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Amoxicillin Trihydrate
3091 2078038

40 drums +1drum
EP and Enterprise s

1510712012
15tO7t2012

re in the airtiqht container

TESTS SPECIFICATIONS RESULTS CONCLUSION
(APPEARANCE)

TIDENTIFICATION )

SoLUBTLTTYI

( TESTS )

of solution

ipecific optical rotation
lelated substances
rny specified impurity
rny unspecified impurity
otal impurities

l, N-Dimethylaniline

rSSS!

lesidual solvents
) Acetone
) Dichloromethane
) Triethylamine
) N,N-dimethylacetamide
) Toluene

Pivalic acid
ulk Density
apped Density
article size

ashted

A white or almost white
crystalline powder and granule.

Examine by lR absorption
spectrophotometry.
comparing with the spectrum
obtained with amoxicillin
trihydrate CRS
It slightly soluble in water, very
slightly soluble in ethanol (96
percent), practically insoluble in
fatty oils. lt dissolves in dilute
acids and dilute solutions of
alkali hydroxides.

Not more opalescent than
reference suspension Il
(0.5M hydrochloric acid)
Not more opalescent than
referencesuspension II
(dilute ammonia R2)
3.5 to 5.5
+ 290 to + 315

<1.0%
< 0.10%
< 3.0%
NMT 20 ppm
(Not used in process)
11.5% to 14.5%
NMT1.O%
95.Ooh-102.0o/o
CroHrgNgOsS
(Calculated on anhydrous
basis)

NMT800ppm
NMT600ppm
NMT300ppm
NMTl 090ppm
NMT600ppm
NMT1000ppm
0.45 g/mlto 0.659/ml
NLTO.65g/ml
NMT15%(>850 u m)
NLT55%(850u m-180u m)
NMT30%(<180 u m)

A white crystalline powder and
granule.

Conforms

Conforms

(reference suspension

(reference suspension

4.5
+300

0.340h
0.03%
0.760h
Corrforms

12.goh
0.090%

99.9%

58 ppm
351 ppm
58 ppm
256 ppm
314 ppm
567 ppm
0.54 g/ml
0.79 g/ml
4%
78%
18Yo

Conforms

Conforms

Conforms

Conforms

Conforms
Conforms
Conforms

Conforms

Conforms
Conforms
Conforms

Conforms

Conforms
Conforms
Conforms
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