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ZERTIFIKAT & CERTIFICATE

‘Wallisellen, 01.10.2014

SWISS TS

ZERTIFIKAT

Die Zertifizierungsstelle der Swiss TS Technical Services AG
bescheinigt, dass die Firma

DR MEDICAL AG
CH-4503 Solothurn’

fir den Geltungsbereich:

Design, Entwicklung, Produktion und Vertrieb
von medizinaltechnischen Instrumenten

ein Managementsystem eingefihrt hat und anwendet nach:

IS0 13485:2003 Qualitatsmanagement
flir Medizinprodukte

Registriernummer: 05-282-602
Erstzertifiziarung: 25.09.2005
Rezertifizigrung: 24.09.2014
Giltig bis: 28.09.2017
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@
5wissTs

Heinrich A, Bieler
Lelter der Zedillzlorungssiele

Zenllizernngsslols Fg et
dar Swiss TS Technlcal Servicos AG

Ein Untemnahimen des SYTH und dee TOV 500 SCESmDa



SWISS TS

EG-Zertifikat

Vollstéandiges Qualitétssicherungssystem

Die Konformitétsbewertungsstelle fiir Medizinprodukte der Swiss TS
Technical Services AG bescheinigt, dass die

DR MEDICAL AG
Ziegelmattareal
CH-4500 Solothurn

flr die Produkte

Gemadss Produktliste

ein volistandiges Qualitdtssicherungssystem nach Anhang
I.3 der Richtlinie Nr. 93/42 EWG unterhiilt und anwendet.

Das Qualitatssicherungssystem fiir Auslegung, Fertigung und
Endkontrolle der oben genannten Produkte entspricht den Forderungen
des Anhang I1.3 der Richtlinie 93/42 EWG und wird regelmassig durch
Swiss TS Technical Services AG gemass Anhang I1.5 dberwacht.
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Registriernummer: 14-282-703
Erstzertifizierung: 21.07.2014
Giiltig bis: 20.07.2017

Konformitétskennzeichen: c € 1 253
r

Heinrich A. Bieler
Leiter der Zadifizisungssialis

Wallisellen, 23.07.2014
Kentormitalsbewerlungsstelle 1253
Swizs TS Technical Services AG
Richlistrasse 15

CH-B304 Wallisellen 3 -
Swiss TS, ein Unlemetunen des ST und des TUV SUD SCESmois

ZERTIFIKAT & CERTIFICATE ¢
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ZERTIFIKAT & CERTIFICATE & =2

SWISSTS

Produktliste
Zum EG-Zertifikat -
Vollsiéndiges Qualitdissicherungssystem

Produkt " UMDNS NBOG group  Klasse  Regel
DR ARTHROSKOPE (30° UND 70°) 10188 MD1104 lla i

DR SHAVER SYSTEM 17018 MDi104 Iy a

DR UNIVERSAL FLUID PUMP (lar 13102 MD1104 lla 11

Anthroscopy, Uralogy and Hysterescopy)

Firmenname: DR MEDICAL AG
Betrifft Zertifiliat: 14-282-703
Erstzertifizierung: 21.07.2014
Gililtig bis: 20.07,2017

Konformitétskennzeichen: C E 1 253
'

Heinrich A. Bieler
Lolter dar Zorlitlzarungsstolia

Wallisellen, 23.07.2014

KonfarmitElsbewarunpssielin CE 1253 dar

Swiss TS Technlzal Services AG SCESm013
Rlehtlstrosse 15
CH-0304 Wallisellon Seite 11

Bwdss TS, eln Untemshman des VT und des TOV 800D




SWISSTS
Sertifikatas

Sertifikavimo jmoné Swiss TS Techninis servisas AQG, patvirtina, kad jmoné
DR Medical AG
CH-4503 Solothurn

Taikymo sritis:

projektavimas, kirimas, gamyba ir platinimas medicinos instrumenty.

valdymo sistema sukiiré ir taikoma:
ISO 13485:2003 medicinos prietaisy kokybés valdymas

