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ES CERTIFIKAT
EC CERTIFICATE

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

Ciso  E.30-00623-12

Number

Drzitel certifikatu - vyrobce ZAO "Research center "Bioform"
Owner of certificate - Manufacturer 142784, Moscow, Rumyantsevo village,
building 2, block G, 5th floor
Rusko - Russia

Vyrobky (1) Material-Hydrogenous Biopolymer with lons of Silver
Products (MD Class lll)
(2) Material-Hydrogenous Biopolymers with lons of Silver for
Endoprosthetics of Soft Tissues (MD Class )

Obchodni oznaceni (1) NOLTREX

Brand names (2) DAM+, ARGIFORM

Podklad pro vydani certifikatu Zaverecny protokol €. 30-11781 ze dne 2012-10-16
Basis of certificate Final Report 30-11781 of 2012-10-16

U vyse uvedenych zdravotnickych prostfedkll bylo provedeno posouzeni systému Uplného
zabezpeceni jakosti podle pfilohy Il smérnice Rady 93/42/EHS. Strojirensky zkusebni Ustav, s.p. timto
certifikatem osvédCuje, Ze uplathovany systém Upiného zabezpeleni jakosti zajistuje, ze vySe
uvedené zdravotnické prostfedky odpovidaji ustanovenim této smérnice, a to v kazdém stadiu od
jejich navrhu az po jejich vystupni kontrolu. Schvaleny systém jakosti podléha dozoru notifikované
osoby podle bodu 5 pfilohy Il smérnice Rady 93/42/EHS. ES certifikat plati do 2017-10-31.

Assessment of full quality assurance system pursuant to Annex Il to Directive 93/42/EEC has been
carried out in connection with the above-mentioned medical devices. Engineering Test Institute
certifies hereby that the implemented full quality assurance system ensures that the above-mentioned
medical devices correspond with provisions of this Directive in each stage, i.e. from their design to
output control. The approved quality system is subject to surveillance by a Notified Body pursuant to
Section 5 of Annex Il to Directive 93/42/EEC. The EC certificate is valid till 2017-10-31.

Tento certifikat nabyva uc¢innosti dne 2012-11-01.
The present Certificate becomes effective on 2012-11-01.
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Ing. Tomas Hruska
feditel - Director
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