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EMIKI

QUALITY MANAGEMENT SYSTEM CERTIFICATE

No. 4-515-135-2002

The Directorate of Device Testing and Clinical Engineering (EMKI)

as a Certification Body with ID No. NAH-4-0096/2016
accredited by the National Accreditation Authority for management system certification

certifies that the quality management system applied by

ULTRAGEL Hungary 2000 Kft.
1023 Budapest, Bécsi tut 4.
1211 Budapest, Tekercsel6 utca 12.
Hungary

to the exclusion of sub-clause 7.3 Design and development

meets the requirements of standard

EN ISO 13485:2016

in the field:

Production and distribution of medical gels,
and distribution of medical devices

Registry number of the related audit report: 43-33834-2014

This certificate is valid until 2023-02-12 supposed that the results of the regular yearly
surveillance audits are satisfactory.

Digitally signed by Tutunaru Diana
Date: 2021.08.26 17:40:16 MSK

Buda_'peSts 2020-02-13 Reason: MoldSign Signature
Location: Moldova

éad of EMKI EMKI 2345

The authenticity and validity of the certificate are verifiable at EMKI.

Eszk6zmin6sito és Korhaztechnikai Igazgatosag
Directorate of Device Testing and Clinical Engineering I
H-1097 Budapest, Albert Florian ut 3/A, Telefon: +36 20 268 75 95, Fax: +36 1 886 93 33 E I I KH

E-mail: cert@emki.hu, Web: www.emki.hu
H-1051 Budapest, Zrinyi u. 3. (1372 P.O. Box 450.)
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