Registracijos numeris: 05-282-602
Pirminio sertifikavimo data 29.09.2005
Pakartotinio sertifikavimo data 24.09.2014
Galioja iki 28.09.2017

Parasas

Heinrich A.Bieler
Sertifikavimo jstaigos atstovas
Wallisellen, 01.10.2014

Sertifikavimo jstaiga Swisss TS Techninis servisas AG
ETUV SUD ir SVTI

antspandas, antspaudas




SWISS TS

EB sertifikatas
Pilna kokybés uztikrinimo sistema

Atitikties vertinimo jstaiga medicinos produktams, Swiss TS Techninis servisas AG patvirtina,
kad

DR Medical AG

Ziegelmattareal

CH-4500 Solothurn

Produktams pagal sgrada pagal I1.3 priedelyje Direktyvos No.93 / 42 EEB normas ir taiko
projektavimo, gamybos bei galutinés kontrolés elementams auki¢iau minéty produkty
reikalavimai atitinka Direktyvos 93/42 EEB I1. 3 reikalavimus ir buty reguliariai stebima daugiau
nei Eveicm‘ijus TS Techninis servisas AG pagal 11. 5.

Registracijos numeris: 14-282-703
Pirminio sertifikavimo data 21.07.2014
Galioja iki 20.07.2017

Parasas

Heinrich A.Bieler
Sertifikavimo jstaigos atstovas
Wallisellen, 01.10.2014

Sertifikavimo jstaiga Swisss TS Techninis servisas AG
18 TUV SUD ir SVTI

antspaudas

jig.’gjt—

et




SWISS TS

EB sertifikatas
Pilna kokybés uztikrinimo sistema

Produkty sgragas

Produktas UMDNS kodas NBOG grupé
DR ARTHROSKOPE

(30 ir 70 laipsniy) 10198 MD1104
DR SHAVER SYSTEM 17918 MDI1104

DR UNIVERSAL FLUID
PUMP (artroskopijai, urologijai ir
Histeroskopijai) 13192 MDI1104

Kompanijos pavadinimas: DR MEDICAL AG
Registracijos numeris: 14-282-703

Pirminio sertifikavimo data 21.07.2014
Galioja iki 20.07.2017

atitikties Zenklas CE1253

Parasas

Heinrich A.Bieler

Sertifikavimo jstaigos atstovas

Wallisellen, 23.07.2014

atitikties Zenklas CE1253

Sertifikavimo jstaiga Swisss TS Techninis servisas AG
15 TUV SUD ir SVTI

antspaudas

Klase

Ila
I1a

Ila

Taisykle

11




Enclescopy ale

Smith & Neghew 978 749 1000 s We are smith&nephew
150 Minuteman Road 978 7491599 Fax
Andover, MA (1810 wwsmidh-nepheaw.com

DECLARATION OF CONFORMITY
For Class ITa Devices

Manufacturer’s Name: Smith & Nephew, Inc., Endoscopy Division, 150 Minuteman Road, Andover, MA 01810 USA

Name(s): Dyonics® POWER Control Unit, Dyonics POWER English Kit, Dyonics POWER U.K. Kit, Dyonics POWER
International Kit, Dyonics POWER French Kit, Dvonics POWER German Kit, Dyonics POWER Dutch Kit, Dyonics
POWER Italian Kit, Dyonics POWER Spanish Kit, Dyonics POWER Swedish Kit, Dyonics® Power Ultralight
Handpiece, Dyonics Power Motor Drive Standard, Dyonics Power Motor Drive Hand Controls, Dyonics Mini-Motor
Drive, Dyonics Power Footswitch Low Profile on/off, Dyonics Power Footswitch Low Profile Variable Speed, Dyonics
Power Footswitch Pedal Style, Dyonics Power Footswitch Pedal Style — Clickless, Dyonics Power Control Unit -
HERMES Ready, Dyonics® PowerMax™, Interface Kit, Hermes to Dyonics Power, Dyonics Power Hermes Ready
English Kit, Dyonics Power Hermes Ready UK Kit, Dyonics Power Hermes Ready International Kit, Dyonics Power
Hermes Ready French Kit, Dyonics Power Hermes Ready German Kit, Dyonics Power Hermes Ready Dutch Kit,
Dyonics Power Hermes Ready Italian Kit, Dyonics Power Hermes Ready Spanish Kit, Dyonics Power Hermes Ready
Swedish Kit, Dyonics Pistol Grip Drill, Inline Sagittal Saw; Wire Driver, Pin Driver, Sagittal Saw Module, Jacobs Chuck,
5/32"; Jacobs Chuck, Keyless,1/8"; Jacobs Chuck, 1/4™; Jacobs Chuck, Keyless, 1/4”, High Speed Drill, Reciprocating
Saw, Synthes Module, Oscillating Saw, Sagittal Saw w/Zimmer Interface, Dyonics Power Cable Assy, Dyonics®
PowerMax™ ELITE, PowerMax Elite Motor Drive Unit, DYONICS® POWERMINI™ with hand controls, DYONICS®

