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Finished product specification: Enzalutamide &o mg capsule

@. ldentification MTIINU
. USunaudrendiagy @6en.0% - @o&.0% LA
en. Uniformity of Dosage Unit ATITIU
«. Dissolution ®0%Q in mo min
&. Related substances
Impurity B NMT o.00%
Individual unspecified degradant NMT o.lo%
Total NMT @.0%

o. Microbial Enumeration test
TAMC(total aerobic microbial count) NMT e,000 cfu/g
TYMC (total yeast and mould count) NMT eoo cfu/g
. Test for specified organisms

E.coli absent cfu/g
Drug substance specification : Enzalutamide
@. Identification AIIIN
. USunusiendiagy ®=.0% - @ol.0% Solvent free basis
m. Related substances
Impurity A NMT o.e&%
Impurity E NMT o.e&%
Impurity F NMT o.¢%
Impurity G NMT o.n%
Each individual unspecified NMT o.e0%
Total NMT @.en%
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@. Residual solvents

Methanol NMT @,000 ppm
Isopropanol NMT @,&o0 ppm
Isopropyl acetate NMT &,&oc0 ppm
Dimethyl sulfoxide NMT &,&o0 ppm
N,N-Dimethylformamide NMT &oo ppm
&. Sulfated ash NMT o.@%
©. Heavy metals NMT o ppm
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oo.0 NtiansTuszmAlng dudnazdesiidiunmdenisdofuseansgu
MSHEREIAEMENINATISNSHARTIFUNSHAREA PIC/S (pharmaceutical Inspection Co-operation
Scheme) Ingviigau PIC/S participating authorities ¥395t0na133U I8N IFIUNITHAN B
ndnnATLALIT NS lUNIHAR B98I TNNLAMENTTNNITOMITUALET NTENTIANTITUAT T4
fnundulnefinuaenndeuasiniioniurdninasiuasiinsiialumsudng PIC/S Tumnnend
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e.me HANIATITIATIERAMAMKARSwed1TI5UvedNAn (Certification of
analysis of finished product) Iua’lﬁuﬁﬁﬂL‘f}uﬁ’aaﬂﬂd

o.lo NANIATIVNATIERRUANIRGRULBIFIETEAY (Certification of analysis
of drug substance) flflumsnangjuiidadusetneimosinineuaziuaninghv

o 7 5

........................... UTBEMUNTTUNT oot TITUANT e s NFUNNT
(Wiensana lusuas) (WNAgHl/aUTH) (WA

=0

=Y L3 L3
AeruzuAe)

9



o, AI981987

b.o JlauosAdesdaiiedieteton o niieusiy dulufununanssisazdunld
autumuiinmunlufifenuaniinluivuluiubuaussien Tavergueseves Lot fiagdu
iEueTIasfosdionguaniuiings liunnnit o O Tududsemeusznansian®

. AosUNIsRgeUiUN e welulsIweIua
€ maUsziunmuamuesdidaey
<o eI fidmeaudes forwhinnni o U Tunniuiings
<o sMnnnfidaay avfosdsdnunmasludusesansasiaiinsizvieiuiidweunes
frAnuazluineidngiuvesnaningiuiilindnefufidsey
<o lunsdiivipsmahinisguinegrseiidweufiodinainmssiauain wine
swnsesvmiisdedoseiietne lnsfusardesdwfindnaudnouiimiresvaisdmsa
Awnszinazdugsuiavavaildarglunsnmadseiquaim lunsdifwuielidula
Audnwaziant: mieswnsveanudnsliiuiasuinisaueameidindnussfuneuas/vie

& =

andnlunsnaly

i
<.« Hlauanm (§1e) axdessuidsusdieslndvuneny wiedefanisidenaniwie
Usgmislagioudmun Toglsifiitoula
<& fnvasesdmeulilsmeruanmely e fu dudnnniuildanaiuludide
<o c}um@uaau’Lﬁcﬁ@aﬂLEné’mwmuﬂﬁ@uﬁmfgwwéluqmstuﬂm‘lsialuﬁ
oo Huremsifinsfasansaeeennndyivedsmeiuia
&olo Hansinwlid lnedudunamslidnnunndgldeuasiindngiugudunins
WHNEN3aisn8911 ADR BE19TULS
oo wuilymdnsuesluuusmienwuzussyduamaliiineunainiaion
maenfidenansevusionisinugie Inedisemutigmaingifertestunisiden
& lanansoue
&.o Wan13Any1 long term stability nasngisagvesenfitunzifoulifudtnay
AMZNITUNNTOWNTUAZEN NTENTWASITONEY

5. N15UsSEIUAIUSEENSAINRB31AT (Price Performance) S188%,88nR1N@NE1TUSENIATIAN
Sldnnsaiing

........................... UTETUNITUNTE oo TITHIANE it arsessssmmsensen. T3 SRIFTS
cal]; dd =oal = L2 L2
(Wensna lyouas) (unan3dl TAVSR) (W NEN7E79U danezyae)
/



