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The holder of the certificate has declared the absence of use of material of human or animal
origin in the manufacture of the substance.
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Compliance with the statements of the Production Section of the monograph is to be
considered in the context of a medicinal product containing this substance.
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36   The submitted dossier must be updated after any significant change that may alter the quality,
3"7   safety or efficacy of the substance.

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

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

41   This certificate is renewed from 3 Mareh 2088 according to the provisions of Resolution AP-
42   CSP (93) 5 as amended, and of Directive 2001/83/EC and Directive 2001/82/EC and any
43   subsequent amendment, and the related guidelines.

44   This certificate has four annexes, the first and the second of 1 page each, the third and the
45   fourth of 2 pages each.
46   This certificate has:
4"7   lines.

un Denalf ÿor the
Director of FIB)QM

Strasbourg, 24 September 2012

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

HTL S.A.S., as holder of the certificate of suitability

RI-CEP 2001-385-Rev 04 for SODIUM HYALURONATE
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(name of the pharmaceutical company)

to use the above-mentioned certificate of suitability in support of their application(s) for the following
Marketing Authorisation(s): (name of product(s) and marketing number(s), if known)
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The holder also certifies that no significant changes to the operations as described in the CEP dossier
have been made since the granting of this version of the certificate.       H T L

Date and Signature (of the CEP holder):                       SAS au Capital de 75 0O0 Curos
Kasÿr. ZI de I'ÿmaitlerie
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