POWERMINI™

Product Code(s): See Attached Product List.

Technical File Reference Number: 1750008 Rev: W

Smith & Nephew, Inc. declares that the above products are in conformity with the applicable provisions of the Council
Directive, 93/42/EEC of 14 June 1993, concerning Medical Devices, Annex 11.3 and are entitled to bear the CE Mark.

This declaration is supported by a valid EC certificate having been issued by BSi Product Service, Notified Body Number
(0086,



Lrfoscopy

Soth & Mephow

150 Minuteman Road WG 159
Anchver, MA DIBI0 [N 1T PR

>¢ We are smith&nephew

The object of the declaration described above is in conformity with the requirements of the following

documents:

Document No Title

IEC 60601-1-2 Medical Electrical Equipment—Part 1-2: General
Requirements for Safety—Collateral Standard
Electromagnetic Compatibility-Requirements and Tests

IEC 60878 Graphical Symbols for Electrical Equipment

IEC 60601-1-6 Medical Electrical Equipment — Part 1-6; General
Requirements for Basic Safety and Essential
Performance — Collateral Standard: Usability

IEC 60601-1 Medical Electrical Equipment — Part 1: General
Requirements for Basic Safety and Essential
Performance

Directive Restriction of the use of certain hazardous substances in

2011/65/EU electrical and electronic equipment

Sean Reynolds Pl Ebﬂ-j—&a@

Edition / Date of Issue
2007

2003
2010

2005

2011

29-JAN-2015

Printed Name ~ Signature =
Regulatory Affairs
Authorized European Representative: Smith & Nephew

