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HENAN LIHUA PHARMACEUTICAL CO., LTD.

CERTIFICATE OFANALYSIS

PRODUCT

PREDNISONE

DATE OF SAMPLING | FEB.22,2016

BATCH NUMBER

K03B20160202

DATE OF RELEASE MAY. 10,2856

MANUFACTURING DATE FEB.22.2016

BATCH SIZ1 108,12Kg
RETEST DA E:JAN.2021
CRUTERIA; UsPIs
NAME OF THE TEST Crr e SUL:
MATHOD SPECIFICATION RESULTS
. WIITE TO PRACTICAL LY WIITT WHITE CRYSTALLINE
\PPEARANCE 4 N
d ANC CRYSTALLING POWDER POWDER
AUR<I9TIK CONFORM CONFORM
RENTIFICATION SIS 10y
H *, i S N
REALTon CONFORM CONEDR}M
Y1.0%~ 102.0%
ASSAY<62 1> o
] 8 (ON ANHYDROUS BASIS| 98.1%
RESIDUE ON IGNITION<28 [~ NEGLIGIBLE NEGLIGIBLE

CRGANIC IMP1IITIES <62)>

ANY INDIVIDUAL MPURITY S 1,5%
TOTALK2.0%

THE MAX: 0.52%
TOTAL:1.7 %

OPTICAL ROTATION<TE 1 S>

167" ~+175¢ i
WATER<92 > S1.0% 0.125
CONCLUSION: CONFORMS TO Lisp3s
METHANOL<3000pPM NOT DETECTED
RESIDUAL SOLVENTS ACETONES5000pPPM 1717PPM
CHLOROFORM-<60PPM NOT DETECTED
MELTING POINT ABOUT2306C 232°C
THE TOTAL VISIBLZ
< : <
BACTERIA H0CkU/g 10CFUg
FUNGUS <I0CFU/g <:0CFu
E.COL! NOT DETECTABLE QUALIFIED
VERY SLIGHTLY SOLUBLE IN WATER ,
SOLUBILITY SLIGHTLY SOLUBLE IN ALCOHoL, IN GUALIFIED
CHLOROFORM ,IN DIOXANE AND IN
METHANOL ’
MICRONIZED: 1084 10 10084 <<30um
STORAGE: _ STORF IN AN AIRTIGHT CONTAINER. PROTECTED FROM LIGHT
CHECKER Qe DIRECTO% =0 4,5, 10
7
Note: 1. Tested three batches for same produet with same process
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