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Name of the substance:
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SODIUM CHLORIDE

Name of holder.

DE SALT (JIANGSU) CO., LTD
No.160 North Huayang Road, Jintan District
Changzhou 213200, Jiangsu Province, China

Site(s) of production
SEE ANNEX 1

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTZFZCATE
RO-CEP 2007-367-REV 00

After examination of the information provided on the manufacturing method and subsequent
processes (including purification) for this substance on the site(s) of production listed in annex, we
certify that the quality of the substance is suitably controlled by the current version of the
monograph SODIUM CHLORIDE no. 193 of the European Pharmacopoeia, current edition
Including Pharmaceutical/Medical Grade Ultra-Pure Dried Vacuum Salt Tablet

In the last steps of the synthesis water is used as solvent.

The re-test period of the substance is 36 months if stored in either a paper ora plasticbag ora
bulk container coated with a polyethylene layer.

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.

| lanufacture of the substance shall take placeinaccordance with the Good Manufacturing Practice
and in accordance with the dossier submitted.

Failure to comply with these pro\Visions will render this certificate void.
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This certificate is renewed from 1 July 2014 according to the provisions of Resolution AP-CSP
(07) 1, and of Directive 2001/83/EC and Directive 2001/82/EC and any subsequent amendment,
and the related guidelines.

Thi:s. der;_iﬂcate has one annex of 1 page.
This certificate has:
lines.

On behalfi o

Strasbourg, 13 June 2014
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