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CERTIFICATE OF ANALYSIS
013080514417 No: 230821083
Name of product Amoxicillin Tnhydrate Compatted atch NO- 30513088011
[ Packing 25.00kg/drum Pieces 40 drums +1dum
atch weight 1017.08kg Specifications EP and client request.
Mig_Date 17/08/2013 Exp Date 0772017
Dale of testing 1710872013 Daie of reporl 2170872013
arage Store in 1ho alrlight container
CEP. RO-CEP 2007-191-Rev 03
TESTS SPECIFICATIONS RESULTS CONGLUSION
A white or almost white crystaline | A while crystalline powder | Lonfarms
[APPEARANCE} powder and granule. and granule,
[DENTIFICATION] Examine by IR  absorplion | Conforms Conforms
spectrophotometry.  comparing wilh
the spectrum  obtained  with
amoxicillin tihydrale CRS
[TESTS)
pH 35~55 4.5 Confgrms
Specific optical relation +290 ~+318 +301 Conforms
Related substances Conforms
ﬂy speciﬁe% i:;iputityrt%y 1.0% 0.24%
y unspecified impuri
<010% 0.04%
Total impurities< 3.0% 0.75%
S i NMT 20 ppm Conforms Conforms
N, p-Dimethylaniing {Not used in process)
Water 11.5% ~ 14.5% 12.8% Conforms
Sulphated ash NMT1.0% 0.060% Conforms
Assay 85 0%~102.0% C15H19N3055 29.4% Conforms
( calculated on the anhydrous
basis) | :
Residual solvenis Conforms
8) Acelone NMT800ppm 62 ppm
b) Dichloromethane NMTE00ppm 384ppm
¢) Trethylamine NMT300ppm 64 ppm
d) N,N-dimethylacetamide ; NMT1080ppm 280 ppm
e) Toluene NMTEC0ppm 312 ppm
f)  Pivalic acid NMT1000ppm 787 ppm
Bulk Density 0.45 g/ml ~ 0.65g/ml 0.52 g/ml Conforms
Tapped Density NLTO 65g/mi 0.77 giml Conforms
Particle size NMT35%§B 850u m 5% Conforms
HNLT40%{850 6 m~180 p m) 5%
NMT30%(< 180 u m} 20%
[SCLUBILITY] It Is slightly soluble in water, very | Conforms Conforms
slightly soluble in ethanol
percent), practically Insoluble in fatly
oils. it dissolves In dilule acids and
dilute sclutions of alkall hydroxides.

I CONCLUSION: The results conform with EP and client requast.. I

PRarmacopoeia quality: Comcplies With the current ediions of USP, EP & BP
Manufactured accarding lo ICH Q7A GMP for APls
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