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PRODUCT METRONIDAZOLE EPB/CEP BATCH NO C04-160725
4 K R1-CEP 2007-083-Rev 01 I I 1]
QUANTITY BOOKG PRODUCTION DATE JULY 16, 2016
ok .2 #H % 11 W
P AGKING 25KGDRUM EXPIRY DATE JUNE 2020 ]
ITEMS SPEGIFICATIONS RESULT
e o slie edl ]
APPEARANCE WHITE OR YELLOWISH,CRYSTALLINE POWER GONFORMS
. _H_____#__.___________m_t_"__#___,ﬁ__,_,__ﬁ_ﬂ
SLIGHTLY SOLUBLE INWATER, IN ACETONE. IN ALCOHOL AND
SOLUBILITY CONFORMS
IN METHYLENE CHLORIDE
A) MELTING POINT:169CTO 163T 161T~162C
- | ———
B) THE SOLUTION SHOWS AN ABSORPTION MAXIUM AT 277 NM
AND A MINIMUM AT 240NM, THE SPECIFIC ABSORBANGE AT 381
(OENTIFIGATION - THE MAXIMUM 1§ 365 TO 396 |
C) INFRARED SPECTRUM COMPLY WITH THE REFERENCE CONFORMS
____,_._,___.____,____.__.______4__,__;_,__4__~_
D) THE SOLUTION GIVES THE REACTION OF PROMARY
CONFORMS
AROMATIC AMINES
I E s ] § ]
APPEARANGE OF SOLUTION REFERENCE SUSPENSION 11GYG GONFORMS
Dialtipuinsisbonsiulisimmmtrdi T8 i
HEAVY METAL NOT MORE THAN 10 PPM <10 PPM
> METHYL5 NITRO-MIDAZOL: NOT MORE THAN 0.06% 0.01%
n AR bt e
RELATED SUBSTANCES
ANY IMPURITY: NOT MORE THAN 0.05% 0.01%
(HPLC) L N—" ik ket S, sl
TOTAL IMPURITY: NOT MORE THAN 0.2% 0.03%

LOSS ON DRYING <0.5% 0.2%
Sl s - T Ay .
SULPHATED ASH <0.1% 0.06%

R e ) e T
ASSAY (ON DRIED BASIS) 99.0%-~101.0% 100.5%
Pl b I
RESIDUAL SOLVENT EPOXYETHANE: NOT MORE THAN 1 PPM NOT DETECTED
T s _ e ]
TAMC: NOT MORE THAN 1000CFU/G <1CFUIG
s A e . .
TYMG: NOT MORE THAN 100CFUIG 4CFUIG
ANMOOCFUIG L ]
MICROORGANISMS PSEUDOMONAS AERUGINOSE: ABSENT NOT DETECTED
ks e i My \ = -
il STAPHVLGGOC&US*AURE{'J‘S: kdbent NOT DETECTED
: T b . i L—— ]
T ESCHERICHIA GoLY Abgeht: NOT DETECTED
s - e ]
BACTERIAL ENDOTOXINS . NOT MORE THAN 0.35 EUIMG <0.35EUIMG

CONCLUSION:

REVIEWER: QU CHANGBIN

THE ABOVE PRODYGT COMPLIES WITH THE EP8ICEP .
ANALYST: GUO MINGHUI

“OHEGKER: XIONG QIONG
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