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European Directorate for the Quality of Medicines
Certification Unit

CoUNGIL seiL
OF EUROPE _DE L'EUROPE

Certificate No. RO-CEP 2004-012-Revy 00

Name of the substance:
AMBROXOL HYDROCHLORIDE

Name of holder:
CHANGZHOU S1YAO PHARMACEUTICALS Co., LTD.
Meilongba
Southern Suburbs
RC - 213004 Changzhou, Jiangsu

Site of production:
CHANGZHOU S1YAO PHARMACEUTICALS Co., LTD.
Meilongba
Southern Suburbs
RC - 213004 Changzhou, Jiangsu

After examination of the information provi on the ing method and
p i ing puri ion) for this on the site of production mentioned above,
RC - 213004 Changzhou, Jiangsu, we certify that the quality of the substance is suitably
controlled by the current version of the monograph AMBROXOL HYDROCHLORIDE no. 1489 of
the European Pharmacopoeia, current edition i i only if itis ! d
by the test(s) mentioned below, based on the analytical procedure(s) given in annex.

—  Test for residual solvents by gas chromatography (Annex 1)
Ethanol not more than 1000 ppm

The submitted dossier must be updated every five years or after any significant modification of
the manufacturing method that may alter the quality, safety or efficacy of the product or require
changing the specifications of the monograph.

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

Failure to comply with these provisions will render this certificate void.

Postal Address: 226 Avenue de Colmar (entrance rue Schertz) B.P. 907 — F 67029 Strasbourg Cedex 1
Telephone: 03.88.41.30 30 - Fax 03.88.41.27.71 - E-mail: certification@pheur.org
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