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Drug substance specification (Reference EP)
am.e Definition ms'mhum'mﬁ"ssqiu drug substance specification
(White or almost white powder, practically
insoluble in water, freely solubte in methylene
chloride, sparingly soluble in acetone, slightly
soluble in ethanol)
m.lo Identification test mimmum’mﬁizﬂu drug substance specification
an.en USNeueendfey (Assay) ®&.0 — ®0e.0% (dried substance)
en.& Impurities
o.&.® Specified impurities
- Impurity F LAY 0.0&%
- Impurity B TaiiAiu o ppm
on.&lw Other detectable impurities LAY 0.00%
(Impurity A, C, D, E, G)
m.c.en sum of impurities other than F aiAiu olo%
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o.& Sulfated ash LAY 0.00%

.o Loss on drying LAy olod%

Finished Product specification

m.@ Descriptions mi’af\]mumuﬁizqﬂlu finished product specification

m.lo |dentification test mi’sﬁ]ﬂhumuﬁi:ﬁﬂu finished product specification

an.on USuusiiendndny (Assay) ®&.0 — ®@o&.0%L.A.

on.& Dissolution m’m&humuﬁisq‘lu finished product specification

(MUIWIARN )

o.& Uniformity of dosage units m’aﬁwh‘umuﬁisq‘lu finished product specification

oo Impurities m’af\]mumuﬁ'ﬁ:ﬁq‘lu finished product specification
VHBWE :

Impurity F = e-(hexahydrocyclopentalc]pyrrol-e(aH)-yl)-em-[(o-methylphenyl) sulfonyl] urea

Impurity B = b-nitroso-octahydrocyclopentalclpyrrole

Impurity A = R-H : @&methylbenzenesulfonamide

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

Impurity D = N-[{&-methylphenyl) sulfonyl] hexahydrocyclopentalc] pyrrol-e(eH)-carboxamide

Impurity E = e-[(&-methylphenyl) sulfonyl]-e-(en, ma, &, pa-tetrahexahydrocyclopentalc] pyrrol-
o(@H)-yl) urea

Impurity G = N-[(&-methylphenyl) sulfonyll-e, &a, &, o, &, ela-hexahydro-lwH-cyclopentald]
pyridazine-lo-carboxamide
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<o nadlemdanlulsemalng dosdiviisdesuseannsgrumsndnmundninast uasisnsudnd
A (GMP) U89n33M1@SINUAY Wasndninaueiisnsudniidlunsudnvesavnnmelsy (GMP PIC/S) Tu
vaneefilauene vl nsdentindiannieusena Fesiimisdesuses GMP PIC/S vaslssnugianen
NnUssinagranvoniisdesusomanineien Certificate of Pharmaceutical Products fieenlng
UssinpEnaavseUsEmegImving

<.« Indideiusaanisnsralinsgsivelsanuguin (Certificate of Analysis of finish product)
psafugIIIUTENOUNTRINTEN

«.& finladefusesnisnsiainsivinarlunansundwdnvesarsadMduiendfy
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(Certification of analysis of drug substance) HvoaU3sugHAne" LazuIeMENaRTngAy

&5 nastuduauduiusseningunndnuesingausiend Aty (drug substance) Wag Ju
mMIndnvemdnsdnsidnsagu (finish product)
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<.00 nsfllildu1dunuy (Original) azdesfidoyanisfnyrfiauya (Bioequivalence)
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