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ZHUHAI UN¡TED LABORATORIES CO., LTD.

CERTI FICATE OF ANALYSIS
No¡

Name of producl Amoxiclllrn Trihydrale GomDasled Batch No, 30s14058003
Packino 25 00kuIdrum Pieces 40 drurn§ +1drum

Batch weiqht 1025.74ko Soecilicalions EF
Mfq Date 1 21051201 4 Exo.Date 04¿201 I
Date of lestinq 21tO7t2014 Dale of reoort 28/07/2014
Storaqe Store in the airliohl conlainor
CEP No. R1-CEP 2007-191-Rev 0t

TESTS SPECIFICATIONS RESULT§ COHCLUSIOH

fAPPEARANCE]

ITDENTIFtCATIONI

[soLUBtLtTfl

[tESrS]
pH

Specific opücal rotat¡on
Related substances

N, N-Dimethylaniline

Wáter
§ulphated ash

Assay

Resldual solvents
a) Acelone

b) Dlchloromethane
c) Triethylamlne

d) N,N-dimethylacetámide

e) Toluane
f) Pivalic acld
Bulk Den§¡ly
Tapped Density
Parlicle slro

A whlte or almosl white crystalline
powder and granulo.
Exarnlns by lR absorpllon
speclrophotomotry, comparlng with
lhs spoctrum obfalned w¡lh
¿moxiclllin ldhydrate CRS
It ls elightly ooluble ln wate¡ vary
slightly solubte ln elhanol (96 percent),
practically insoluble in fatty oils lt
dissolves in dilute acids and dilute
solulions of alkali hydroxides,

3.5 - 5.5
+290 *+315

Any specified impurity{ 1.0%
Any unspecified impurity
€ 0 1070

Totalimpurities< 3.0%

NMT 20 ppm
(Nol used in process)
11 ialo - 14 5o/o

NMT10o/o

95"0%-102 0% CÉHrgNgQ¡S
(calculaled on the anhydrous basis) .

NMT800ppm

NMTBOOppm
NMT300ppm

NMT1090ppm

NMT600ppm
NMTl000ppm
0 45 g/ml * 0 659/ml
NLTO 65glml
NMT35% olpar,ticles, NLTBS0rr m
NLT4O%of particles:850 u m*l80 u m
NMT307o of partlcles: NMT180¡¡ m

A whlle crysialline
and granula.
Conforma

Conforms

powder

4.5
+299

0.3070
0 069o

0.75%

Gonforms

12.80ta
0.080flo

99 8Y¡

43 ppm

29Oppm
75 ppm

280 ppm

200 ppm
756 ppm
0,5§ g/ml
0.81g/ml
7%
74r/o

r9%

Conforms

Conforms

Conforme

Conforms
Conforms
Conforms

ConlormE

Gonforms
Conforms

Conforms

Conforms

Conforms
Conforms
Conforms
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