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CERTIFICATE OF ANALYSIS " S04
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PRODUCT PREDNISOLONE DATE OF SAMPLING AUG10.2013
BATCH NUMBER KO4A20130811 DATE OF RELEASE MAR.19.2014

MANUFACTURING DATE: AUG9.2013

BATCH SIZE 239.70Kg RETEST DATE: JUL.2018
CRITERIA: EP7.2
NAME OF THE TEST SPECIFICATION RESULTS
WHITE OR ALMOSTWHITE CRYSTALLINE
CHARACTERS QUALIFIED
POWDER
IDENTIFICATION AB MEETS TEST
SPECIFIC OPTICAL LRI 18
ROTATION

RELATED SUBSTANCES

IMPURITY A(HYDROCORTISONE)<1.0%
IMPURITY B( PREDNISONE)<:0.30%

IMPURITY C (PREDNISOLONE ACETATE)<0.30%
IMPURITY F(11-EP1-PREDNISOLONE)<0.50%
IMPURITY J(11-DEQX YPREDNISOLONE)<0.30%
UNSPECIFIED IMPURITY<0.10%

TOTAL=1.5%

IMPURITY A: 0.51%

IMPURITY B:<0.05%

IMPURITY C: <0.05%

IMPURITY F: <0.05%

IMPURITY J: <0.05%
UNSPECTFIED IMPURITY: <0.05%
TOTAL: 0.51%

LOSS ONDRYING S1L0% 0.2%
~ 9,
ASSAY 96.5~102.0% 99.6%
J (ON DRIED SUBSTANCE)

CONCLUSION: The above items mest the specifications of  EP7.2

MICRONIZED: 98%<30um. 80%<15um

STORAGE:

STORE IN AN AIRTIGHT CONTAINER, PROTECTED FROM LIGHT
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ADDRESS: MIDDLE OF HUANGHE STREET, ANYANG HI-TECH INDUSTRY DEVELOPMENT ZONE, HENAN, CHINA

TEL.: +86-372-25951306
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