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ZHUHAI UNITED LABORATORIES CO., LTD.

CERTI FICATE OF ANALYS!S
T2DD14020778

Manufactured according to
)lres wlth the current ,

H Q7A GMP forAPls

No' 1402'14007
Name of product Amoxtctlltn I rihydrate Comoacted 6atcn NU. 3091401 Rnn2
Packino 25.00k9/drum Pieces 40 drums +1drum
tsatch weight 1021.02ks Specifications EP and client request.
Mfo. Date 10t01t2014 Exp.Date 12t2017
lJate of testino tztvzttul4 Date of reoort 1410212014
Storage store in the airtioht container

TESTS SPECIFICATIONS RESULTS CONCLUSION

IAPPEARANCEI

ITDENTtFtCATtONj

ITESTSj
pH
Speciflc optical rotation
Related substances

N, N-Dimethytaniline

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

I A white or almost white crystalline
I powder and granule.

I Examine by lR absorption
I spectrophotometry. comparing'with
I tne spectrum obtained with
I amoxicillin trihydrate CRS

t_I J.b - 5.5
I +zgo -+315
I

I Any specified impurity( 1.0%
I Any_unspecified impurity
< 0.10%
Totalimpurities( 3.0%
NMT 20 ppm
(Not used in process)
11 .5o/o - 14.5Yo

NMT1.O%
55.0%-102,0% CroHrsNsOsS( calculated on the anhydrous
basis ) .

NMT800ppm
NMT600ppm
NMT300ppm

NMT1090ppm
NMT600ppm
NMT1000ppm
0.45 g/ml- 0.659/ml
NLTO.65g/ml
NMT35%(>850 u m)
NLT!07o(850 u m- 180 u m)
NMT30%(<180 u m)
It is slightly soluble in water, verv
slightly soluble in ethanol (96
percent), practically insoluble in fatty
oils. lt dissolves in dilute acids and
dilute qolutions of alkali hydroxides.

lline powderA white crysta
and granule.
Conforms

4.5
+301

0.27%

0.05%

0.85%
Conforms

12.9%
0.090%
100.40h

40 ppm
339ppm
86 ppm

289 ppm
304 ppm
734 ppm

0.53 g/ml

0.78 g/ml
4o/o
77%
19o/o
Conforms

onforms

Conforms

Conforms
Conforms
Conforms

Conforms

Conforms
Conforms

Conforms

Conforrns

Conforms
Conforms
Conforms

Conforms

CONCLUSIONT The results conform with Ep and client request..
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