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Producl Service

EC Certificate
Full Quality Assurance System
Directive 93/42IEEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla, Ilb or lll)

No. Gl 0419210035 Rev. 00

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

Product Category(ies): Ventilation Tubes and Related Surgical
Equipment; Middle Ear Prostheses;
Disposable Sterile Surgical lnstruments/Devices and
Non-Sterile Surgical lnstruments (With Suction);
Surgical Orill Systems; Sinus Endoscopy Systems;
Nerve lntegrity Monitoring Systems; Nerve Stimulators;
Rhinology, Laryngeal and Facial lmplants;
Endotracheal Tube Systems; Disposable Surgical
lnvasive Sponge Dressings, Packing's and Wipes;
Bone Conduction Hearing System;
including Fitting Software and magnetic lmplants

Report No.: 72149052

Valid from:
Valid until:

2020-05-05
2024-05-26

Date, 2020-05-05
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TUV StJD Product Servlce GmbH is Notifled Body with identification no. 0'123

TUV SUO Product Service cmbH . Certification Body. RidlerstraBe 65.80339 Munich. Germany

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 ll.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class lll devices an additional Annex ll (4) certillcate is
mandatory. See also notes overleaf.

Christoph Dicks
Head of Cerlification/Notifi ed Body
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CE sertifikatas
prI,Nos xorvsEs uZrrxmNrnro srsrEMA
Direktyva 9!12nEC Medicininiams prictaisams, II
Nr. Gl 041921 0035 Rev.00

N?0 -10- 29

priedas i5s s { sk1'riq

Gamintoj as: Medtronic Xomed, Inc
USA Inc.
1800 Pyramid Place
Memphis. TN 38132
USA

Produktai: Ventiliacijos iarnelis ir kita chirurgin6 lranga, viduriniosios ausies protezai;
vienkartiniai steriltis chirurginiai instrumentai/iranga ir nesterili iranga; chirurginiai gr4Ztai;
sinusinirl endoskopq sistemos; nen'q monitoravimo sistemosl nervr; stimuliatoriai; LOR
implantai; endotrachdjiniq vamzdeliq sistemos; vienkartiniai chirurginiai fvarsiiai ir
servet0l6s.

TUV SUD Product Service GrnbH sertifikavimo istaiga parei5kia, kad mindtas gamintojas idiege kokybes
uZtikrinimo sistem4, skirt4 atitinkamq prietaisq / prietaisq kategorijq projektavimui, gamybai ir galutiniam
tikrinimui pagal MDD Il pried4.
Si kokybes uZtikrinimo sistema atitinka Sios direktyvos reikalavimus ir yra periodilkai stebima. Prekybai III
klases prietaisais privalomas papildomas II priedo 4 dalies sertifikatas.

Raporto Nr 72149052

Galioja nuo: 2020-05-05
Galioja iki: 2024-05 -26

Data: 2020-05-05

Christoph Dicks

Sertifi kavimo / notifi kuotosios istaigos vadovas


