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RESULTS CONCLUSION
TESTS SPECIFIGAIIUNs

A wl'rite or almost white,
crystalline Powder.
Examine bY lR absorPtion
soectroPhotometry, comPartng
*¡tfr ttie sPectrúm obtained
with Amoiicilin TrihYdrate
CRS.
It sliqhtlv soluble in water, ve-ry
sliohllv 'soluble in ethanol (96
oeÍceñt). oracticallY insoluble
in iáttv' o¡ts. lt dissolves in
áilutá ácids and dllute solutions
of alkali hydroxides.

3.5 to 5.5

+290 to +315

NMT 1.0%

I 
NMr o.1o%

I

I 
NMr 3.0%

I NMT 20 pPm

I (Not used in Process¡
I r.swto 14.5%

white crystalline Powder

Conforms

Conforms

NMT 1.0%

95.0% 1o 102.0ok
Ó,luH,nN,ors, .calculated
anhydrous basls.

NMT 800pPm
NMT600pPm
NMT 300pPm
NMT 1090PPm

NMT 600pPm

NMT 1000PPm

0.15-0.239/ml

4.5
+304

0.170k

0.05%

0.48%

Conforms

13.0%

0.080%

100.0%

58ppm
354pPm
61 ppm
261 ppm

343ppm

723ppm

0.20 g/ml

Conforms

Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms

Conforms

Conforms
Conforms
Conforms
Conforms

Conforms

Conforms

Conforms

IAPPEARANCE]

ITDENTIFICATIONI

lsoLUBlLlTYl

lrESTSl
pH

Specific optical rotation
Related substances
Any specified imPuritY

Any unspecified imPuritY

Total impurities

N, N-DimethYlaniline

Water

Sulphated ash

Assay

Residual solvents
a) Acetone
bi Dichloromethane
c) Triethylamlne
d) N, N-dimethYlacetamide

"¡ 
Tolr"n"

f¡ Pivalic acid

Bulk densitY

CONCLUStON: The product conforms to EP Specifications'

Pharmacoooela qualitv: Complies with the current editions of USP' EP & BP

Manufactuied acéordiñg to ICH Q7 GMP for APls
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