Product Service

CERTIFICATE

No. Q1N 08 06 27023 042

Holder of Certificate: CROMA-PHARMA Gesmbh

Industriezeile 6
2100 Leobendorf
AUSTRIA

Facility(ies): CROMA-PHARMA Gesmbh
Industriezeile 6, 2100 Leobendorf, AUSTRIA

Certification Mark:

A\ ENISO 13485

Scope of Certificate: pesign and development, production and
distribution of sterile and viscoelastic solutions
for intraocular, intraarticular, intradermal and topical
application; Implantable ocular endotamponades;
Sterile cannulae for ophthalmic surgery

Applied EN ISO 13485: 2003 / AC: 2007
Standard(s); ISO 13485: 2003
Medizinprodukte - Qualitdtsmanagementsysteme -
Anforderungen fur regulatorische Zwecke
Medical Devices - Quality Management Systems -
Requirements for regulatory purposes
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality system which meets the requirements of the
listed standard(s). See also notes overleaf.

Report No.: 71337703

Valid until: 2011-07-31

H-4

Date, 2008-08-01

Hans-Heiner Junker
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TUV SUD Product Service GmbH K KKK, Akkreditiert durch

Tttt w e Zentralstelle der Lander
ertifizierstelle * %¥é %  fur Gesundheitsschutz

Ridlerstr. 65 - 80339 Miinchen xo KX g ekl

Germany K4 % ZLG-ZQ-999.98.12-46




