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CERTI FICATE OF ANALYSIS
TZDD14O2O77B

[APPEARANCEJ

ITDENTtFtCAT|ONI

ITESTSI
pH
Specific optical rotation
Related substances

N, N-Dimethytanitine

Water
Sulphated ash
Assay

Residual solvents
a) Acetone
b) Dichloromethane
c) Triethylamine

d) N,N-dimethytacetamide
e) Toluene
f) Pivalic acid
Bulk Density
Tapped Density
Particle size

lsoLUBtLtTYl

or almost white crystalline
powder and granule,
Examine. by lR absorption
spectrophotometry. comparing withthe spectrum obtained with
amoxicillin trihydrate CRS

3.5 - 5.5
+290 *+315

Any specified impurity( 1.0%
Any^un-specified impu rity< 0.10%
Totalimpurities( 3.0%
NMT 20 ppm
(Not used in process)
11.5Y0 - 14.5%
NMT1,O%
95.0o/o*102.0o/o CroHrsNsOsS
. 
( calculated on the annyOlous

basis ) .

NMT800ppm
NMT600ppm
NMT300ppm

NMT1090ppm
NMT600ppm
NMT1000ppm
0.45 g/ml- 0.659/mt
NLTO.6Sg/ml
NMT35%(>850 u m)
MI_4-0:{0195-0 u m - 1'80 u m)
NMT30%(<180 u m)
It is slightly solubl6 in water. verv
slightly soluble in ethanol (96
percent), practically insoluble in fdttv
oils. lt dissolves in dilute acids ani
dilute solutions of alkali

A white crystalline

0.68%
Conforms

12.9%
0.090%
100.4o/o

35 ppm
259ppm
61 ppm

257 ppm
245 ppm
700 ppm
0.53 g/ml

0.78 g/mi
4%
7A%
20%
Conforms

CONCLUSIONT The results conform with Ep and client request..
rnarmacopoeta qualitv. Cc
Manufactured aciording to Q7A GMP forAPts
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