
@J. 

~eltl1 Flutamide ®&:::o mg tablet 

A ill6U.J1J~~1 hJ __,---

@J. 6~'Wtl16~1'l~1Vl~'<t.J-rut.JJ~Vl1'W 

h btl @J 6~\il U".i~neJu~htJ~ldtll Flutamide ®cto mg 

m. U".i".i'J 1 'WJ11'1J'W~UV1 ?ltJVl tleJ .. :lf')t!Adl:J.J~'W 
' 

- ".i~U~e:Jt11 ~1'WU".i~meJUM1t11~1Aru A11:J.J66".i..:J l'W-b~eJ'W-tl~ e-J~~~ Vl:J.JiileJltl 
q • v q 

b~'U~e-J~ ~~ b~'UVl~ bDtJ'W~h-rum 1leJ~1..:JiV1 bOJ'WU'WU".i".iOJnrusvi" 
' 

-U'WJ11'1J'W~U".i".i'JeJ~1..:JtJeJtJMeJ--1".i~U~eJt11 ~eJ nl".ifh ~1'\.JU".i~neJU bb~~'U'Wllil 
' ' 

A11:J.J bb "j ..j'(JeJ..:JtJ1 b~ti~e-J~(91 l'WVl:J.J\ileJltl 1liV1 60JI.J 
' 

Finished product specification: Flutamide ®&:::o mg tablet (USPCS::o) 

@J. Identification Test ~".i10J~1'W 

h t.l~:J.J1ru#i'1m~1At~J ~m.o-®oml.o % L.A. 

m. Dissolution NL T ml&:::%0 in tlo mins 

CS::. Uniformity of dosage unit ~".i10J~1'W 

Drug substance specification : Flutamide 

fl ru6l:J.JU~'Vl1 ·:JbVI Ai1 fl USP ~o BP lmo<OJlm 
' 

Identification mT'il~l'W (91"j'JOJ[;..l11..J 
~-

le:l. Assay ~G.o -®o®.o% dried basis ~b'Ji.o - ®om.o % dried basis 

m Melting point About ®®® ° C 

G:: Loss on drying NMT o.ct% of its weight Maximum o.ct% 

cr Residue on ignition NMT O.@J% 

'0 Heavy metals NMT ®o ppm Maximum lvo ppm 

b'Ji. Sulfate ash Max. o.®% determined on ®.o g 
~-

..... d... ............. t.l".i~§l'Wn'm..Jm".i 
('W1tJVlH\!IJ611'1Jm6?l..:J) 



Drug substance specification : Flutamide (vleJ) 

USP ~o 

Impurity C NMT o.m% ~ Organic impurities 

(USP) 

Flutamide related compound B NMT o.tv% 

Flutamide related compound A NMT o.®if.% Impurities AB,D,E,F for each NMT o.tv% 

Related substances m-(trifluoromethyl) aniline 

Propionyl analog 

Desnitroflutamide 

o-flutamide 

NMT o.tv% 

NMT o.m% 

NMT o.tv% 

NMT o.tv% 

Total NMT o.<f.% 

(BP) 

Any unknown impurity 

Total Impurities 

NMT o.o<f.% 

NMT o.~% 

®. ~66'1'WeJ11A1~eJ-:J ~'W~1 6 'W1m~ ~18 6eJ n6'111 ~~m.Jmt.JrleJ~eJ~meJ-:J 6eJ n6'111LV1 8~rlB1'W1~11t.Jf1~ bB8V1A-:Jd 
~ ~ 

(9). (9) 6eJf16'1l1f1l'l1vl'.YueJ'Wru1(91~'WVl~6U 8'Wrh~Utl16~ mhvnllt.J 1 'Wth~bVlA1 Vl8 bbf1~~1bbV1-:J(declare)66Vl~-:Je--J~(i) 
' v 

(9).(9).(9) 1'U~1A~f1l'l~'WVl~buc.Jw>h~U81 (VlCJ.tv VlCJ.m VlCJ.~) bb~lbbvimru, CJ1~e--J~(i)1'W'\.h~bVlA1VlCJ 
(VllllCJfl-:J Vl 8 .tv) ,811.ll6~1 b ~m tl'Wfll'lbb U.;JU11~( Vld.J1 8fl.;J vw .m), 81111 b 'i11~1 f1vl1Tlh~ b Vl\"1 ( Vld.J1CJfl-:J Vl8 .~) 

' 
(9).(;).tv 1urhtJeJ~'WVl~bUCJ'WCJ1 Vlti.® Vl~eJ 8.® '1JeJ.;}CJ1~b6'1'WeJ'l1A1 ~~eJm1CJf1~bBCJV1Vi'l-iJeJm'lAl'Ufld.J 

