
EU-Quality Мапаgеmепt System Certificate
Рursuапt to Regulation (EU) 2 о17 /745 оп [\Леdiсаl Devices,
Annex lX, Chapters l and lll

The Notified Body of TUV NORD CERT GmbH certif ies that the mапufасturеr

Rочеrs Medical Deviceý B.V.
Lekstraat 1о
53 47KV Oss
The Netherlands

has established, documented and implemented а quality management sуstеm iп ассоrdапсе with дrtiсlе 1о,
paragraph 9 of Regulation (EU)2017/745 оп medical devices. DetailS оп devic€ categorieS covered Ьу the
quality management syýtem are described оп the following page(s). The conformity assessment has been
carried out and successfully completed iп accordance with Аппех lx, chapterý l and lll, The result of the
aSSeSSment, rеfеrепсеs to jnveStigatiOnS carried out, releVant common Specaficationý and teSt reportS are
SUmmarised iп the report mentioned below. The quality management ýystem aSSeSSment wasaccompanied Ьу
the assessment of technicai documentation for devices selected on а герrеsепtаtivе basis.
The validaty of thiý certificate is based оп the mаlпtепапсе of the quality management system iп ассоrdапсе
with the requirements of the Regulation апd its rбguIаr surveillance Ьу the Notified Body in accordance with
Аппех lх, chapter l, section 3. The surveil|ance assвýsment shall also iпсlчdе ап азsеssmепt of the technical
documбntation fоr thg device or devices сопсеrпеd оп the basis of further representative samples.

lп addition to the сЕ marking, the idбntification пчmьеr of the Notified Body mugt Ье affixed to thв devices.

Fоr the placing on the market of class lll and сlаs9 llb implantable devices ап additional Eu technical
documBntation aýsessment certif icate according to Аппех lX, Сhарtеr ll iS required.

single Registration Number of the Manufacturer ($RN);
Authorised Repreýe ntative:
The validity of this Eu certificate depends оп conditions
апd / оr is limited to the following:

List of Products, Risk Classification апd Detaits:
Certificate history:

Reg,-No.: 44 g11 220665
Certification decision rероrt No.: З5З5 9ЗS9

Еssеп , 2а2+-05-17

TUV NORD CERT GmbHis а Notif ied Body with

тUч NoRD cERT GmbH
Аm TUV 1, 45307 Essen
tuev*n ord-cert.de
med ical@tuev-nord.de
TUV ф

iоп пumЬеr 0044

NL-t\л г-000001553
N/A

see section 2
see section 3

Edition:
lssue date:
First issued:
valid until:
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ТUV NORD CERT GmЬН
Аm TUV 1, 45307 Essen
tuеч-поrd-оеrt,dе
medical@tuev-nord.de
TUV*

EU-Quality Management System Certificate
Pursuant to Regulation (EU) 2017 /745 оп hledical Devices,
Аппех lX, Chapters l and lll

Reg. No . 44 g11 220665 Section 2, List of Рrоduоts

QЛss |,..glgfi.le

Fоr clasý ls devices placed on the market iп а Sterile condition, the involvement of the notified body iп the
conformity asýessment рrосеdчrе is limited to those aSpects related to the manufacture, gecuring and
mаiпtепапсе of stеrilе conditions.
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эrоduсt паmе Category of
device (MDx)

Technical docu mentation
asýeýsment rероrt
nu mЬеr '

tuDN 1202,
l\lDS 1005
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