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Drug substance specification (Reference USP)
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an.® Definition mwmumwssﬁlu drug substance specification
m.lo |dentification test m’aﬁwi’]um’mﬁisﬂu drug substance specification (IR)
an.en USuNausnedifgy (Assay) .0 — ®0b.0% (on dried basis)

on.@ Impurities

o.&.® Inorganic impurities

- Residue on Ignition LAY 0.0%
- Chloride and Sulfate
Chloride LU 0.00%
Sulfate LAy 0.00%
e lo Organic impurities
- Individual impurities ATIVHUANATTT &
- Total impurities TaiAU 0.¢%
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A5 1 @ Individual impurities

I~ Acceptance criteria
Not more than (%)
(4-Chlorophenyl)(d-hydroxyphenyl) methanone® 0.®
2-[4-(4-Chlorobenzoyl)phenoxy]-2-methyl-propanoic acid 0.0
(fenofibric acid)®
(3RS)-3-[4-(4-Chlorobenzoyl) phenoxylbutan-2-one 0.®
Methyl 2-[4-(4-chlorobenzoyl) phenoxy]-2-methyl- 0.®
propanoate
Ethyl 2-[4-(4-chlorobenzoyl) phenoxy]-2-methyl-propanoate 0.®
(4-Chlorophenyl)[4-(1-methylethoxy) phenyllmethanone 0.®
1-Methylethyl 2-[[2-[4-(4-chlorobenzoyl) phenoxy] -2- 0o
methylpropanoyl]oxyl-2-methylpropanoate*
Any other impurity 0.®
a Fenofibrate related compound A.
b Fenofibrate related compound B.
¢ Fenofibrate related compound C
o.& Melting range or temperature o - <o aerwaldud (class la)
oo Acidity NMT o.lb mL is required to change the color of
indicator to pink
on.e¥ Loss on drying LAY o.¢%
. Color and Achromicity G\i?ﬁ]ﬂiﬂumuﬁim‘tu drug substance specification
Finished Product specification
a. Descriptions msa%mumuﬁ'szﬂu finished product specification
oo |dentification test m’mﬂi’lum’mﬁisﬂu finished product specification
(HPLC, UV)
an.en USuneusinenddey (Assay) ®0.0 — ®®0.0%L.A.
an.& Dissolution
n.d.o test o iifeenin eo%L.A. MaIN <o U
m.clo test b laitfounin do%L.A. N o 41l
en.c.en test en iiesnin @o%L.A. MaIN mo U
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0@« test @ Tivfaunin Go%L.A. B89N smo W

n.c.& test & Laifounin go%L.A. %8397 o W1l
m.c.o test o Taifaunin co%L.A. 189970 bo W
on.c.e) test e laitfp8nin @o%L.A. Na997N o UM
an.& Uniformity of dosage units mwﬂhumuﬁixﬂu finished product specification

en.o Organic impurities
a.&.@ Individual impurities
- Fenofibrate related compound B iy o.&%
- Any other unspecified impurity  Wiliu 0. 0%
on.&.lo Total impurities T ©.0%
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<.« finiidosusen1inainszivadlsanulngn (Certificate of Analysis of finish product)
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(Certification of analysis of drug substance) MawasuTEminAneN uasuSEnduaningiu
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