-e-(e, ea, <, oa-tetrahexahydrocyclopentalc] pyrrol-
bl@H)-yl) urea

N-[{@-methylphenyl) sulfonyll-e, «a, &, b, o), sla-hexahydro-wH-cyclopentald]

1l

Impurity G
pyridazine-lo-carboxamide
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mmamwaawammmmw%ﬂ (finish product)
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