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Name of product Metronidazole Baich weight =
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(RESULTS)
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T GVEMS) FRifk (STANDARDS)
Tk White to pale yellow, odorless crystals or crystalline powder,
1 *ltlé\'st' i Sparingly soluble in water and in alcohol, slightly soluble in COMPLY
1aracteristics cther and chloroform,
g0 AR A:COMPLY
Identification B:UV B:COMPLY
Melting range 159-163C 160.1-160.2°C
115 Any ()lhl.il" lmp‘uri(y:/ <0.1% 0.02?
Related substances Total impurity: <0.2% 0.03%
Related compound A of Tinidazole: 0,1%MA X Not detected
TR <0.5% 0.17%
Loss on drying
Ry
f.m.um)\(} <0.1% 0.06%
sulfated ash
05 4> Jo!
i <50PPM <S0PPM
Heavy Metal
Fht CHoN:O-
&1 CobloN303 99.0%~101.0% 100.4%
Assay
ey a1 . Aerobic count: NMT 30 cfu/,
T 5 . &
/'\.m.‘l‘ ) L. A o | Total combined molds and yeasts count; NMT 10 cfu/g COMPLY
Microorganism test
Pathogens; NO
TR Ze 5 A g portion dissolves completely in 10ml of dilute COMPLY
Non-basic substances chlothydric acid (1 in 2)
COMPLY COMPLY

Chromatographic purity

Formic ac idEL-)_D 124ppm) .

Not detected

XERDTE A
Residual solvents Ethylene Oxide (LOD 0.15ppm)
XK K
3pecific Absorbance 365-395 369
MELTR . bk 5 .
Particle size 90%\_:30 m o 10%<30km~50um COMPLY
0.1% MAX COMPLY
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Residue on lanition
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comply with the requirement of USP37 standard,
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