York Science Park
Heslington, York
YO0 SDF

United Kingdom

Date of Issue



500000028588 SMITH & NEPHEW, INC., ENDOSCOPY DIVISION Doc # 1440025

FO RM Rev: M
TF 1750008 Rev. W
P Smith & Nephew, Inc.
Product Technjeal File
ﬁ.@;% g 4 Prooledi by tichuce' s doluimtetars
Tech File # 1750008 Revision W
Ref# ’?escription Class Rule Sterile | Initial O*
)"‘3 O tit O date date
7209393 | Synthes Module Ia 9 N 02/02 12/14
6900754 | Oscillating Saw ITa 9 N - 12/14
7209394 | Dyonics Power Oscillating Saw 1la g9 N 02/02 12/14
6900872 | Sagittal Saw w/Zimmer Interface Ila 9 N 02/02 12/14
7209395 | Dyonics Power Oscillating Saw, Heavy Ila 9 N 02/02 12/14
Duty
7205788 | Dyonics Power Cable Assy Ia 9 N 11/99 12/14
7209891 | Dyonics® PowerMax ™ [la 9 N 08/03 06/05
7210542 | Dyonics® PowerMax™ _ Ila 9 N 03/04 08/06
T 72200616 | Dyonics® PowerMax™ ELITE [ Ila 9 N 12/05 .
|| 72200617 | Dyonics® PowerMax™ ELITE ' Ia 9 N 12/05 E
7209947 | Interface Kit, Hermes to Dyonics Power Ila 9 N 11/02 12/06
7210193 | Dyonics Power Hermes Ready English Kit Ila 9 N 04/03 12/14
7210194 | Dyonics Power Hermes Ready UK Kit Ila g9 N (4/03 12/14 |
7210195 | Dyonics Power Hermes Ready [1a 9 N 04/03 06/06
International Kit
7210196 | Dyonics Power Hermes Ready French Kit lla 9 N 04/03 12/14
7210197 | Dyonics Power Hermes Ready German Kit Ila 9 N 04/03 12/14
7210198 | Dyonics Power Hermes Ready Dutch Kit Ila 9 N 04/03 12/14
7210199 | Dyonics Power Hermes Ready Italian Kit Ila 9 N 04/03 12/14
7210200 | Dyonics Power Hermes Ready Spanish Kit Ila 9 N 04/03 12/14
7210201 | Dyonics Power Hermes Ready Swedish [la 9 N 04/03 12/14
Kit
72200872 | PowerMax Elite Motor Drive Unit [la 9 N 08/06 -
72201500 | DYONICS® POWERMINI™ with hand lla 9 N 12/08
controls ]
72201503 | DYONICS® POWERMINI™ Ila b N 12/08 -
72202546 [ MTO, POWERMAX ELITE la | 9 N 09/09 z

Red. Procedures 1400008, 1400083
Frinted On: 01/28/15

'/ffwaé??‘



Smith&nephew

ATITIKTIES DEKLARACIIA

lla klasés priemonéms

Gamintojas: Smith & Nephew. Inc.. Endoskopijos departamentas, 150 Minuteman Road, Andover, MA
01810 JAV

Pavadinimai:.......Dyonics PowerMax. . ...Dyonics PowerMax ELITE.. ...
Produkty kodai: Zr.pridedamg produkty sarasa
Techninio failo nuorodos numeris: 1750008 rev, W

Smith & Nephew, Inc.. deklaruoja, kad aukitiau jvardinti produktai atitinka taikomas nuostatas tarybos
direktyvos 93/42/EEC, 1993-06-14, dél medicinos priemoniy, priedas I1.3ir turi teise turéti CE
Zenklinima.

Si deklaracija yra paremta galiojantio CE sertifikato, isduoto BSi Product service, paskelbtosios jstaigos
numeris 0086.

Deklaracijos objektas aprasytas aukséiau atitinka Siy dokumenty reikalavimus:
Dokumento numeris

Pavadinimas

Iidavimo data

IEC 60601-1-2, Medicininiai elektriniai irengimai — dalis 1-2: Bendrieji reikalavimai saugumui —
papildomas standartas, Elektromagnetinis suderinamumas — reikalavimai ir testai, 2007

IEC 60878, Grafiniai simboliai elektriniam frengimams, 2003

IEC60601-1-6, Medicininiai elektriniaj irengimai — dalis 1-6: Bendrieji reikalavimai pradiniam saugumui
ir esminiam eksploatavimui — papildomas standartas: naudojimas, 2010

[EC 60601-1 Medicininiai elektriniai irengimai — dalis |; Bendrieji reikalavimai pradiniam saugumui ir
esminiam eksploatavimui, 2005

Direktyva 2011/65/EU drauf]dimas naudoti tam tikras pavojingas medziagas elektriniuose ir
elektroniniuose jrengimuose

Sean Reynolds

Parasas

Reikaly reguliavimas
Iidavimo data 2015-01-29

lgaliotas atstovas Europoje:

Smith&Nephew
York Science Park, Heslington, York, YO10 5 DF, Jungting karalyste

/3/,@@;&(%*



DNV BUSINESS ASSURANCE

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

Certificate No. 112645-2012-CE-ITA-NA 11.0
This Certificate consists of 4 pages

This is to certify that the Quality Management System of

TECRES SPA

Via Andrea Doria, 6 - 37066 Sommacampagna, Verona, Ttaly
for design, production and final product inspection/testing of
Implantable Orthopaedic devices, with accessories, also
containing antibiotics

has been assessed with respect to
the conformity assessment procedure described in Article 11.1.a and Annex II (Module H1) / Article