' 
~rum~'VeJ,;Je--J~(i)Jl'ru'11 (i)1d.JVi~'WVl~ b u8'W (finished product specification) mrueJ~'l~Vll1-:!f11'l b '\.J~CJ'Wb6 '\.Jf1-;J bbnh 

b~d.Jbiiid.J~~~eJ.;Jbb'WUbeJf1?11'lVl~eJ~1b'W1Jll~~1CJf111'1JeJb6m'lJ (8.<f.) m~~eJd.J finished product specification bbfl~/ 
Vl~eJ Drug substance specification LV1CJ'1Jmbm'1JneJ'Wl'Wi.JI~f11Ai.J'l~m\9111A1~Jb~f1Vl'leJ'Wn~ bbfl~hJbn'W tv tJ ru l'W 

D1~f11ADI~f1lV111A1Bb~f1Vl'leJ'Wn~ 

®.L6J beJf16'11'l.YmeJ.;Jd.J1(i)'l\51'Wf11'le--J~(i) CJ1 
"' 

0;.tv.® mru~ e--J~(i) CJ11 'WDI~b'Vl\"11 Vl CJ ~e--J~(i)~~~eNn~1b 'W1Jll~ ~18VJl)'.;J~eJ.YmeJ.;JlJl(i)'l\J1'Wf11'le--J~(i)CJ1(911d.J 
~ "' 

Vl~mnru'1115mle--J~(i)~~1wl11e--J~(i)t.J1 PIC/S (pharmaceutical Inspection Co-operation Scheme) LV1CJVl1ilCJ.;J1'W 

PI CIS pa rtici pati ng authorities Vl~eJrl beJ f16'111~U 'l eJ.;JlJl (i)'J~1'Wf11'l e--J~ (91 81 (i)ld.JVlfi'n bnru'11 bbf1 ~lBf11'l~ ~1 'Wf11'le--J~(i) 81 

'lJ eJ-:) ~111 f1-:) 1'W f1 ru ~ f1d1d.J fll'l eJ1Vl1 I bbfl ~ 81 f1d~Vl 'll.;} 6'11511 ill6'1'1J ~-:) rl1Vl 'W Vl ~'W L\91 8 jJ Al1d.J 6'\eJ Vl fl~eJ,;j b6 f1 ~VI Vl b Vi 8 d.J nu 
' 

Vl~ f1bf1 ru'11 bb f1 ~ lBfll'l~ ~1 'W f11 'l e--J~ (i) CJ 1 PI CIS 1 'WVld.Jl Vl CJ 1~ b6'1'WeJ'lJ1 CJ utJ'U~16'1Vl (i) 1d.J'leJ'U fll'l (i)'Jl~ 6'\eJ'U L\91 CJne--Jf1 f11'l 
' 

~U'le:J-:!fl-:!l'Wi.JI~f11Ai.J'l~nlV1'l1f11Bb~nVl'leJiJn~ 

(9). tv. tv mru b tl'W m111 b ~1 ~1 n vll.;JD'lt b Vl A ~ e--J~ (i) ~ eJ -:JnVlt1-;J ~eJ~1 b 'W1Jll~ ~ 1 8Vl11-;J~eJ~'\J1eJ,;Jlll (i) I\51'W f11'l 
~ "' 

e--J~(9181(911d.JVl~f1bf1ru'1115~~1'Wf111e--J~(i)CJ1 PIC/S (pharmaceutical Inspection Co-operation Scheme) L\918 

Vltll CJ-:!1'W PI CIS pa rtici pati ng authorities. utJU~1~V1 (911d.J leJU f11'l(l)'l1~6'1eJU LV1 CJn e--Jfl f11'l~meJ-:Jfl-:Jl'WD'l~ mA'\.JI~ mV1 

~ 
................................. '\.JI~51'Wf1d'ld.Jf11'l 

('WlCJVli-:J~f11'llmb6'1-;J) 



®.m.® ~~f11'l171'll'il~hrl'n~~rW..!Jl1~~~171Jlillsvlt.l1~1b~OJ'lU'UB'I~~~M (Certification of analysis of finished 
' " " 

product) 1 'UtJ1~'U~~'Ibtl'U~lB~1'1 
c;;.m.lo ~~n1'l171'll'Jlbfl'l1~~~rum~1171~~'U'UD'I~lt.J1~1rl\l) (Certification of analysis of drug substance) 

~1 'ill um'l~~\71 t.J1~'U~~'~ b tJul9l'lv~1'1~'1'UB'I~~~I71 m bb~~~~~ 171lM~~u 
q 'U 'U 9 

1o . ~lB~l'lt.Jl 

b.® ~ b?i'UBJ1fi11Kv'l~'l ~lB~1'1 t.JlB ~1-:JtJBt.J ® vn.h t.J'UJ'lOJ ~'lb tJu\9ll bb 'Vl'Ubb6'1Vl'l'l1 t.J~~bBt.JV11(i)fl'l'LJ~l'UM1~~ 
" ' 

n1Vl'Ur11 u'!Xl.rrvr~ru?I~Dii1vi'l1 u.rr1-11Ku 1 'Ul'U~'Ub?i'UB'J1fl1 1r~t.JB1t.J'UB'It.J1'UB'I Lot.~OJ~~'Ub?i'UB'J1fl1'il~IKv'liJmm!uOJ1f1 
'I • q q 

