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CERTI FICATE OF ANALYS IS
No=

Name of oroducl Amoxisllin Trihvdrete Comoectad Batch NO. 30s1 4058006
Packing 25 O0ko/drum Pieces 40 drums +1drum
Batch weioht 1022 54kq Specifications EP
Mlo, Date 12t05/EO14 Exp.Date 0412018
Date of testino 2f/07¡2014 Date of reoort 24fi7f2014
Storage Store in the airtighl container
CEP No. R1-CEP 2007-191-Rev 01

TESTS SPECIFICATIONS RESULTS CONCLUSION
[APPEARANCE]

IIDENTTFTCATTONI

lsoLUBrLtTYl

[rEsTsI
pH

§pecific optical rolaüon
Related substancas

N, N-Dimethylaniline

Water
§ulphated ash

Assay

Residual solv€nts
a) Acetone

b) Dicl¡loromelhane
c) Triethylamine

d) N,N.dimethylacetamlde

e) Toluene

fl Pivalic acjd
Bulk Density
Tapped Denslty
Partícle size

A white or almost whita cryslalline
powder and granule,
Exarnine by lR absorption
tpectrophotomslry. oomparing with
the spectrum obtaÍned ttdlh
amoxicillin lñhydrate CRS
It is slíghtly soluble in waler, very
slightly soluble in ethanol (96 percent),
practicatly insotuble in fatty oils. lt
dissolves ín dilute acids and dilute
solutions of alkali hydroxides.

3.5-55
+290 -+315

Any spec¡fied irnpuri§§ 1.0%
Any unspecif ed impurity
( 0.107o
Totalimpurities( 3.0%

NMT 20 ppm
(Not used in process)
11.5%- 14.5%
NMTf .O%

85.0%*102.070 CroHtsNsOsS
(calculated on the anhydrous basls) ,

NMT800ppm

NMT600ppm
NMl300ppm

NMTl090ppm

NMT600ppm
NMTI000ppm
0.45 g/ml* 0.659/rnl
NLTO.65g/rnl

NMT35% of particlesr NLT850 ¡¡ m
NLT40%of particfes:850 u rn-180 u m
NMT307o of particles; NMT180 u m

A white crystaltine
and granule.
Conforms

Conforms

powder

4.5
+299

A32n/o
0.05o/o

0.87%
Conforms

12.BYo
0.0900/o

99.570

44 ppm

294ppm
72 ppm

253 pprn

280 ppm
758 ppm
0.54 g/ml

0.70 g/ml

60/o

76%
18%

Conforms

Conforms

Conforms

Conforms
Conforms
Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms

Conforms

Conforms

CONCLU$lOHr conlorm with EP
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