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C ERTIFICATE OF ANALYS IS
19018

Name of oroduct Amoxlcillín Trihydrate Compacted Eatch NO 30914057002
Packino 25.00kq/drum Pieces 40 drums +1drum
Batch weíqht 1007.7Zkg Specificaüons EP and Enlerprise slandard
Mls Date IAOSIZO14 Exp,Dale o4/20r8
Date of teslinq 12/ü5/2014 Dale of reporl 1S/05/2014
§loraqe qtore ¡n üe airlight conta¡net
CEPTNo R1-CEP 2007-191-Rev 01

TE§TS SPECTFTCAT]OHS I RESULTS C6IeLUs¡ou
lAf,t,EAt{ANUtrl

Solubilily

ilDENTTFtCAT|ONI

rrEsrsl
pH
Specific optrcal rolation
Related subslances

N, N-Drmethytanilíne

Water
Sulphaled ash

Assay

Residual solvents
a) Acetone

b) Oichloromeihane
c) Trielhylamine

d) N,N-dimethylacetámide

ei Toluene
f) Pivalic acid
S) Pyridine
Bulk Density
Tapped Densily
Partide size

Mrcrobial Limit

A whate or almost white crystalline
powder and granule.
It is sllghtly soluble Ín waler, very
shghtly soluble in ethanol (96 percen§,
practically rnsolubfe in fatty oils. lt
dissolves in dilute acids and ditute
solutions of alkali hydroxides.
Examrne by lR absorpüon
sPectrophotometry. comparing wilh
the sFectrum oblained with
amoxicilhn tnhydrate CR$

3.5 - 5.5
+290 -+315

Any specilied impurity-< 1.0%
Any unspeolied impurity
< 010%
Tolal impuritres{ 3.0%

NMT 20 ppm
(Not used in proess)
11 .5o/o * 14,5§lo
NMTl,O%

95.0%-102.0% CroHrsN¡OsS
(c¿fculalecl on lhe anhydrous basis)

NMT800ppm

NMT600ppm
NMT300ppm

NMT1080ppm

NMT600ppm
NMTr000pprn
NMT200ppm
0.45 g/ml* 0.65g/ml
NLT0 659/ml
Nfr4T35% of parllclesr NLT850 u m
NLT40%of partícles.85O u m*180 u m
NMTSOo/. of particles: NfllT180 u m

NMT 1000 l¡acteria per grám.
NMT 80 rnolds and yeasts per gram,
E coli should be undeleclable ln I
gram.

4.5
+298

A while crystalfme
and granule,
Conforms

Conforms

O 27§/o
0.09%

D 77ü/o

Conforms

12.S%
0.080%

ss.8%

37 ppm

194ppm
57 ppm

211 ppm

237 ppm
6f5 ppm
2ppm
0 53 g/ml

0 75 gfrnl

5%
78%
17%

Confolmt

Conforrns
Confonns
Con[orms

Conforms

Conforms

Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

COHCLUSIOIIIT The resulls conform w¡th EP and Enterpnse standard
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