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Finished product specification: Flutamide b&o mg tablet
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Drug substance specification : Flutamide

AuauUANmaLla USP @o BP boab
@. Identification ATV AU
. Assay ®=.0 -©0®.0% dried basis «0l.& — @o.o % dried basis
o Melting point About eelb ° C
@ Loss on drying NMT o.&% of its weight Maximum o.&%
& Residue on ignition | NMT o.e%
o  Heavy metals NMT @o ppm Maximum o ppm

(@0 ppm Pb)

o.  Sulfate ash

Max. 0.#% determined on @.o g
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Drug substance specification : Flutamide (519)

AuduUANIawmaila USP «o BP koob
®  Organic impurities Flutamide related compound B NMT o.0% Impurities AB,C for each NMT ole%
(USP) Flutamide related compound A NMT oc.@&% | Unspecified foreach NMT c.00%
Related substances | en(trifluoromethyl) aniline NMT olo% | Total NMT .69
(BP) Propionyl analog NMT o..n%
Desnitroflutamide NMT o.0%
o-flutamide NMT o.0%
Any unknown impurity NMT o.0&%
Total Impurities NMT o.e%
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(n) WHO List of Prequalified Medicinal Products &o o&
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snemsuandamenandynififenuwiiiedlunsiidasneiy
g1fuLuU (Orange Book)
a) s1lus1edenanAugenfildunis¥uses (Approved &o o&
Medicinal List) Ineiadetnelsmeunanguaniduumnmd
AansusUsewmalng
(@) Iwans19AsEen @ Lots  Laeviesufjunnns ISO/IEC &o o&
swolo NhlaHan




blolo fUUTTEN b So8 : Toyaaiuayunuidomnmkanso
(ATWUULAY o0& ATLUL)
51897115398 n19A8HN (Clinical  trials)  39318971un15AnwIMNeAaanTivsuanta
UseansAMmuese i ufuedul Uy v3eseunnenddniianideusyansnnusden viomsanwm
uq uarfesasifunllunsasminsunnd (Fendeflazuuuanniian)

Aaudsvan U PUUUENS
(n) 3Bmsanwidunuy Randomized controlled trial &o o&
(¥) A8msAnwiduuuu Non-Randomized controlled trial <o )
() ABmsAnwuduiuy Comparative studies tuu Cohort mo &
studies
(@) A8nsAnwduluu Descriptive  studies WU Case oo D
report or case series (11891UFU38)
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