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Manufáclured accordrng to IGH Q7 GMP forAPls
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CERTI FI CATE OF ANALYSI S
No, 2405

Narne of producl Amoxicillin Tnhvdrale Compacted BAtCh NQ 30914057001

Packrnü 25.00ks/drum Pieces 40 drums +ldrum

Batch wetght 1006 80ko Speqficalrons EP and Enterpnse standard

Mlo Dete f 2/05/2014 Exp Date 0412018

Dale ot ieslrnq 12/0512014 Date o[ reoort 18105f2014

Slnr¡oe Siore in the airtiohl container
CEPt'lo et-CEP 2007-191-Rev 01

TESTS SPEC]FICATIONS RESULTS CONCLUSION

IAPPEARANCEI

Solubrlity

ITDENTTFICATIONI

rrESTSl
pH
Speciñc opticat rotation
Related substances

N, N-Dimelhylan¡line

Waler
Sufphated ash

Assay

Residual solvents
a) Acetone

b) Dichlorornelhane
c) Trrethylamíne

di N.N-drmethylacetamide

e) Toluene
f¡ Pivalic aod
S) Pyridine
Bulk Density
Tapped trensity
Particle srze

Microbial Lrmrl

A whrle or alrnosl white crystall¡ne
powder and granule
It is slrghtly soluble an water, very
slightly soluble in ethanol (96 percent),
practically insoluble in fatty orls. ll
dissolves in dilute acids and dlluie
soluüons of alkali hydroxides
Examine by lR absorPtíon
spectrophotomelry- comparing wilh
the speclrum obtained wrth
amox¡c¡ll¡n tnhydrate CRS

3,5-55
+290 -+315

Any specified impurity{1 0%
Any unspeufied impurity
< 0.10%
Tolal ímpurities( 3.00/o

NMT20 ppm

{Not used in process)
11.5% - 14.5%
NMT1 O%

95.0%-102 0% CraHreNs0sS
(calculated on the anhydrous basls) -

NMT800ppm

NMT600ppm
NMT300ppm

NMTl090ppm
NMT600ppm
NMT1000ppm
NMT200ppm
0.45 g/ml- 0659/ml
NLTO 659/ml
NMT35% of partrclesr NLT850 u m
NLT40%ol parliclestSS0 r¡ m*180 tt m
NMT30% of particles: NMT180 u m

NMT 1000 bacteria per gram
NMT 80 molds and yeasts Per gram
E.coli should be undetectable in 1

gfam,

A wh¡te crystalltne
and granule
Conforms

Conforms

45
+298

0 23%
<Reportrng
limit0 05o/o

§.47o/o

Conforms

100 0%

37 ppm

1 94ppm
57 ppm

223 ppm

225 ppm
683 ppm

2PPm
0 53 g/ml

0 74 glml

Con[orms

powder

threshold

12 8o/o

0 080%

4o/o

79%
17%

Conforms

Conforms

Conforms

Conforms
Confonns
Conforms

Conforms

Conforms
Conforms

Conforms

Conforrns

Conforms
Conforms
Confo¡ms

Conforms

CONCLUSIOI'|, The results conform with EP and Enterprise slandard
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