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SULPHATED ASH NMT. 0.2 % 0.04 %
RESIDUAL SOLVENTS
ACETONE NMT. 300 ppm N.D. ppm.
METHYLENE CHLORIDE NMT 600 ppm. 333 ppm.
XILENE NMT 2170 ppm, 164 ppm
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MANUFACTURING DATE
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DETERMINAGION / DETERMINATION EERECIFICACION | SPECIFIGATION RESULTADOS RESULTS
RELATED SUSTANC. (HPL
ERYTHROMYCIN F | NMT. 3.0 % 0.63 %
3-N-DESMETHYLERYTHROMYC. A NMT. 3.0 % 0.58 %
ERYTHROMYCIN E | NMT. 3.0 % 1.2 %
ANHYDROERYTHROMYCIN A NMT. 3.0 % 0.30 %
ERYTHROMYCIN A ENOL ETHER NMT. 3.0 % 0.03 %
PSEUDOERYTHR. A ENOL ETHER NMT, 3.0 % 0.01 %
ERYTHROMYCIN A 3-N-OXIDE NMT. 1.0 % 0.06 %
ERYTHROMYCIN G NMT. 0.4 % 0.08 % °
IMP. RRT 0.45min MAX, 0.3 % N.D. %
IMP. RRT 0.62min MAX. 0.3 % 0.10 %
UNSPECIFIED IMPURITIES MAX. 0.1 % 0.10 %
TOTAL SUM OF IMPURITIES NMT. 7.0 % 3.1 %
ERYTHROMYCIN B NMT. 5.0 % 0.41 %
ERYTHROMYCIN C NMT. 5.0 % 0.69 %
DISTRIB. PARTICLE SIZE
METHOD LASER (LS13320) 410 MAX. 15 um 1.1 um
BECKMAN COULTER 450 MAX. 40 um 10, 0um
(Dry Powdexr System) dgo MAX. 80 um 23.9um
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