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CERTIFICATE OF ANALYSIS

D13080514417 No: 230821062
ame of product Amoxicillin 1rhydraté Compacted Batch NO. 30913088010
[ Packong 25 GOKg/drum Picces 40 drurns +F1drum
Batch weight 1014.92kg Specifications EP and client request,
[ Mig Date 1E/0B/2013 Exp.Dale 0772017
| Date of tesing 16/08/2013 Date of report 21/08/2013
Storage Store in the airtighl conlainer
CEP: RO-CEP 2007-191-Rev 03
TESTS SPECIFICATIONS RESULTS CONGLUSION |
A while or almosl while cryslalline | A while crystalline powder | Conforms
[APPEARANCE] powder and granule. and granule,
[DENTIFICATION] Examine by IR  absorption | Conforms Conforms
speclropholometry. comparing with
the spectrum  obtained = with
amaxicillin tnhydrate CRS
[TESTS]
pH 36~566 4.5 Conforms
Specific optical rotation +2080 ~+315 +300 Conforms
Related substances Conforms
ﬁny speciﬁe_rq igpuﬁiyj-g'l 0% 0.24%
ny unspecified impuri
< 0.10% 045
Total impurities< 3.0% 0.76%
i 2 NMT 20 ppm Conforms Conforms
N, N-Dirmebylaniline (ot useg'?n —
Waler 11.5% ~ 14.5% 12 8% Conforms
Sulphated ash NMT1 0% 0.080% Confarms
Assay 95.0%~102.0% CisHigN1OsS | 99.3% Conforms
( calcutated on the anhydrous
basis)
Residual solvents Conforms
a) Acelone NMTB00ppm 54 ppm
b} Dichloromethane NMTE00ppm 354ppm
¢) Tnethylamine NMT300ppm 62 ppm
d)  NN-dimethylacetamide | NMT1080ppm 258 ppm
e) Toluene NMTE00ppm 307 ppm
f}  Pivalic acid NMT1000ppm 646 ppm
Bulk Density 0.45 g/m] ~ 0.65g/m! 0.55 g/ml Conforms
Tapped Densily NLT0.65g/mil 0.79 o/ml Conforms
Particle size NMT35%(= 8501 m) 6% Conforms
MNLT40%{850 1 m~180u m) 75%
NMT30%{=<:180 » m} 19%
[SOLUBILITY] It is slightly solubla In water, very | Conforms Conforms
slightly ~ soluble In  ethanal
percenl), practically Insoluble in fatty
oils, It dissolvas in dilule acids and
dilute solutions of alkall hydroxides.

| CONCLUEION; The resulls conform with EP and cllent request..

Pharmacopoeia quality. Complies wilh the currert edilions of USF, EP & BP
Manufactured according to ICH Q7A GMP for APs
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