CERTIFICATE OF ANALYSIS

AR )

Product Name:Irinotecan Hydrochloride

i % DRI

Batch No.: 050324

fit 5. 050324

Manufacturing Date: Mar.24, 2005

£ % H Wl 20054E03H24H
SPECIFICATION: ENTERPRISE STANDARD

Batch Size: 100g

ft . 100

Test Date: Mar.28, 2005
Kl H . 20054203 H28H

NATURE OF TEST #3:55 H

QUALITY STANDARD Jii B4k

TEST RESULT K4 %

CHARACTER Yellowish crystalline power Yellowish crystalline power
R I OA IR BHEBL RIERR
IDENTIFICATION %5

-Infrared Figure Conform to compared figure Conform

50 el s — 31 FEHE

-HPLC Figure Conform to compared figure Conform

YRR Bl e ] 1% — 3 TFEME
TEST R&E

- Loss on Drying T2k 7.0%~9.0% 8.4%

-Ignited Residue A5k <0.1% 0.06%

-Heavy Metals 4> )i <20ppm <20ppm

- PH Value pH{H 3.0~5.0 45

-Optical Rotation +60°~+73° +68°

-Related materials 54 )i <1.0% 0.5%
CONTENT ASSAY &EJllE (BY HPLC)
- Irinotecan Hydrochloride
T 97.0%~103.0% 99.5%
MICROBIOLOGICAL TEST P4A%K%E
-Total Plate Count 474 %% < 10°CFU/ g < 3x10? CFU/ g
-Mould # 1% <10°CFU/g <20CFU /g
-Mitedif Negative Negative
-E. Coli KAt Negative Negative




