HUBEI HONGYU CEUTICAL CO,LTD
No.8,Fengshan Road, ic Development Zoxe,
Laotian Cou¥ity,F Hitbei Province,China
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Name of product:Metronidazole RS Batch weight:1000KGS

g BEE: 25 AFT/HE

Batch Numnber.:20130555 Packing : in 25kg/drum

A7 H R BH:

Manufacturing Date:MAY. 19,2013 Retest Date:MAY. 18,2017

Charactesistics: a white or yellowish crystalline powder, slightly solube in water, in acetone, in
alcohol and inm: ethylene, chleride, very slightly solube in ether.

Storage: store in a well-closed container, protested from light.
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RESULT OF ANALYSIS

WA (ITEMS) ¥R (STANDARDS) LML R (RESULTS)
#5301 Identification IR COMPLY
J8 55 Meltion point 159-163°C 160.9-161,2°C

% LT
:Fﬁki 0.5% MAX 0.16%
Loss on drying
BT o rrn
. 0.03%
Sulphated ash 0.1% MAX 05%
25 s A g
BHS ' SUSPENSION I COMPLY
Appearance of solution AND SOLUTION GY6
R .
=0.7 C !
Bulk density 0 ompes
L Z0PPM MAX <20PPM
Heavy Matal
H R R Impurity:0.1MAX 0.02%
Related substances Total impurity:0.2MAX 0.05%
il A= g :‘Il. .
. Wk -@J@M Total ‘barctenumﬂ QOOUFC/G COMBLY
Microorganism test Fungi and Mould<I00UFC/G
o2 3% bl ’
%Isf%}.}z . COMPLY COMPLY
Cromatographic purity
Rl tkaR COMPLY COMPLY
Non-basic substances
$i14% Particle size 40-60MESH COMPLY
VTV ES
- 37
Specific absorbance 365-395 7
B Assay 99.0%-101.0% CgHoN105 99.6%CsHsN104

ik RRH AWM BP2011/USPI4EPT K.
Conclusion; comply witli the requirement of BP2011/U8P34/EP7 standard,
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Produced according to. GMP No.: %5 J0358,issue date:13/01/2009,
validity date:12/01/2014 ,manufacturer: Hubei Hongyuan Pharmaceutical Co.,Ltd
Batch production record checked and approved,no deviation,no reworking and reprocessing,
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