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HENAN LIHUA PHARMACEUTIC
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PRODUCT PREDMNISONE DAY 3 OF SAMPLING AUGT.2015
BATCH NUMRER KO3B20130842 DATE OF i{ELEASl’. SEFI'.] 22015
BALCI SIZE 102.78K MANUI'-ACI’QRING DATE:AUCGT.2015
RETEST DATE: $iL.2020
CRITERIA: usP3z

NAME OF THILTEST SPECHICATION

RESULLS

WillTE TO PRACTICALLY WIIITE,
CRYSTALLINE POWDER

APPEARANCE

WHITE CRYSTALLINE
POWDER

IDENTIFICATION L AB

MEETS TEST

SPECIFIC ROTATION F167° ~+175"

+170°
WATER 0% 0.1%
RESIDULE ON TONITION NEGLIGIBLE NEGLIGIBLE

CHROMATOGRAPHIC INDIVIDUAL IMPURITY $01.5%

THIE MAX: 0.25%

PURITY TOTAL€2.0% TOTAL: 1.2%
~107.0%
% sy 97.0~102.0° i
{ON ANHYDROUS BASIS) | S 1%
CONCLUSION: CONFORMS TO  USP37
METHANOLSE 3000PPM 17PPM
RESIDUAL SOLVENTS ACETONEGS000LPM 479PPM
CHLOROFORMS 60PPM NOT DETECTED
MELTING POINT ABOUT 230°C 232C
THE TOTAL VISIBLE g o (OCE
HA(.,I.RR{A ~ ’(II)L}'UJ‘Q‘ ~ IOCFU/?
FUNGUS <i0CFUsg <10CFU/g
ECOLI NOT DETECTABLE QUALIFIED

DIOXANE AND IN METHTANOL.

SOLUBILITY: V_ERY SUGHTLY SOLUBLE IN WATER . SLIGHTILY SOLUBLE iN ALCO1 1OL, IN CHLOROFORM LIN

MICRONIZED:  ti%6< {Opm, 166%-< 304un

STORAGE:

STORE IN AN AJRTIGHT CONTAINER, PROTECTED FROM LIGHT

CHECKER KA, 011, 9.72 QC DIRECTOR
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ADDRESS: MIDDLE OF [IUANGHE STREET, ANYANG I-TECIT INDUSTRY DEVELOPMENT ZONE,

HENAN, CITINA

TEL.:+86-372-2595{36  ~86-372-2395137

FAX: +86-172-2593134




