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European Directorate for the =
Quality of Medicines & HealthCare OF EUROPE  DE L'EUROPE

Certification of Substances Division

Certificate of suitability
No. R1-CEP 2003-124-Rev 00

Name of the substance:
WOOL FAT

Name of holder:
NK CHEMICALS PTELTD
No 2 Pioneer Sector 1
Singapore-628414 Singapore

Site(s) of production:
NK CHEMICALS PTELTD
No 2 Pioneer Sector 1
Singapore-628414 Singapore

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
RO-CEP 2003-124-REV 01

After examination of the information provided on the origin of raw material(s) and type of
tissue(s) used and on the manufacturing process for this substance on the site(s) of
production mentioned above, we certify that the substance WOOL FAT meets the
criteria described in the current version of the monograph Products with risk of
transmitting agents of animal spongiform encephalopathies no. 1483 of the European
Pharmacopoeia, current edition including supplements.

— Nature of animal tissues used in manufacture: Sheep wool

The submitted dossier must be updated after any significant change that may alter the
quality, safety or efficacy of the substance, or that may alter the risk of transmitting
animal spongiform encephalopathy agents.

Manufacture of the substance shall take place in accordance with a suitable quality
assurance system such as ISO 9001, and in accordance with the dossier submitted.
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