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Certification of Substances Department

Certificate of suitability
No. R1-CEP 2005-205-Rev 06

Name of the substance:

Narme of ho?'d ¢

Site(s) of production:
SEE ANNEX 1

THIS CERTIFICATE SUPERSEDES THE\RREVIOUS CERTIFICATE
R1-CEP -2_005—205-REV 05

After examination of the information pm@ﬁ op’ the manufacturing method and subsequent
processes (including purification) for thl§ ubs@né” -on the site(s) of production listed in annex, we
certify that the quality of the substanc"&,ﬁ ' y controlled by the current version of the
monograph ERYTHROMYCIN n@. 179 ofithe European Pharmacopoeia, current edition including
supplements, only if it is supplemeénted by the test(s) mentloned below, based on the analytical
procedure(s) given in annex.. ;

— Test for residual solvents by gas chromatography: _ (Annex 2)
Methylene chlafide not more than 600 ppm

In the last steps ®fthe synthesis water is used as solvent.

The re-test period of the substance is 3 years if stored in double polyethylene bags, placed in a
polyethylene drum. . &

The holder of the certificate has declared the absence of use of material of human or animal
origin in the manufacture of the substance.

The submitted dossier must be updated after any significant change that may alter the quality,
safety or efficacy of the substance. i

Manufacture of the substance shall take place in accordance with the Good Manufacturmg Practice
and in accordance with the dossier submitted.
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