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Strojirensky zku$ebni Gstav, s.p., Brno, Ceska republika
Notifikovana osoba identifikacni ¢islo 1015

Engineering Test Institute, Public Enterprise, Brno, Czech Republic

Notified Body identification number 1015

CERTIFIKAT ES PREZKOUMANI NAVRHU
EC DESIGN-EXAMINATION CERTIFICATE

podle smérnice 93/42/EHS (zdravotnické prostredky)
according to Directive 93/42/EEC (medical devices)

Cso  E.30-00624-12

Number

ZAO "Research center "Bioform"
142784, Moscow, Rumyantsevo village,
building 2, block G, 5th floor

Rusko - Russia

(1) Material-Hydrogenous Biopolymer with lons of Silver
(MD Class Il

(2) Material-Hydrogenous Biopolymers with lons of Silver for
Endoprosthetics of Soft Tissues (MD Class )

(1) NOLTREX
(2) DAM+, ARGIFORM

Zavérecny protokol ¢. 30-11781 ze dne 2012-10-16
Final Report 30-11781 of 2012-10-16

U vySe uvedenych zdravotnickych prostfedkl bylo provedeno prezkoumani dokumentace, vztahujici
se knavrhu zdravotnického prostiedku, podle bodu 4 pfilohy Il smérnice Rady 93/42/EHS.
Strojirensky zkusSebni Ustav, s.p. timto certifikdtem osvédCuje, Ze navrh vyhovuje ustanovenim této
smernice. ES certifikat plati do 2017-10-31.

The examination of the design dossier relating to the product according to point 4 of Annex Il to
Council Directive 93/42/EEC has been carried out in connection with the above-mentioned medical
devices. The Engineering Test Institute certifies hereby that design conforms to the provisions of the
Directive. The EC certificate is valid till 2017-10-31.

Tento certifikat nabyva G€innosti dne 2012-11-01.
The present Certificate becomes effective on 2012-11-01.

feditel - Director

Strojirensky zku$ebni ustav, s. p., Hudcova 56b, 621 00 Brno, Ceska republika
Engineering Test Institute, public enterprise, Hudcova 56b, 621 00 Brno, Czech Republic

www.szutest.cz
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