11.3.a and Annex 11 excluding section 4 (Module H) of Council Directive 93/42/EEC on Medical Devices,
as amended, and found to comply

Further details are given overleaf

Place and dave: This Certificate is valid uniil:
Hovik, 16 March 2016 !ﬁ 19 March 2017
For DNV GL BUSINESS ASSURANCE AS l Q |
NORWAY oy
PROD 002
o Kol c €
Tone Kolpus Notified Body No.: Aud Loken Eiklid
Certification Manager 0434 Technical Reviewer

This Cerificare has been diguolly signed. See wirw g com wligimsiERatess for mare info

Notice: The certificate fs subject i terns and conditions o verfeaf. Any

L ey permon mallfers bosm o doorage whick i proved 40 have beet e B4y Dl gl a8 a7 oo of [t Korske Visiks, an Der Harske Virilag shall oy soatgrmlion 4 wac peron: for kém proreed hrect fios o Hauera. e conpanation
ki i esocd we i el b troes e Fee chumgad far dh savie m ety provadkal thai the gacatii s e miin shill sevs iopd LSk 300,000 I this provssess “Thet Morabe Vierite™ shal mamn ihe Franadotios [ Mordca Verias an well ax
Al i ki, dhroctors, oficars, etmployees, agas ad By ether acting oo behellaf Do Mardis Vir s

 signifouns clanges in design or constructon nray render this certificate bmvalid,

Det Mordke Veritas AS, Versmvoion 1, 1322 Havik, Marway. Tel, +47 67 37 95900 Fax: +47 6747 991 | sy gy
Page | ol 4



Rev. Mo 11.0

Cerl. No.: 112645-2012.-CE-ITA-NA

Project No.: PRIC-373834:20] 2-M5L-ITA

Jurisdiction
Application of Council Directive 93/42/EEC of 14 June |

993, adopted as ‘Forskrift for Medisinsk

Utstyr” by the Norwegian Ministry of Health and Care Services,
Certificate history
[ Reviion [Daseription - [ tssueate |
Original certificate 2012-03-19 |
| Changcd certificate wordmg mf:rged dawces fmm other Notifi ed Badzes | 2012-04- IJ
2 New device added 2012-07-19 19 |
3 |New device added 2012-09-19 |
4 Merged devices ﬁnm other Notified Eodtes _' 2EII2 i[l 25 )
r 5 | New Device added 2012-10-25 |
6 New Device added ' 2{}!4 09-09 |
7 IREwsmn due to mn.typmg 2014-10-14 ]
| 8 Reduct:un in scope, Ac:g,!u. Resm for {“ranmpldsw remaved 2DI:> 02-25 [
9 |Lhunge of mmmercm! name 2{]I 5-03 25 !
| 10 |Smpe Extension, Acrylic Resin for Cranmplasr}f remcludr:d | 2015-06-05 |
11 Scope Exte.-nsmn new devwe added, in Bald | 2016-03-16 |'
Products covered by this Certificate
lPI‘ﬂdlI{!t Descnpﬁun ;_ B Product _ _ |I Class
‘Bone Cement containing antibiotics Bone Cement with gentamicin e
* Cemex Genta
* Cemex Genta System |
'Bone Cement with gentamicin and vancomycin |
) * Vancogenx
Bone Cement | Bone Cement b
' o (Cemex

¢ Cemex System

Spacers containing antibiotics Spacers with gentamicin

Spacer- G

Spacer- K

Spacer S

Spacers with gentamicin and Vancomycin
Vancogenx Space Knee

* Vancogenx Space Hip

Illl*
{
.
]

HEAD OFFICE: Det Norske Veritas AS, Veritasveien |, 1322 Howik, Norway, Tel:
Page 2 o8 4

