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Drug substance specification (Reference USP)

an.@ Definition Almost white to slightly yellow, crystalline
powder. Slightly soluble in water and in
methanol.
e.lo Identification test m’s’s‘\wi’lumuﬁizqiu Raw material specification
(IR, HPLC, Chemical Identification Test Chloride)
en.en USR8 ARy «®z.0 — @ow.0%L.A. (dried basis)
en.& Impurities
- Residue on Ignition Not more than c.e@%
- Organic Impurities L AUNAIINTHIUAURAINS
Foans Acceptance Criteria NMT (%)
Tizanidine related compound C 0.®
Tizanidine related compound B 0.®
Tizanidine related compound A 0.0
Any individual unspecified impurities 0.0
Total impurities o.em
on.€& pH &.en-&.o
m.o Loss on drying Not more than o.&%
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Finished Product specification (Reference USP)

m.® Descriptions m‘nmhumuﬁsquu finished product specification
m.lo |dentification test mi’sﬁwi’mmuﬁisﬂu finished product specification
(HPLC, UV spectrum)
an.lo Usunaudiendregy ®0.0 — ®©0.0%L.A.
en.en Dissolution Test @ WU Go.0% U o W
Test b litioenin go.o% Tu mo U
on.& Uniformity of dosage units m’sﬁ]ﬂi’]umuﬁ‘iaﬁq‘lu finished product specification
a.& Impurities
Joas Acceptance Criteria NMT (%)
Tizanidine related compound A ol
Any individual unspecified impurities o.lb
Total impurities o.&

Drug substance specification (Reference BP)

o.@ Definition m’aﬁlﬂhumuﬁwﬂu Raw material specification
oo Identification test msmchumuﬁizq’l,u Raw material specification
an.en UsuneudnendnAgy «®a.0 - @olb.0%L.A. (dried basis)
on.& Impurities
- Residue on Ignition Not more than c.e%
- Organic Impurities "Lahﬁumzueflmmgwmm'ﬁw
Yo Acceptance Criteria NMT (%)
Any individual unspecified impurities 0.®
Total impurities o.m
on.& pH &.en-&.on
oo Loss on drying Not more than o.&%

Finished Product specification

m.e Descriptions m’;f\]mum’mﬁizqﬂlu finished product specification
m.lo Identification test m’mchumuﬁszq‘lu finished product specification
oo USunaudaendrAgy ®&.0 - @od.0%L.A.

en.en Dissolution Litoenin go.o0% (Q) W o WM

an.& Uniformity of dosage units m’a‘\]r;i’mm’mﬁizulu finished product specification
o.& Impurities maamumm'ﬁisq’lu finished product specification
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