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73/23/EEC Low voltage directive
87/404/EEC Simple pressure vessels
88/378/EEC Safety of toys
89/106/EEC Construction products
89/336/EEC Electromagnetic compatibility
89/686/EEC Personal protective equipment
90/384/EEC Non-automatic weighing instruments
90/385/EEC Active implantable medical devices
90/396/EEC Appliances burning gaseous fuels
92/42/EEC Hot-water boilers
93/15/EEC Explosives for civil uses
93/42/EEC Medical devices

94/9/EC Equipment and protective systems intended for use in potentially explosive atmospheres




94/25/EC

Recreational craft

95/16/EC Lifts
96/98/EC Marine Equipment
97/23/EC Pressure equipment
98/13/EEC Telecommunications terminal equipment + Satellite earth station equipment
98/37/EC Machinery
98/79/EC In vitro diagnostic medical devices
99/5/EC Radio and telecommunications terminal equipment
99/36/EC Transportable pressure equipment
2000/9/EC Cableway installations designed to carry persons
2001/16/EC Interoperability of the trans-European conventional rail system
2004/22/EC Measuring Instruments Directive
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« Medical Devices (MDD) - 93/42/EEC—2007/47EEC

 Active Implantable (AIMDD) - 90/385/EEC

* In-Vitro Diagnostics (IVDD) - 98/79/EC
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Annex |
Annex |l
Annex Il
Annex IV
AnnexV
Annex VI
AnnexVll
Annex VIl
Annex X
Annex X
Annex Xl

Annex Xll

MDD 93/42/EEC

Essential Requirements

Full Quality Assurance System

EC Type Examination

EC Werification

Production Quality Assurance

Product Quality Assurance

EC Declaration of Conformity

Statement Concerning devices for Special Purposes
Classification Criteria

Clinical Evaluation

Criteria to be met for the designation of Notified Body

CE Marking of Conformity
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Technical Documentation
I 1* lla b 11 lla Ilb i
Annex VII Annex |1 Annex |1
Annex |11 ; .
EC- Full Quality Full Quality
Declaration EC - Type Examination Assurance Assurance
of + Design
Conformity - ISO 13485 Examination
- ISO 13485
- Examination
of Techn.Docu
I* a llb 111 I* Ila llb 111 I*1la Ilb
|
Annex IV Annex V Annex VI
EC-Verification QA Production QA Product
- each device
- samples - 1SO 13485 - 1SO 13485
\ 4 Y \ 4 \ 4 Y Y

CE CE + Number of Notified Body
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+ Medical Devices Directive AND « In Vitro Diagnostic Directive
Active Implantable Directive

+ Medical Devices Regulation + In-Vitro Diagnostic Regulation
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MDR 2017/745 45 | Eaogn

« Annex I — General safety and performance requirements
« Annex II — Technical Documentation

« Annex III — Technical Documentation on PMS

« Annex IV — EU Declaration of Conformity

« Annex V — CE Marking of Conformity

« Annex VI — European UDI System

« Annex VII — Requirements to be met by Notified Bodies
« Annex VIII — Classification Criteria

« Annex IX — Conformity Assessment — QMS and Technical
Documentation

« Annex X — Conformity Assessment — Type Examination
« Annex XI — Conformity Assessment — Product Conformity Verification
« Annex XII — Procedure for Custom-made Devices

« Annex XIII — Certificates issued by a Notified Body

« Annex XIV — Clinical Evaluation and Post-market clinical follow-up

« Annex XV — Clinical Investigations

« Annex XVI — Products without an intended medical purpose

« Annex XVII — Correlation Table 90/385, 93/42 and Requlation




NANDO

(New Approach Notified and Designated Organisations) Information
System

http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.main







European

English m

Commission

Eurapean Commizgsion » Internal Market, Industry, Entreprensurship and SMEs > Single Market and Standards >

Tools and Databazes > Notified bodies Nando > Body

Internal Market, Industry, Entrepreneurship and SMEs

Single Market and

Notified bodies
Nando

Country

i
=+
in
in

-

Caonstruction products

Standards

Search

Industry Entrepreneurship and SMEs = Access to finance for SMEs Sectors

Bodies

A BCDEEEBHIJEKELMMNDOEDQERZSEZTIUYWIXYZ
Technical Assessment Body Recognised third-party erganisatien PED Art, 20
User inspectorate PED Art, 16 Withdrawn/Expired/Suspended Notifications/MBs

