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ZHUHAI UNITED LABORATORIES CO., LTD.

Pharmacopoeia qualily: Compties with ths cur@
Manufactured according to ICH e7 GMp forAplsREPORTEOBYT r CHECKED Byr

ffi t+, r1, 4-,t

CERTI FICATE OF ANALYSIS
Nor

Narne of oroduct Amoxicillin Trihvdrate Comoacled Batch NO 30914058009
Packino 25.00k9/drum Pieces 40 drums +1drum
Batch weiqht 1028.38k0 $pecifications EP
Mfo. Date rz05t20t4 Exp.Date 0,4,Í2018
Dale of testinq 21/07¡¿0f 4 Date of reDort 28/07¡2014
Storage Store in the airtisht container
CEP:No. R1-GEP 2007-191-Rev 01

TESTS SPEGIF¡CATIONS RESULTS CONCLUSION
IAPPEARANCEI

IIDENTTFTCAT¡ONI
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tfESTS]
pH

Specific optical rotaüon
Related substances

N, N-Dimelhylaniline

Water
Sulpha{ed ash

Assay

Residual solveflts
a) Ac¡lone
b) Dichloromeüane
c) Trlethylamine

d) N,N.dímethylacetamfde

e) Toluene

fl Pivafic acid
Butk Density
Tapped Density
Pañicle slze

A white or almost white crystalllne
powder and granule.
Examine by lR absorpflon
speclrophotornetry. comparing with
the speclrum obtained with
amoxicitlin trihydrata CRS
It is slightly soluble ln water, very
slightly soluble in ethanol {96 percent),
pracücally lnsoluble in fatty oils. lt
dissolves in dilute aclds and dilute
solutions of alkafl hydroxides.

35-55
+290 -+315

Any specified impurity{ 1.070
Any unspecified impurÍty
< 0.10%
Totalimpurítíes{ 3.0%

NMT20 ppm
(Not used in process)
1f ,5% - 14.50/o

NMT1.0o/o

s5,0%-102.0% CraHreN¡OsS
(calculated on the anhydrous basls).

NMT800ppm

NMT600ppm
NMT300ppm

NMTl090ppm

NMT60Oppm
NMTl000ppm
0.45 g/ml- 0.659/ml
NLT0.65g/ml
NMT35% of padlclesr NLT650 p m
NLT40%of particles:8s0 u m*180 u m
NMT307o of particles: NfritT180 u m

A white cryslalline
and granute-
Conforms

Conforms

powder

4,5
+2gg

0.33%
0.05Y0

0,81%
Conforms

12.9%
0.090%

9S.S%

51 ppm

309pprn
79 ppm

284 ppm

294 ppm
708 ppm
0,53 g/ml

0,78 g/ml

40$
74r1o

22%

Conforms

Conforms

Conforms

Conforms
Ccnforms
Conforms

Conforms

Conforms
Conforme

Gonforms

Conforms

Conforms

Conforms
Conforms
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