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Drug substance specification (USP&«)

a.e Definition mww'mmuﬁssqlu drug substance specification
m.lo Identification test mimﬁhumuﬁizﬂu drug substance specification (IR)
an.an UTuNUAIEdIAgy (Assay) ®a.0 - ®olb.0% (on dried basis)

on.@ Impurities

e.&.® Inorganic impurities

- Residue on Ignition AU 0.0%
- Chloride and Sulfate
Chloride Lailfu c.00%
Sulfate LAY c.00%
e Organic impurities
- Individual impurities ATITEUANANTNT o
- Total impurities AU 0.&%
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AT @ Individual impurities

doans Acceptance criteria
Not more than (%)

(4-Chlorophenyl)(d-hydroxyphenyl) methanone® 0.6
2-[4-(4-Chlorobenzoyl)phenoxyl-2-methyl-propanoic acid 0.®
(fenofibric acid)®
(3RS)-3-[4-(4-Chlorobenzoyl) phenoxylbutan-2-one 0.®
Methyl 2-[4-(4-chlorobenzoyl) phenoxyl-2-methyl-propanoate 0.®
Ethyl 2-[4-(4-chlorobenzoyl) phenoxyl-2-methyl-propanoate 0.6
(d-Chlorophenyl)[4-(1-methylethoxy) phenyllmethanone 0.0
1-Methylethyl 2-[[2-[4-(4-chlorobenzoyl) phenoxy] -2- olo
methylpropanoytjoxyl-2-methylpropanoate*
Any other impurity 0.6

a Fenofibrate related compound A.
b Fenofibrate related compound B.
¢ Fenofibrate related compound C

o.& Melting range or temperature o — Qo DIALTALTLE (class la)

o.o Acidity NMT o.lb mL is required to change the color of
indicator to pink

en.e¥ Loss on drying Ly 0.¢%

o. Color and Achromicity mi’sﬁ]mumuﬁi%ﬂu drug substance specification

Finished Product specification

o. Descriptions mwmumuﬁizﬂu finished product specification
oo Identification test m’;%ﬂi’]umuﬁisﬂu finished product specification
(HPLC, IR)
an.en USIauddendidey (Assay) ®0.0 — ®®0.0%L.A.
on.e Dissolution
an.c. Acid stage Thiund eo% T b 9l
on.c.lo Buffer stage Tl mo% Tu b.¢ Flus

-0 % T m.& T
1NN @o% T o Tl
an.& Uniformity of dosage units m’aiwi’lum’mﬁisqlu finished product specification
o
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m.o Total aerobic microbial count LAy @o™ CFU/g
.o Total combined yeasts/molds count iy @c® CFU/g
o.w Specified micro-organism E.coli ATV MUNY
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