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CERTIFICATE OF ANALYSIS

Product Bortezomib
CAS Number 179324-69-7 Bach No. 20131003
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Molecular Weight 384.2

Package Plastic Bottle Quantity 420 Grams
Appearance White to off-white powder
Assay 98~102% 100.1%
Melting Point 175~185℃ 179~182℃
Specific Rotation -45.0°~ -60° -56°
Acidity Grade 4.0~7.0 5.9
Loss on Drying ≤ 1.5% 0.83
Heavy Metal 20ppm comfirmed
LPS ≤10EU/mg comfirmed

Isomer
BI01≤0.20%
BI02≤0.20%
BI03≤0.20%

BI01:0.026%
BI02:0.022%
BI03: N.D

Impurity

BI10≤0.2,BI07≤0.1,
BI11≤0.15,BI08+BI09≤1.0%,
BI05+BI04≤0.6,BIO6≤0.15%,
BI12≤0.15,others each≤0.1%,
Total≤2.5%

BI08+BI09:0.02%
BI12:0.012%
All others: N.D
Total impurity:0.045%

Identification 1HNMR,IR,MS,UV

Conclusion:It Complies with the Enterprise’s Standard .

QC manager:02 Checked by:05 Analyst:08