Notified body

+ 0001-0100 » 0101-0200 + 0201-0200 + 0201-0400 v 0401-0500

» 0501-0600 » 0601-0700 » 0701-0800 » 0801-0500 » 0301-1000

+ 1001-1100 » 1101-1200 + 1201-1200 + 1201-1400 v 1401-1500

» 1501-1600 » 1601-1700 » 1701-1800 » 1801-1300 v+ 1301-2000

+ 2001-2100 » 2101-2200 + 2201-2300 + 2201-2400 v 2401-2500

» 2301-2600 » 2601-2700 v 2701-2800 » 2801-2500 » 2901-3000




ME 2418 Kiwa Kalibra Metroloji Anonim Sirketi Turkey
MEB 2419 UAEB VWakaru 'Imega’ Lithuania
ME 2420 RAILTEST, a. s. Czech Republic
MB 2421 ERGOCERT HELLAS INSPECTIONS-AUDITS-CERTIFICATIONS 5.4, Greece
ME 2422 INTEGRA 96 Uluslararas: Uriin ve Sistem Belgelendirme Bad. Den. Giz. Turkey
Edit. Hiz. Ltd. Sti.
MB 2423 D05 HELLAS Management Systems Certification Company LTD Gresce
MB 2424 I5ARail 5.p.a. Italy
MB 2425 EED France
MB 2426 CERTIEERIA EURCOPE SOLUTIOMNS, 5.L. Spain
MB 2420 BENART Uluslararas: Teknik Kontrol wve Belgelendirme Ltd, Sti. Turkey
ME 2434 Centrum Techniki Okretowe] 5.4, Poland
MB 24325 LL-C [Certification) Czech Republic a.s. Czech Republic
MEB 24365 Energy Measurements Laboratory{Centre of Renewable Energy Sourcces Greece
and Saving)
ME 2440 "ALFEA M" Ltd, Bulgaria
ME 2442 Schweizerischer Verein fiir Schweisstechnik Switzerland (MRA)
NB 2443 TOW SO0 Danmark Dienmark
MB 2449 WERUS CERTIFICATION, 5.1, Spain
MEB 2450 Kaakkois-Suomen Ammattikorkeakoulu Oy Finland
MB 2451 DWS ZERT GmbH Germany
MB 2452 Vojensky technicky Ustav, 5. p. Czech Republic
MB 2453 tytec AG Switzerland [MRA)
MEB 2454 TORAMOD Certificazioni Sri Italy
MB 2456 TUW Rheinland Energy GmbH Germany
MB 2457 IM& Materialforschung und &nwendungstechnilk GmbH Germany
MB 2458 IFD - Institut fiir Oberflichentechnik GmbH Germany
ME 2459 Inspecco Belgelendirme ve Gizetim Hizmetleri A, 5. Turkey
MB 24560 DY Proguct Assurance AS M orway
MB 2452 ISP Institut fiir tragende Kunststofflkonstruktionen GmbH Germany
ME 2463 p-1-Plaschke GmbH Austria
MB 2464 TUY NORD Adriatic d.o.o. Croatia
MB 24565 Zavod za ispitivanje kovalitete robe d.o.o. Croatia
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Naotification

DNV Product Assurance AS
“eritasweisn 3

1263 Hevik

Country : Morway

Phone : +47 67578800
Fax: -

Email : infednvpa@dnv.com
Website : wew.dnwv.com

Maotified Body number : 2460
Version{s): 1 2 245

Last approval date : 18/03/2021

Legislations

v 93/42/EEC Medical devices & HTML |BDE
» Regulation (EU]} 2017/745 on medical devices HTML |BPDE
v 2006/42/EC Machinery HTML |BDE
v 2014/34/EU Equipment and protective systems intended for use in potentially explasive HTML |BDE
atmospheres [recast)




EC Certificate Product Service

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MIDD), Annex Il excluding @)
(Devices in Class lia, ilb or 1)

No. G1 15 06 41921 022

Manufacturer: Medtronic Xomed, Inc.
6743 Southpoint Drive North
Jacksonville FL 32216
USA

EC-Representative: Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ Heerlen
THE NETHERLANDS

Product Ventilation Tubes and Related Surgical Equipment;
Category(ies): Middle Ear Prostheses;
Disposable Sterile Surgical Instrumentis/Devices

and Non-Sterile Surgical Instruments (With Suction);
Surgical Drill Systems;

Sinus Endoscopy Systems;

Nerve Integrity NMonitoring Systems;

Nerve Stimulators;

Rhinology, Laryngeal and Facial implants;
Endotracheal Tube Systems;

Disposable Surgical Invasive Sponge Dressings,
Packings and Wipes;

Pressure Pulse Generator Systems

for the Diagnosis and Treatment of

Inner Ear Disorders
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The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il
This quality assurance system conforms to the requirements of this Directive and is subject to

periodical surveillance. For marketing of class |ll devices an additional Annex Il (4) certificate

is mandatory. See also notes overleaf.
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Report No.: 72105666
WValid from: 2015-12-13
Valid until: 2020-12-12

H-F

Hans-Heiner Junker

Date, 2015-12-03

TOV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

LERTIFIKAT ¢ CERTIFICATE ¢

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstralBe 65 - 80339 Miinchen - Germany
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DNV

DNV BUSINESS ASSURANCE

EC CERTIFICATE = FULL QUALITY ASSURANCE SYSTEM
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Insight Medical Products Limited

Uriks 3, Priory Industrial Estale, Teltury, Glowcesiershire. GLB 8HZ. UK
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Directive 93/42/EEC

on medical devices, Annex ¥V
Rostricted to the 2spects of manutachure concemed with socuring
ind maintaining stenle conditions

F o e Sicweg rodecy

Sterlle Amniotic perforatons

Stortlo formale intermiterd catheters
Sterfie eyeshields

Sterfio bite guards for use with rigid scopes.
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MDD 93/42/EEC
MDR 2017/745
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