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CERTI FICATE OF ANALYSI S

EP and Enlerprise standard

eEP No RI-cEP zoqll
RESULTS CONCLUSION

}Tñite crystattine
and granule,
Conforms

Conforms

4.5
+300

0.81%

Conforms

12.9r/o
0 060%

90,9%

39 ppm

188pprn
58 ppm

218 ppm

254 PPm
583 PPm
4ppm
0 53 g/ml

0 76 g/ml

4o/o

770/o
19%

Conforms

powder

oz80h
0 08%

Sonforms

Conforms

Conforms

Conforms
Conforms
Conforms

Conforms

Conforms
Conforms

Conforrns

Conforms

Conforms
Conforms
Conforms

Conforms
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SolubilitY

ITDENTIFICATIONI

frESrSI
pH
Speolic oPtrcal rolation
Related subslances

N, N-DlmethYlanlfine

Waler
§ulphated ash

AssaY

Resrdual solvenls
a) Acelone

b) Dichloromelhane
c) TrielhYlamine

r,) N,N-drrnethYlacetamide

e) Toluene
f¡ Pivalic actd

C) Pyridrne
Bulh DensitY

Tapped DensitY

Particle size

I

I n¡rcroo¡at Limrt

\ whrte or almost whlte Gryslalllne

¡owder and granule
t is shghttY soluble in water, very
¡tohtlv soluble in eihanol (96 percent)'

¡ráctióat¡v ¡nsoluble in fatly orls. lt
lissolves ln dilule aqds and dilute

¡olulrons of alkaI hYdroxides
ixamrne bY lR absorPtion

soeclroPhotometry comparing wiih
rÉe sPectrum obtalned wilh
amoxicillin lrihYdrate CRS

3.5 - 5.5
+290 -+315

Any sPecified imPuritY( 1.OYo

Any unsPecrfied tmPun§
< 010%
Total impurittes{ 3 0%

NMT 20 PPm
(Noi used in Process)
11.5% - 14 5%
NMT1 O%

g1,Oo/o-li11olo Cr¡HrsNsOsS-(calculated 
on the anhydrous basis) '

NMT800PPm

NMTS00PPm
NMT300PPm

NMTl090PPm

NMT600PPrn
NMTlOOoPPm
NMT200PPtn
0.45 g/ml * 0,65glml

NLTO 659/ml
NMT35% of Parlicles¡ NLT850 u m

NLT4o%ot pádícles;850 r¡ m*180 u m

NMT30% ol Particles: NMT180 u m

I

, NMT 1000 bactetia Per gram.
I tllvlt gO molds and yeasts pet gram

I E cot¡ should be undelectable in

I gram

h EP and EnterPrise standar{
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