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Dwnsnon Certlficatlon of Substances

Certificate of suitability
“No. R1-CEP 2001-134-Rev 00

Name of the substance .>
HAEMOGLOBIN GLUTAMER 200
Bovine o

Name of holder:
BIOPURE CORPORATION
11 Hurley Street
USA - MA 02141 Cambridge

Sites of production:
B10PURE CORPORATION
674 Souder Road
USA - PA 18964 Souderton

BIOPURE CORPORATION
39 Hurley Street
USA - MA 02141 Cambridge

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
RO-CEP 2001-134-REV.02 -

bed in the current version
f animal spongiform
ent_edition including

the substance HAEMOGLOBIN GLUTAMER 200 meets the crit desc
of the monograph Products with risk of transmitting"
encephalopathies no. 1483 of the European Pharmacopoeis

supplements.

— country of origin of source materials: United States of America
— nature of animal tissues used in manufacture: Bovine blood -. - =

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

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

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 — Web site : htip://www.pheur.org
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. Failure to comply with these provisions will render this certificate void.

':_'.I’h_e certificate is valid provided that there has been no deterioration in the TSE status of the

cb'untry of origin of the source material.

This certificate is renewed from 10 July 2006 according to the provisions of Resolution AP-CSP

5-.15(93) 5 as amended, and of Directive 2001/83/EC and Directive 2001/82/EC and any subsequent

"amendme;nt and the related guidelines.

Strasbourg, 17 July 2006

DECLARATION OF ACCESS (to be filled in by the 'cértiﬂcdte holder under their own responsibility)

BIOPURE CORPORATION, as holder of the cemﬁcate of suitability

R1-CEP 2001-134-Rev 00 for HAEMOG v :GLUTAMER 200

hereby authorises

to use the above-mentioned certificate of suitability in support of their appllcatlon(s) for the 'fallowmg Marketing
Authorisation(s): (name of product(s) and marketing number(s), if known)

The holder also certifies that no significant changes to the operations as described in the CEP doss1er hav‘ been
made since the granting of this version of the certificate.

Date and Signature (of the CEP holder):

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 - Web site : http:/www.pheur.org




