
Specification for Fenofibrate, BP, EP (F3602)

Item Number F3602

Item Fenofibrate, BP, EP

CAS Number 49562-28-9

Molecular Formula C20H21ClO4

Molecular Weight 360.84

MDL Number

Synonyms 2-[4-(4-Chlorobenzoyl)phenoxy]-2-methylpropanoic Acid Isopropyl Ester

Test Specification

Min Max

Acidity TO PASS TEST

Appearance of Solution TO PASS TEST

Assay (Dried Basis) 98.0 % 102.0 %

Halides Expressed as Chlorides 100 ppm

Heavy Metals 20 ppm

Loss on Drying 0.2 %

Related Substances TO PASS TEST

Sulfated Ash 0.1 %

Sulfates 100 ppm

APPEARANCE

IDENTIFICATION TO PASS TEST

ASSAY (DRIED BASIS) 98.0 102.0 %

APPEARANCE OF SOLUTION TO PASS TEST

ACIDITY TO PASS TEST

RELATED SUBSTANCES TO PASS TEST

HALIDES (AS CHLORIDES) 100 ppm

SULFATES 100 ppm

LOSS ON DRYING 0.5 %

SULFATED ASH 0.1 %

ELEMENTAL IMPURITIES AS REPORTED

EXPIRATION DATE

DATE OF MANUFACTURE

RESIDUAL SOLVENTS AS REPORTED
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