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DATEOF SAMPLING
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BATCHNUMBER K04C20130203M DAXE OF RELEASE r88.4.2013

BATCH SIZE \. 64.l0Kg

MANUFACTI,RING DATE: JAN"9. 20 I 3

RETEST DAIE: DEC.20!7

CRITERIA: PH. EUR. PLUS ADDITIONAL REQUIREMENTS AS PER Rl -CEP 2005-248-Rev 00

NAMEOFTHETEST SPECIFICANON RESULTS

CTTARACTERS
WHITE OR AI.MOSTWHITE CRYSTALLINI{

POWDER QUALIFIED

IDEN'|IFICATION A;B MEDTS TEST

SPECIFIC OPIICAL

ROTAl'ION
*113" --tll9' +t 17'

RELATED SUBSTANCES

IMPURITY A(HY D ROCORTISONE) < l. 0olo

IMPURITY B( PREDNEONE)<0,30%

rMpuRrry c (PREDNISOLONE ACETATE)<0.30%

IMPUR1TY F(l I -EPI-PREDNI SOLONE)(0.50olo

IMPURITY l(i l -DEOXYPREDNISOLONE){0'3 0olo

UNSPECIffiD IMPURITY ( 0, I 07o

TOTAL<I.5%

IMPURITYA: 0.25olo

IMPURITY B;0.08%

IMPIiRITY C:(0.05o/o

IMPURITYF:0.41%

TMPURITY J:<0.05%

UNSPECtrIED IMPURIfi:

RRT( I .26)0.07010

TOTAL:0.81%

LOSS ON DRYTNG (1.07o D.Zalo

ASSAY 96.5- r02.0% 98.9%

RESIDUALSOLVENTS
MgruANOL<TOOPPM

ACETONE<zOoPPM

475PPM

52PPM

PARNCLE DISTRIBU1ION

(ln-house criteria)

80%<l5Pm
98olo(30!n

90.10/o

99.tr/o

CONCLUSION: CONFORMS TO PH. EUR. PLUS ADDITIONAL REQUIREMEhITS AS PER RI'CEP 200!248-Rcv 00

STORACE: STORE IN AN AIRTIGHT CONTAINE& PROTECTED FROM LIGHT

CHECKER \
-*L1a,2,1

QC DIRECTOR ?T },tr.r..l

PIIARMACEUT

ADDRESS: MIDDLE OF HUAI.{CHE STREET ANYANG HI-'|ECH INDUSTRY DEVELOPMENT ZONE, HEI.IAN, CHINA

TEL.:+8&3?2.2595136 +8G372-2595t37 FAX: +86-372-2595138


