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CERTIFICATE OF ANALYS IS

Name of product Amoxicillin Tríhvdraie Comoected Batch NO 30914058008
Packing 25.O0ko/drum Pieces 40 drums +1drum
Batch weioht 1024,98kq Specifications EP
Mfq. Oate 1 2i05r2014 Exp.Date 04r2a19
Date of testino 2Jn7nofi Date of report 28lO7fzo14
Storaqe Store in the airtight contaÍner
CEPINo, R1-CEP 2007-191-Rev o1

TEST§ SPEClFICATIONS RESULTS COHCLUSION
IAPPEARANCEJ

ITDENTTFtCAT|ONI

[soLUBrL|TYJ

TTESTSI
pH

Specific optical rotation
Retated substances

N. N-Diinethylaniline

Water
Sulphated ash

Asaay

Hesidual solvents
a) Acetone

b) Dichloromethane
c) Triethylamine

d) N,N-dimethytac6lamide

e) Toluene
f¡ Pivalic acrd
Bulk Dens§
Tapped Denslty
Particle size

A white or almost white crystall¡ne
powder and granule.
Examine by lR sbsorption
§peclrophotom€ry_ compadng with
the spectrum obtained with
amoxicillin trihydrate CR§
It is slightly solubte in water, very
slightly soluble in ethanol (96 percent),
practicatly insolubfe in fatty oifs. ft
dissolves ln dilute acids and dilute
solut¡ons of atkali hydroxides

3.5 * 5.5
+290 -+315

Any specífied irnpudty( 1.0%
Any unspecified impurity
< 0.10%
Totat impurities( 3.0Yo

NMT 20 ppm
(Not used in process)
11.5% - 14.5%
NMT1.O%

95.00/o-102.0% CreHrrN¡O¡S
(calculated on üe enhydrous basls) .

NMT800ppm

NMT600ppm
NMT300ppm

NMTl000ppm

NMT600ppm
NMTl000ppm
0,45g:iml*0659/ml
NLTO.65g/ml

NMT35% of partlclesr NLT850 u m
NLT40%of pa¡licles:85O u m-180 u m
NMT307o of partlcles; NMT180 u m

A white crystallin€
and granule
Conforms

Conforms

po'vrder

4.5
+299

o.36r/o
0.06%

0.8§o/o

Conforms

12.8%
0.070%

99-7o/o

46 ppm

300ppm
73 ppm

290 ppm

261 ppm
734 ppm
0.53 gfml

0 78 gfml

4o/o

76%
20%

Conforms

Conforms

Conforms

Conlorms
Conforms
Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms
Conforms
Conforms

CONCLUS¡ONr The re$ults conform with Ep
Pharmacopoeia qualltyl Cornptiei'¡+¡
Manufactured accordlng to,tfit{ eTrGMp hrApls
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