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CERTIFICATE OF ANALYSIS

013080514417 No: 230821086
Name of product Amoxicillin Trihvdrate Compacted Batch NO-. 30913068014
Packin 25 00kg/drum Pieces 40 drums +1drum
Batch weight 1014.72kg Specifications EP and client request.
lg Dale 17/08/2(H3 Exp Date 0712017
Dale of fesling 1710812013 Date of repont 2110812013
Storage Store in the aitight container
CEF. k—D_-CEP 2007-191-Rev 03
TESTS SPECIFICATIONS RESULTS CONCLUSION
A while or almost while crystalline | A white stalling powder | Coniorms
[APPEARANCE] powder and granule, and g;|ranul?;.)r
[IDENTIFICATION] Examine by [R  absorption { Conforms Conforms
spectrophotomelry. comparing with
the spectrum  obtained ~ with
arnoxicillin trihydrate GRS
[TESTS)
pH 35~56856 4.8 Conforms
Specific oplical rotation +290 ~+315 +300 Conforms
Related substances Conforms
Qny spedﬁe? ir;tpuritys1 0% 0.26%
Ay unspecified impuri
bt . 0.05%
Yotal impurities< 3.0% 0.66%
" NMT 20 ppm Conforms Conforms
N, N-Dimethylanifine {Hot used in 5procc-:ss)
Water 156%~145% 12.7% Conforms
Sulphated ash NMTT.0% 0.060% Conforms
Assay 95.0%~102.0% CieH1pN20sS | 89.5% Conforms
( calculated on the anhydrous
basis) .
Residual solvents Conforms
a) Acetone NMT800ppm 48 ppm
b) Dichloromethane NMT600ppm 323ppm
¢} Triethylamine NMT3G0ppm 51 ppm
d} NN-dimethylacetamide | NMT1080ppm 256 ppm
e} Toluene NMTE00ppm 287 ppm
f)  Pivalic acid NMT1000ppm 6562 ppm
Bulk Density 0.45 g/ml ~ 0.65g/m| 0.53 g/ml Conforms
Tapped Density MLTG.65g/ml 0.77 giml Conforms
Particle size NMT35%(=>850 1 m} 5% Conforms
HLT40%{850 u m~180u m) 75%
NMT3I0%(=1801 m) 20%
[SOLUBILITY] It is shightly seluble in waler, varg Conforms Conforms
slightly ~soluble in ethanol (B
percent), praclically insoluble in fatly
oils. it dissolves in dilute acids and
dilute solutions of afkali hydroxldas.

CONCLUSION: The results conform with EP and client request,,

Pharmacopoela quality: Gompies with he current ediions of USP, EP & BP

Manufaclured according 10 ICH Q7A GMP for APlg
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