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Annex to the EC Certificate No. 5028¢

Revision status: 0
Valid from 2018-04-27 to 2021-04-26

Devices/device categories included in the certificate:

Class Il a:
- PTA Balloon Catheter (PVQ)

Class Il b:

- Peripheral Vascular Self Expanding Stent System (PS)

- Peripheral Balloon Expandable Stent System (QBX)

- Self-expandable Stent (BTK)

- Peripheral Vascular Self Expanding Stent System (PSpp)

Class lll:

- Stent Delivery System (CS)

- Stent Delivery System (CCA)

- PTCA Balloon Catheter (PC)

- Aspiration Catheter (VX)

- Drug Eluting Balloon (DBM)

- Rapamycin-Eluting Coronary Stent'Sys 74,«;,‘
For the placing on the market of W i

ass Al device wered-by-this eertiticate-an EC-dé an
certificate according to directive ‘ﬁ/ﬁw/ KMW
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EC CERTIFIKAT
pre UPLNY SYSTEM ZABEZPECENIA KVALITY

podla Smernice 93/42/EHS, Priloha Il s vynimkou oddielu (4)

ako notifikovand osoba Eurdpskej unie, DEKRA Certification GmbH osvedluje, zZe
spoloc¢nost

QualiMed Innovative Medizinprodukte GmbG
Boschstrasse 16, 21423 Winsen, Nemecko

Certifikované miesto:
Boschstrasse 16, 21423 Winsen, Nemecko

zaviedol systém zabezpecenia kvality pre zdravotnicke pomoécky uvedené v Prilohe

s Vsulade s Prilohou I, Smernice 93/42/EHS. Toto osvedcenie je zaloZzené na vysledku

i..: Ruth Delbe&k-Bayer """~

protokolu re-certifikaéného auditu ¢.50289-76-00, rozhodnuti zo dnia 3.4.2018 a je
platné len pri ispesnom vysledku pravidelnych ro¢nych kontrolnych auditov.

Tento certifikat je platny od 27.4.2018 do 26.4.2021:

Registracné cislo: 50289-16-06
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Priloha k EC certifikatu 50289-16-06
Stav revizie: 0
Platny od 27.4.2018 do 26.4.2021.

Kategdrie pomdcky/pomdcok zahrnuté v tomto certifikate

Trieda lla:

- PTA baldnikovy katéter (PVQ)

Trieda llb:

- periférny vaskularny samoexpandovatelny stentovy system (PS)

- periférny balénexpandovatelny stentovy systém (QBX)

- samoexpandovatelny stent (BTK)

- periférny vaskularny samoexpandovatelny stentovy system (PSpp)

Trieda lll:

- stentovy zavadzaci system (CS)

- stentovy zavadzaci system (CCA)

- PTCA baldénikovy katéter (PC)

- aspiracny katéter (VX)

- baldénik uvolfiujuci lie¢ivo (DBM)

- koronarny stentovy systém uvolfujuci rapamycin (MRA)

Pre umiestnenie na trh pomocky triedy Il uvedenej v tomto EC certifikdte sa vyzaduje aj
EC certifikat skusky typu v sulade so Smernicou 93/42/EHS, Prilohou Il (4).
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