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[TESTS]
Appearance of solution

pH

Specific optical rotation

Related substances
Any specified impurity

Any unknown impurity

Total impurities

N, N-Dimethylaniline

Water

Sulphated ash
Assay

Residual solvents
a) Acetone
b) Dichloromethane
c) Triethylamine
d) N,N-dimethytacetamide

e) Toluene

f) Pivalic acid
Bulk density

A white or almost *nit"
crystalline powder

!1gqine. .by tR absorption
sp.ectrophotometry compirino
wth the spectrum obtaineij wit6
amoxicillin trihydrate CRS

N9t more opalescent than
pr9relc.e suspension II (0.SM
hydrochloric acid)Ngt more opalescent than
reterence s!.spension II (dilute
ammonla R2)
It slightly sofuble in water. verv
slightly soluble in ethanol fg6
percent), practically insoluble' inlatty oils. lt dissoives in dilute
acids and dilute solutions oi
alkali hydroxides.
3.5 to 5.5
+290 to +315

NMT 1.0%

NMT 0.10%

NMT 3.0%

NMT 20 pom
(Not useb'in process)
11 .5o/o lo 14.5o/o

NMT 1,0%

-O=S.Q%.to 
1 02.lYo Cr oH I gNgOsS

(Calculated on the anhydious
basis)

NMT 800oom
NMT600ririm
NMT 30dripm
NMT 1090ppm

NMT 600ppm

NMT 1000ppm

0.'159/mlto 0.409/mt

<reference suspension I

(reference suspension I

Conforms

Conforms

Conforms

Conforms
Conforms

Conforms
Conforms
Conforms
Conforms

Conforms

Conforms

Conforms

CONCLUSION: The product 
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