FAT 67 57 5900 Farc: +47 6757 5991 | s dhnw giomy



Rew. Mo 11.0

D i st Cert Mo 112645-20012-CE-ITA-NA
I!" Project Mo.: PRIC-373834-201 2-MSL-ITA

* Vancogenx Space Hip Flat Stem
Trial Spacers *  Spacer-G Trial lla
*  Spacer-K Trial
{_® Spacer-STrial . |
Bone Cement accessories | & Cemex Prep Kit with Restrictor b
_ _ * Cement Restrictor ) ¢ e
Bone Cement accessories e Cemex Prep Kit Ila
* Cannulae
¢ Cannulae extralong
* Bone Cement Mixer
* Cement Remover
e Bmm Drill
* Bone Injection Needles
¢ Femoral Sponge
*  Curettes
*  Femoral Brush
*  Pressurizer
Endorthesis screws * Endorthesis Screw, sterile ITb
Endorthesis screws trial ' » Endorthesis Screw T rial, non-sterile Ila
Screw Augmentation Resins . *  Screw Augmen[atmn I1b
Verterbroplasty/Kyphoplasty Resins e Resin and resin with delivery/mixing  |IIb
system
Mendec Spine
. ) _ | * Mendec Spine Kit B
9 | Actylic Resin for Cranioplasty ¢  Mendec Cranio [* ;
Metacarpmpha!an geal Prosthesis * Daphne 113 i
Metacarpophalangeal Prosthesis Trial | Daplu1e"1‘ria] lla
‘Bone Void Filler * Bone Void Filler with PMMA and B-TCP| 111*
Rotator Cuff Repair - | » FIXXTEC IIb
Acryhc resins/bone void filler accessarlcs m Extrus:r;}n Dewce lla
Kit for Kyphoplasty/other sites *  Access Kit Ila
*  Working Cannula
* Working Cannula with wire guide
*  Filler Kit
; * Filler Replacement
| B ) * Balloon Catheters _ | i

* Design assessment is covered by a separate design examination certificate no 1 12645-2012-CE-ITA-NA-D

The complete list of devices is filed with the Notified Body,

HEAD OFFICE: Dot Norske Verizas AS, Verasvesen 1, 1322 Hovik, Norway, Tel: +47 &7 57 9500 Fiow +47 6757 9911 www drjv ooin
Page 3af 4




Cenl, No.: 112645-2012-CE-ITA-NA
Rev. Mo 11.0
Project No.; PRIC-373834-2002-M5L-ITA

Sites covered by this certificate
s 5 .
Site Name

"TECRES SPA

.!Add-rcss
‘Via Andrea Doria, 6 -37066 Sommacampagna, Verona - Italy |

Terms and conditions

The certificate is subjeet to the followin & terms and conditions;

*  Any producer (see 2001/95FEC for a precise definition) is Hable for damage caused by a defect in his product(s), in
accordance with dircctive 85/374/EEC, as amended, concerning lability of defective products,

s The certificate is only valid for the products and/or manufacturing premises fisted above,

*  The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold it so that it
remains adequate and efficient,

*  The Manufacturer shall inform the local DNV Office of any intended updating of the quality system and DNV will
assess the changes and decide if the certificate remains valid,

¢ Periodical audits will be held. in order to verify that the Manufucturer maintains and applies the quality system DNV
reserves the right, on a spot basis or based on suspicion, to pay unannounced visits,

The following may render this Certificate invalid:
*  Changes in the quality svstem affecting production.
*  Periodical audits not held within the allowed time window.
Conformity declaration and marking of product
When meeting with the terms and conditions ahove, the producer may draw up an EC declaration of conformity and legally
affix the CE mark followed by the Notified Body identification number of DNV,

END OF CERTIFICATE

HEAD OFFICE: Dt Marske Vritas AS, Vertasveien [, 1322 Hovik, Narwsy. Tel: +47 §7 57 9900 Fase +47 6757 99T mew dnv o
Page 4 af 4



