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CERTIFICATE OF ANALYSIS

013080514417 No: 230821084
[ Nama of preduct Amoxicillin Trihydrafe Compacted Batch NO. 30013088012
Packing 25.00kg/drum Pieces 40 drums +1drum
alch weight 1016 46kg Spacifications EP and client request.
[WAfg. Dale 17/08/2013 Exp Dale 0772017
Date of tesling 17/08/2013 Date of report 21/08/2013
Storage Store in the aidight container
O-CEP 2007-191-Rev
TESTS SPECIFICATIONS RESULTS CONCLUSION
A white or aimost while cryslaliine | A while crystalline powder | Conforms
[APPEARANCE] powder and granule, and granule.
[IDENTIFICATION] Examine by IR ebsorption | Conforms Conforms
spectrophotometry. comparing with
the  spectrum oblained = with
amaxicillin tnhydrate CRS
[TESTS]
pH 35~55 45 Conforms
Specific optical rotation +290 - +315 +301 Conforme
Refated substances Conforms
gy speca‘ﬁg!q ir&'lpurityrf; 0% 0.25%
¥ Unspecified Impu
< 0.10% G0a
Total impuwities= 3.0% 077%
s o NMT 20 ppm Conforms Conforms
N, N-Dimethylanifine ﬁNot used in process)
Waler 1.5% ~14.5% 12.9% Conforms
Sulphated ash NMT1.0% 0.060% Conforms
Asgsay 95.0%~102.0% CigHigN30sS | 99.4% Conforms
( caiculated on the anhydrous
basis) .
Residual solvents Conforms
a} Acetone NMT800ppm 57 ppm
b} Dichloromethane NMTE00ppm 365ppm
¢} Triethylamine NMT300ppm 59 ppm
d) N N-dimelhylacetamide | NMT1090ppm 272 ppm
e) Toluene NMTB00ppm 301 ppm
f) Pivalicadd NMT1000ppm 688 ppm
Bulk Density 0.45 g/ml ~ 0.65g/ml 0.52 gitml Conforms
Tapped Density NLTO 85g/ml 0.77 g/ml Conforms
Particle size NMT35%(=850um 6% Conforms
NLT40%(850 u m~180 1 m} T74%
NMT30%(< 1801 m) 20%
[SOLUBILITY] It is shightly soluble In water, ve Conforms Conforms
slighlly ~ soluble in  ethanol
percent), practically insoluble In fatly
oils. i dissoives In dilule acids and
dilute solutions of alkali hydroxides
l;ONCLUSION: The results conform wilh EP and cllent request.. I
harmacopoeia quality: Complies valh tha current editions of USP, EP & BP

Manufactured according to ICH Q7A GMP for APIs
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