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Drug substance specification (Reference USP)

en.@ Definition

on.lo |dentification test

a

an.en USuNousinendnngy
on.& Impurities
- Residue on Ignition

- Organic Impurities

Almost white to slightly yellow, crystalline
powder. Slightly soluble in water and in
methanol.

m’aﬁlﬂhumuﬁi%ﬂu Raw material specification
(IR, HPLC, Chemical Identification Test Chloride)
®z.0 — ®@ow.0%L.A. (dried basis)

Not more than o.e%
LA UeINATEILA LA

Foas Acceptance Criteria NMT (%)
Tizanidine related compound C 0.6
Tizanidine related compound B 0.®
Tizanidine related compound A 0.®
Any individual unspecified impurities 0.®
Total impurities o.om

on.& pH
.o Loss on drying

&.en-&.en

Not more than o.&%
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Finished Product specification (Reference USP)

m.e Descriptions m'i'aﬁwi’\umuﬁi&:q’lu finished product specification
oo |dentification test mmmumuﬁiaﬁﬂu finished product specification
(HPLC, UV spectrum)
an.lo UTWEUAIENdAY ®0.0 ~ ®50.0%L.A.
an.en Dissolution Test o Miouni1 @o.0% W e& U
Test o liltfoanin o.0% lu mo 119
on.@ Uniformity of dosage units m’sﬂci’mm%uﬁsxﬂu finished product specification
o.& Impurities
Yoas Acceptance Criteria NMT (%) |
Tizanidine related compound A ol
Any individual unspecified impurities o
Total impuirities o.&

Drug substance specification (Reference BP)

a.@ Definition maﬁlﬂhum’mﬁisﬂu Raw material specification
oo |dentification test m’m&humuﬁiaﬁﬂu Raw material specification
an.en USuneudendnAgy ®e.0 — ®ob.0%L.A. (dried basis)
o Impurities
- Residue on lIgnition Not more than oc.e%
- Organic Impurities 13J'Lﬁummsﬁmmgmmumsw
Hoas Acceptance Criteria NMT (%)
Any individual unspecified impurities 0.®
Total impuirities o.em
on.& pH &.en-&.en
m.o Loss on drying Not more than o.&%

Finished Product specification

o.e Descriptions mmmumuﬁixﬂu finished product specification
oo Identification test mimﬁhummﬁ'ﬁzﬂu finished product specification
oo USuaudaendnney *&.0 ~ @od.0%L.A.

an.en Dissolution lifesnin go.0% Q) T o& UM

en.@ Uniformity of dosage units m’sﬁwi’mmuﬁixqﬂlu finished product specification

on.& Impurities asraNumNNseyly finished product

/ AMZNITUNSIVUAAMANYSIANY
AU wSounad ayTnyigyde Aggmadml Junsdyad
UsE5IunIsunTg NIIUNNT NSTUNITUALIATIYNTT




UGG

- AseigN BT URaLs USP e, EP w.o, BP boed #iolmininiluuLanssnsauxa
1999793 EATe Elemental Impurities risk assessment report AMuaNAsgULFU3Y AlgEy
HOANUNITUANENTTUNNGEIMITHALEN

< Woulvdy o

<o essglumsuslnadn - Auedmnuiunaudeuse

2 ]
2

<o enihaueiindnguldsunmstunsloue edmheluussnalneveanisngansisng
pnfunsdiduendindnmunduiiuiinsenansisuguiuses
€lo.0 Widynstunsdauiiven nnei ne.e, 1ol Tunsdduefindnly
Uizmmlwa‘[malu’lvﬁwaﬁuwmﬁaumﬁmﬁs'}aas15&JmﬁﬁamsmuQuqmmw‘uawﬁmﬁmeﬁmuﬁ%u
vegideulily finished product specification hazdof1vuaRMAININQAY (raw material
specification) wiansdifogsninsnisiasuulaudly feswuuienarsmsvondluuazeazideanis
wily (8.¢) Wwne

]
o

& oo ludfymstunzifeusiiuen mnefls ne.e vie ve.a lunsaliduiudan

ANUTENANTBLUIUTTY

<o nstlemdnlulssmnalng Fevlideiusomnnsgiunisudaniundninus wagiSnianan
7 (GMP) vaenIEMs1aI51IAY WagvdninaeiIsmInaniflunsranvesanameglsy (GMP PIC/S)
Tumnaefawes vie nsdentidhansassna deadwiidoiuses GMP PIC/S vaalssugkEs
gnnUsznainanuionisdesusendniueien Certificate of Pharmaceutical Products fioniay
Ussinakanvsaussinaginmung

€.« iIMlsdasuseIn1Insa93insnzivedlssuguin (Certificate of Analysis of finish
oroduct) asafunfitihunysznountsiansan

'
[ s o W

<.& dnildasusesnisnsiadasigiuasiunansunasndnvesarsialinludlrenddy

a
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