DNVBUSINESS UZTIKRINIMAS

EB SERTIFIKATAS - visisko kokybés uztikrinimo sistemos

PaZymejimas Nr 112645-2012-CE ITA-N 11.0

Tai sertifikatas susideda i$ 4 lapy

Tai patvirtina, kad kokybés vadybos sistemos

TECRES SPA

Via Andrea Doria, 6 - 37066 Sommacampagna, Verona, Italija

projektavimo, gamybos, produkto galutinio tikrinimo / testavimo
Implantuojami Ortopediniai jtaisai, su priedais, taip pat sudétyje yra antibiotiky
buvo vertinamas atsizvelgiant j tokius

aprasyta 11.1.a straipsnj ir Il prieda (H! modulis) / 11.3.a straipsnis ir II priedo, isskyrus skyriuje 4 (H
modulis) Tarybos direktyvos atitikties jvertinimo procediira, 93/42 / EEB dél medicinos prietaisy, su
pakeitimais, nustatyta, kad laikytis

ISsamesné informacija teikiama kitoje lapo puséje
Vieta ir data:

Havik, 2016 kovo 16

Sis sertifikatas galioja iki:

2017 m kovo 19

Deél DNV GL BUSINESS patikinimo
NORVEGIIA

TONE Kolpus

Notifikuotoji jstaiga 0434

AUD Leken Eiklid

sertifikavimo direktorius

Techniné Recenzentas



Jurisdikeija

Paraiska 1993 birzelio priimta kaip "Forskrift for Medisinsk Utstyr” uz Norvegijos ministerijos Sveikata

ir priezitira Paslaugos Tarybos direktyvos 14 93/42 / EEB d.
sertifikatas istorija

perzidréjimas  apraSymas Isdavimo data
sertifikato originalas

2012-03-19

I Pakeistas paZzymeéjimas formuluote, sulietus Irenginius i3 kity notifikuotyjy istaigy
2012-04-18