1u~~~A hjmnn11 19) tJ 1 u1utl'l~mr~'l1fl1 
m. IKv'I~1'Un1'l'VlV1?1Bu(i)1umt.Jm~mt.J 1 u 1 'l'l~ t.J1'LJ1~ 

~- mJ"tlJ"d1uArum~'UB'It.J1~~'~~Bu 
' 

~.® Blt.J'UB'It.Jl~~'I~B'UIKB'I iJmt.J 1~mnnl1 ® tJ i!UOJ1f1l'UVl~~\71 
' ' 

~.lo t.Jl'Vl f1'1li'I~~'I~B'U OJ~IKB-1~'1~1 b'U1i11~~1t.J 1 u1'U'lB'I~~f11'l\71'll'Jlbfl'l1~~t.J1~'U~~'I~eJ'U'UeJ'I~~~Mbb~~ 1 'lJ 
' ' " 

lbfidl~~l\71~~'LJ'UeJ'I~~~\71l\71f)~'LJ~1.rr~~l71tJ1~'U~~'I~eJ'U 
'l 'U q 'I 

ct. bll 1 'U n 'lru~VlUltJ'll'U n 1'lvl1 f11'l~~ ~l eJ U1'1 tn~ ~'I~B'U b ~eJ~'IM 'll'Jl bA'll~~fl illfll~ VlUlEJ'l1'Uf1l'lOJ ~vll 
' ' 

Vltl'I~B~B'I'V e1 ~ lB tJ1'1 t.J 1 1r~ t.J ~'U1 t.J OJ~ IK B'l~'l t.J 1 b ~~ 8 f11711~ ;J 1'Ul'U~VlUl t.J'l1'Uf11'l~'l mlOJ1 bfi 'l1~~ bb~~ b tJu~1'u ~Vl'UB'U 
" . " 

rh 1.rr~lt.J 1 'Uf1l'l1'1"Jl'Jl bfi'll~~flrum~ 1 umru~~'Ullt.Jl hJ btl'U 1 UM1~A ru~n~ru~bu~l~ VlUlt.J'll'Uf11'l'UeJ?I'Il'U?i'Vl~hJ 
' ' 

1uif:JOJ1'lill1f1l'lb?i'UB'J1fl1t.Jl~'lf1~1l'UB'I~'U1 t.J bb~~/Vl~B~~~\711 'Uflf'I~B 1 tJ 
" " 

~-~ ~b?i'UB'J1fll (~'Ul t1) OJ~IKB-11'u b tl~tJut.mdvt~l1n~Vl~V1m~ Vl~md mnV1 m'l b~B~?Im~ (i)l titl'l~f11'l 1r~1 nBu 

fl1Vl'Ur11VltJ hJiJb~B'U 1'1J 

~.ct ~'U1t.JOJ~IKB'I~'I~B'U 1m 'l'l~ t11'LJ161i11tl 1 'U ®ct l'U tl'UrlriOJ1f1l'U~1(i)~'I'U1~1u 1 'U~'I~B 
" 
~'Ultl U'UtJB~ 1 Vl~~Btlm~n~ru~1.J1rleJ'U~ruru10J~~'U?IV11 umru~B 1 u-d 
'll 'U v v v v 'l 

~-b.® b tl'U'l1tl nl'l~iJ f11J'if:JOJ1'lill1~V1 t11BBf1'il1 f1Uf1J~'UB'I1 'l'l~ t11'U1~ 
~-b.lo ~~ mJ"1'mn 1~ ~ 1V1 tJ 8uc'Ju~~m'l 1 oil'OJ1 n bb ~'Vl c!m oil't11 bb~~iJVl~n~1u8uc'Ju'Vl1'1f11'l bb ~'Vl cJVl~BiJ 

" d.O 

'l1t1'11'U ADR B~1'1'l'Ubb'l'l 
' 

~-b.m ~uuruVl1~ n~ru~'ltl bb'U'U tJ1Vl~Bm'U'U~'U"J'lOJ btl'U?il bVll711 vtbnV1Al1~flmV1 bfi~B'U'Vl1'1tl1~~'~~~ 
v 'U 'l 'I 

n'l~'Vl'LJ ~Bf11"J1n~1 ~tJ1t1 1V1 t.JiJ'l1t.J'Il'UUruVl10Jl n~b~t.Jl.rr€1'1 nu n1J" 1 oil't11 
'IJ v " 

d 
ct. bel f16'11'leJ'U 1 

ct.® ~~f11'lAf1~1 long term stability 171~€lV1'1il'IB1~'UB'ItJ1~~wv1~b'UtJ'Ulmu~1tlf1'11'Uflru~m'lWl1Til1Vl1'l 
bb~~tll f1J~'Vl'll'16'1151'lill?I'U 

' 

~ ol' ................................. u"J~51'Uf1J"J~f11'l 

('U1ti'Vl'l'l~~ hmb?i'l) 


