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ZHUHAI UNITED LABORATORIES CO., LTD.

CERTIFICATE OF ANALYS ¡S
No 1

Name of oroducl Amoxicitlin Trihvdrale Comoarierl Batch NO. 30s14058007
Packinq 25-00kq/drum Pieces 40 drurns +ldrum
Batch weruht 1023 68ko Specificalions EP
Mfo, Date 12/05n014 Exp,Date 04¿2018
Date of testino 21fi7r2O14 Date of reoorl 28107f2014
Slorage Store in the qi4lght contsi[er
CEP No R1-CEP 2007-iS1-Rev 01

TESTS SPEGIFICATIONS RESULTS CONCLUSION
IAPPEARANCE]

[]DENTTFTCATIONJ

[$oLUBrLrTYl

[rEsrs]
pH
Specific optical rotatíort
Related substances

N, N-Dlmethylaniline

Water
Sufphated ash

Assay

Residual solvent§
a) Acetone

b) Dichlorornethane
c) Tdethylamine

d) N,N-dimeüytacetamÍde

e) Toluene
f) Pivalic acid
Bulk Density
Tapped Dansity
Paficle size

A white or almost white crystafline
powder and granule,
Examine by lR absorption
spectrophotometry comparing with
the spectrum obtained with
amoxicillin trihydrats CRS
Il ls slíghtly soluble ln waler, very
slighlly soluble in sthanol (96 percent),
practically insoluble in fatty olfs ft
dissolves in dilute acids and dilute
solutions of alkall hydroxidas,

s.5 - 5,5
+290 -+315

Any specified impurity( I .07o

Any unspecified impurity
< 010%
Totalfmpuñties{ 3.070

NMT20 ppm
(Not used in process)
11.5% * 14,5%
NMTÍ .O%

85 Oo/o-102.8% CroHrsNaOsS
(calculalsd on tha anhydrous besis) ,

NMTS0Opprn

NMT600ppm
NMT300ppm

NMT1000ppm

NMT000ppm
NMT1000ppm
0.45 g/ml- 0.659/ml
NLTO 659/ml
NMT3so/s of parliclesr NLTB5o u m
NLT4O%of partlcles;85O u rn-180 p m
NMT30% of particles; NMT180 ¡ m

A while crystallíne
and granule,
Conforrns

Conforrns

powder

4.5
+300

o.u%
o.0B%

0.91%

Conforms

12.8%
0.080%
gg.5%

46 ppm

31Sppm
84 ppm

309 ppm

289 ppm
787 ppm
0 53 g/ml

0 77 g/ml

5%
76%
1g%

Conforms

Conforms

Conlorms

Conforms
Conforrns
Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms
Conforms

Conforms

¡ The results conform with Ep
Pharmacopoeia quality: Co
Manufaclured according to ICH eZ GMp lorApls
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