CERTIFICATE OF ANALYSIS

KR & B
Product Name: Paclitaxel
i % BB
Batch No.: 20060301 Batch Size: 5kg
it *7: 20060301 EiiA H: 5kg

Manufacturing Date: Mar. 8, 2006 Expiry Date: Mar. 8, 2008
P H #]: 20064E3H8H H MW % 2008%E3HSH
SPECIFICATION: EDTION 28 PHARMACOPOEIA OF UNITED STATES #I#rvk: M Z528k%

NATURE OF TEST #%HH QUALITY STANDARD JREHAE TESTRESULT %R

CHARACTERISTIC White or off-white crystalline powder White crystalline powder

R FE S A4 SR R B8R R

IDENTIFICATION %%

-Chromatogram Figure Conform to standard chromatogram figure ~ Conform

i % T bRt e HEHE

-Infrared Figure Conform to compared figure Conform

ARNEG FF bRt e FEHE

TEST BE&E

-Water 7K 43 < 4.0% 3.2%

-Specific Rotation between -49.0° and -55.0° at 20° 52.0°

-Residue on Ignition HU 5 < 0.2% 0.1%

-Heavy Metals &4 & < 0.002% <0.001%

-Bacterial Endotoxins 414 P 2 5 < 0.4USP Endotoxin Unit per mg Conform fF&ME

Related Compounds fil-41% Any other single impurity<<1.0% Conform fF&Hl
Total impurities <2.0% Conform fF &3 %E

CONTENT ASSAY & &3l

-Paclitaxel A2 97.0% ~102.0% 99.6%

MICROBIOLOGICAL TEST B4A%K#E

-Total Plate Count 474 %% < 10°CFU/ g <5x10CFU/ g

-Staphylococcus Aureus 4 2 {7 7 45 5k 4 Negative /g Negative /g

-Pseudomonas Aeruginosa £ i FT B Negative /g Negative /g

-Escherichia Coli XA #F i Negative /g Negative /g

-Salmonella ¥ KA Negative /g Negative /g

CONCLUSION: THE TEST RESULTS CONFORM TO EDTION 28 PHARMACOPOEIA OF UNITED STATES.
#it: RRERTEREHH8RIIE -
Analyst: Xudi Feng

Collator: Taomei Deng Q.C. Manager: Yunzhu Zhong



