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Finished product specification: Sorafenib boo mg tablet

Identification

Assay

Dissolution

Uniformity of dosage unit
Water

Degradation product
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- Any Unspecified
- Sum of all

o. Total aerobic microbial count(TAMC)
Total combined yeast/mould count(TYMC)

Ecoli

Drug substance specification : Sorafenib

Identification
Assay
Sulfate ash
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Heavy metals
Water

Isopropanol

Ethyl acetate

Any other impurities
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sum of all organic impurities
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Max.en.0%
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Max @ooco CFU/g
Max. @ooCFU/g
Absenceine ¢
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@o. Teluenesulfonic acid b&.o-ox.0%
@a. Total aerobic microbial count(TAMC) Max eocoo CFU/g
el. Total combined yeast/mould count(TYMC) Max. @oco CFU/g

Reuledug

o, fauenmiosudiunnindieionans wisnaeiiefesusenenaslneliidiunasuandeassil
o0 wnamsldueygetunzdewitueies mielussmedlng wazdunsdecarelvd i
©.6.6 1Uﬁw€f§gmﬁwmﬁauﬁw%’um (M8.lo No.m N0.<) udwAnsel, srfindnlulssmelng
(neds e lo)snidiiiedunsudaussgeaneds ne.m), snhdhandssma (e vie.e)
0.0 luAwetunzdous) Mu.e 3o 8.0 voswrfiauesian nieunsasndeniadonisaiuny
AN MYBINAN ST AT e (finished product  specification) nsdlegseninanisiudsuutasudle
\auagsasiuuenansviiediunniwanenisveuile (8.¢) uinndou finished product specification uaw/
%38 Drug substance specification lazvaudluneuulsemauszninsiaddnnsetngd uazldifiu o U a o
UsgneAdsemnamsidnyseling
.o BNANTIUIDIINTFIUNMINEREN
o.o.0 NsifinanglusEmAlny uanvedeuldiuinmiemi@eiusomnsgunsangIne
vdnnusIsnswERAFuAIAREN PIC/S (pharmaceutical Inspection Co-operation Scheme) Tagstaesny
PIC/S participating authorities w‘%‘aﬁLaﬂmﬁmmmmgmmimﬁmmmuwﬁ'nmmmaﬁ%miﬁﬁlummﬁmm
VO ITNITUAMENTINNITBMITUALET NTENTINETITMEY Femundulnefiauaenndeuayiiniiiouiy
waninasiuazIsnsfialunisdngn PIC/S Tlumuangriliauauis aduanaanuseunsnsraaeulneiinanis
FusestiulssmaUszninspidiannsedind
oloo NyElTugIdAINEUsEIMe frdndesdivdsdediuinnaieniidesusensgiunis
NAREIRINAR NN ATARlUN1SHERE PIC/S (pharmaceutical Inspection Co-operation Scheme)
lneniganu PIC/S participating authorities atuaianniuseunisnsisaeulnedinaniiusesiieiusznia
Usgninsadidnnseting wioegnaentn wiusnsel
6.0 1ONANIAUN VDI ITLAUDTIAN
o0 WANINTIVIATIERALA NNER S dTUveNEn (Certification of analysis of
finished product) Tusguitdadiugoeig

]

o.mlo HANITATIVIATIEVIRMANIRgAUYEIRI81dATY (Certification of analysis of drug
substance) ilflunsunenguiidadusegvivasdnaneuasriningiu

N3NNI




b . Mo
w w | w | | y i o W =l v v <l
b.o JLAVDTIANADIAIBENE10810Y o MaUTTY Buludunukaniseazidualansudiuniug
Aualuitenuautimludwiuluiubuauesan lngeigreseres Lot iastuauesinavsasdongiuain

]
e

Fuiwdn llinnndn o U luiulssmadseningan
. ABduMINAasumMuMenmatelulsmeIua
& mIusefunain e fidmey
<o DIgUeITidweuioe flonglininnih o U fuaniuiingn
<o yMANnTidsuey wsadsdunamaigluiusemansnsaiinesioniuiidaevresirdnuarly
AnsziingAuvosindnagiuilindnejuiidmey
<o lunsdifiviisgswnisinmsduiegiseniidaouifiodinmainieiounm miessnisash
widetaseshedieen lnsfeasdesdssnisdnaudnnuinissumsdnmaiinnesiuasduliuinvey
anlddnelumsnsiaiiaseinnm Tunsdlinudrenlidulyamunudnenianiy mhenenisveasiudnsl]
Suflarsannsiauenaeifandnvesfuisuas/vieduanluadadely
<.« feuosa [{ue) azfosiuAsusiilentindvineny viaidoiAansideuanmieussmslaniou
fmun TaglaidFouly
c¢ fnswdpsdwoulilsmenuanmely ee fu dudanniufildannusuludsdo
<o fueBusesliiiosninduyny doudyyariuaslunsdeluid
<00 Wusrensfifinsfasandameenanndyivedsmeiuia
ol  HamIInwlid Insdudunanisldanuundgldeuasindngrududuntanisunndvwiod
5784971 ADR 0819FUTS
eoea  wulgmdnwarsUuuvswienwususiyluamgliiAnaunaiaindounenfidwa
nsgnusemsinydthe Tasdineedgmaingifeadestumsli
& Lanansbueg
&.o Wan13Anw long term stability maamﬁwmqmmmﬁﬁumﬁUul"iﬁ’vﬁ”nﬁmmﬂmmﬁmﬁ
2IWNTUALET NTENTWAISITUGY

o, MIUsziuAUsEaninineasian (Price Performance) s18asidennuanaisussmasiadannsoting

.......................... ATTHUNTT P T RN i il

(Waguiing wivus) (W9ngal AAUSA) (W9a1573

=b
o)
-y
=
o
€e
e
=
(0P
S



