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CERTIFICATE OF ANALYSIS

Manufacture Date: 2010-03-09

Analysis Date: 2010-03-24

Expiry Date: 2012-03-08

Batch NO.: 20120309

Product ID: 11381

Product Name: Raloxifene hydrochloride

Synonyms: [6-Hydroxy-2-(4-hydroxyphenyl)benzo[b]thien-3-yl][4-[

2-(1-piperidinyl)ethoxy]phenyl]-methanone

hydrochloride

CAS: 82640-04-8

Formula: C28H28ClNO4S

Molecular Weight: 510.05

Structure:

Inspection Standard Results

Appearance: Yellowish powder Yellowish powder

Loss on drying: 0.5% max 0.2%

Residue on ignition: 0.1% max 0.08%

Heavy metals: 10ppm max Conforms

Individual related

compound:

0.20% max 0.01%

Any unspecified

individual impurity:

0.10% max 0.03%

Total related

compounds:

0.50% max 0.45%

Purity : 98% min(on dry basis) 99.8%

Storage: Stored in a cool dry place.

Conclusion: This product conforms with USP 32.