2 Pridétas naujas jrenginys

2012-07-19

3 Pridétas naujas jrenginys

2012/09/19

4 Susijunge jrenginiai i3 kity notifikuotyjy jstaigy
2012/10/25

5 pridéjo nauja jrenginj

2012/10/25

6 pridéjo nauja jrenginj

2014/09/09

7 Patikrinimo dél mistyping

2014/10/14

8 Sumazinti apimtis, akrilo dervos uz Cranioplasty iStrintas
2015/02/25

9 Pakeisti komercinés pavadinimas

2015/03/25

10 Taikymo srities i§plétimas, akrilo dervos uz Cranioplasty persvarstyta



2015/06/05

Il Taikymo srities i3plétimas, naujasis prietaisas pridire,
2016/03/16

Produktai, kuriems taikomas &is sertifikatas
Prekés apraymas  produktas  Klasé

Kauly cementas, kuriy sudétyje yra antibiotiky
Kauly cementas su gentamicino

» Cemex Genta

* Cemex Genta sistema

Kauly cementas su gentamicino ir vankomicinu
* Vancogenx

11 *

kauly cementas

kauly cementas

= Cemex

* Cemex sistema

b

Tarpikliai, kuriy sudétyje yra antibiotiky
Intarpai su gentamicino

* Spacer- G

* Spacer- K

* Spacer S

Intarpai su gentamicino ir vankomicinu

* Vancogenx erdve Kelio

* Vancogenx erdvé Hip-

HI:*

(g,{,//“
p



4 Puslapis 2 i3
Cert. Nr .: 112645-2012-CE ITA-N

Red Néra .« 11.0

Projektas Nr .: PRIC-373834-2012-MGL-ITA

* Vancogenx erdvé hip Butas Kamieniniy

bandymus tarpikliai

* Spacer-G Bandomoji

* Spacer-K "Bandomoiji

* Spacer-5 "Bandomoji

Ila

Kauly cementas priedai

* Cemex prep komplektas su Ribotuvai
» Cementas Ribotuvai

I1b

Kauly cementas priedai

» Cemex prep komplektas

* Vamzdeliai

* Vamzdeliai extralong

* Kauly cementas Maidytuvas
* Cementas valiklis

» 8mm Grezimo

* Kauly injekcinés adatos

* Slaunies kempiné

* Curettes

» Slaunies teptukas

* suslégimo

i
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ITa

Endorthesis varZtai

* Endorthesis Sraigtiniai, sterilus
IIb

Endorthesis var#tai bandymus

* Endorthesis Sraigtiniai bandomoji versija, nesterilios

Ila

Sraigtiniai padidinimas Dervos

* Sraigtiniai padidinimas

IIb

Verterbroplasty / Kyphoplasty Dervos

* Derva ir derva su pristatymu / maisymo sistema
* Mendec Stuburo

* Mendec Stuburo komplektas

ITb

Akrilo dervos uz Cranioplasty

* Mendee Cranio

I

Metacarpophalangeal Protezavimas

* "Daphne

b

Metacarpophalangeal Protezavimas Bandomoji
* "Daphne Bandomaoji

ITa

Kauly ertmeés uZpildu

* Kauly atkrenta uzpildas su PMMA ir beta-TCP
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Rotator Cuff remontas

* FIXXTEC

IIb

Akrilinés dervos / kauly ertmés uZpildu priedai
* Stampavimo prietaisas

la

Rinkinys Kyphoplasty / kitas svetaines
* Galimybe komplektas

* Darbo kaniulé

* Darbo kaniulé su viela vadovas

= uzpildas komplektas

» uzpildas keitimas

* balionu Kateteriai

Ila

* Dizainas vertinimas yra padengtas atskiru projekto tyrimo sertifikato Nr 112645-2012-CE ITA-N-D

Pilnas sgrasas prietaisy paduodama notifikuotajai istaigai.

Buveiné "Det Norske Veritas" AS Veritasveien 1, 1322 Hevik, Norvegija. Telefonas: +47 67 57 9900

Faksas: +47 6757 9911 www.dnv.com
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Cert. Nr .: 112645-2012-CE ITA-N

Red : 11.0

Projektas Nr .: PRJIC-373834-2012-MGL-ITA
Vieta, kuriems taikomas 3is sertifikatas
Svetainés pavadinimas

adresas

TECRES SPA, "Via Andrea Doria, 6 -37066 Sommacampagna, Verona - Italija

A

P T ence



Terminai ir salygos
Sertifikatas yra taikomos iomis salygomis:

* Kiekvienas gamintojas (¥r 2001/95 / EB d = | tikslaus apibréZimo) yra atsakingas uz ala, atsiradusiag del
jo gaminio (-iy) defekto, laikantis Direktyvos 85/374 / EEB su pakeitimais, dél atsakomybés gaminius su
trilkumais.

* Sertifikatas galioja tik pirmiau isvardyty produkty ir / ar gamybos patalpas.

* Gamintojas turi vykdyti prievoles, atsirandandias i% kokybeés sistema, kaip patvirtino ir priZiiréti ja taip,
kad ji bty tinkama ir veiksminga.

* Gamintojas turi informuoti vietos DNV biurg bet kokius numatomus kokybés sistemos ir DNV jvertinti
pakeitimus ir nuspresti, ar sertifikatas lieka galioti.

* periodinius auditus vyks, siekiant patikrinti, ar gamintojas priziuri ir taiko kokybés sistemg, DNV
pasilieka teis¢ dél neatidéliotiny pagrindu arba remiantis itarimu, kad i3 anksto nepraneSusi atvykti,

Toliau gali tapti 8io sertifikato negaliojandia:

* Poky¢iai kokybés sistemos, turin¢ios jtakos gamybai.

* Periodinis auditas negali jvykti per nustatvta laiko tarpa lange.
Atitikties deklaracija ir Zenklinimas produkto

Kai susitikimas su terminais ir salygomis, kas isdéstyta, gamintojas gali parengti EB atitikties deklaracija
ir teisiskai pritvirtinti CE Zenklg, po notifikuotosios istaigos identifikavimo numeris DNV,

PABAIGA SERTIFIKATO

Buveineé "Det Norske Veritas" AS Veritasveien 1, 1322 Hovik, Norvegija, Telefonas: +47 67 57 9900
Faksas: +47 6757 9911 www.dnv.com
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