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ZERTIFIKAT @ CERTIFICATE &

SWISS TS

CE-Certificate

Full guality assurance system

The conformity assessment body for medical devices of Swiss TS
Technical Services AG hereby certifies that:

Tontarra Medizintechnik GmbH
Daimlerstrasse 15
D-78573 Wurmlingen

has introduced and applies a full quality assurance system
according to annex I.3 of directive 93/42 EEC.

for the listed products in the annex for the scopes

Development, manufacturing and distribution for
surgical instruments and equipments

The full quality assurance system covers design, manufacturing and final
inspection of the products according to the requirements of annex [1.3 of
the directive 93/42 EEC. The quality assurance system is regularly
controlled by Swiss TS Technical Services AG according to annex IL5.

Registration number: 09-221-709
First certification: 01.07.2009
Valid until: 30.06.2015

CE marking of conformity: c € 1 253

/ o 4
&

Heinrich A. Bieler
Head of the certilication body

Wallisellen, 20.06.2012

Notified Body 1253

Swiss TS Technical Services AG
Richtistrasse 15

CH-8304 Wallisellen

Swiss TS, a company of SVTl and TUV SUD




SWISSTS

CE SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Swiss TS Technical Services AG medicininiy produkty atitikties vertinimo jstaiga Siuo
dokumentu tvirtina, kad:

Tontarra Medizintechnik GmbH

Daimlerstrasse 15
D-78573 Wurmlingen

Tvedé ir taiko pilng kokybés uztikrinimo sistema pagal direktyvos 93/42/EEB 113 prieda

Sritics priede i$vardintiems produktams.

Chirurginiy instrumenty ir jrangos kiirimas, gamyba ir platinimas

Pilna kokybés uztikrinimo sistema apima predukty modeliavima, gamybg ir galuting patikra
pagal direktyvos 93/42/EEB 113 priedo reikalavimus, Swiss TS Technical Services AG

reguliariai vertina kokybés uZtikrinimo sistemg pagal IL.5 priedq.

Registracijos numeris: 09-221-709
Pirmasis sertifikavimas: 2009.07.01

Galioja iki: 2015.06.30

CE atitikties Zym¢éjimas:

/paraSas/
Heinrich A. Bieler
Sertifikavimo jstaigos vadovas
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Wallisellen, 2012.06.20

Registracijos istaiga 1253

Swiss TS Technical Services AG
Richtistrasse 15

CH-8304 Wallisellen

Swiss TS, SVTIir TUV SUD kompanija




CE CERTIFICATE OF CONFORMITY
WITH EUROPEAN DIRECTIVE

Certificate No.: EU1007411
Order No.: 153454

We hereby certify that an examination has been carried out following the requirements of the national
legislation “Regulation no. 1690 of 15™ December 2005 relating fo medical devices pursuant to act no. 6
of 12™ January 1995 retating to medical devices, transposing directive 93/42/EEC into Norweglan law to
which the undersigned is subjected, confer EEA agreement, propaosition no, 100 (1991-92) special
appendix no. 2, volume 2A/3 A, goods, chapter XXX". We certify that the production quality system
conforms to the relevant provisions of the Annex given below:

Name and address of the Brasseler USA, Medical

manufacturer; dba Tava Surgical
4837 McGrath Sireet
Ventura, CA 93003

Device category: Powered Surgical Instruments and Accessories

GMDN code: See Appendix 1 fo this certificate

Models: See Appendix 1 to this certificate

Risk class as defined by the I

manufacturer:

Standards/provisions: The audit of the qualify system was based upon and assessed according
to the provisions in Annex H of the EC-Directive 93/42/EEC, wiih the
exemptlon of section 4.

Date of audit: 2010-07-08

Date of the end of the

validity: 2015-08-01

Nemko EC notification No.: 0470
Remarks: This certificate replaces the certificate EU1007410 issued 2010-07-13

On this basis the manufacturer or the European authorised representative may draw up an EC / EEA
Declaration of Conformity and affix the CE-marking as indicated below fogether with the Nemko EC
notification number to each conforming product as long as the conformity audit and inspection procedure
required by the EC directive will be fulfilled by the manufacturer and the factory. The product liability rests
with the manufacturer or his representative in accordance with Councll Directive 85/374/EEC.

Date of Issue: 2010-07-16 Date of verification: 2010-07-16
Tk S -
(At A4 @W}//J}V"f Por [j,m Ha)‘ﬁm&h
sinatwre: Frank Skarpsno Signatre: Arild R. Hansgard
Lead auditorPrinclpal Engineer Princlpal Engineer
Nemko AS Office address. “internel Telephone Fax
P.C. Box 73, Blindern Gausladafiéen 30 wwi.f1emko.com +47 22860330 +47 22 950,550,

N-0314 Oslo, Norway Oslo " Enlerprise nuniber: NO. 8443522430




CE CERTIFICATE OF CONFORMITY
WITH EUROPEAN DIRECTIVE

Certificate No.: EU1007411
Order No.: 153454

Manufacturer: Brasseler USA, Medical
dba Tava Surgical
4837 McGrath Street
Ventura, CA 83003

Device category: Powered Surgical Instruments and Accessories

Appendix 1: Page 1 of 1.

The certificate referred to above includes the following devices/models:

Surgical Burs GMDN code: 46392
Surgical Saw Blades GMDN code: 46476
Ortho Powsr System GMDN code: 44641
Gen Il Power System GMDN code: 44641
Pneumirco Power System GMDN code: 44505
Pulse Lavage GMDN code: 43667
Pulse Lavage Plastics GMDN code: 47891
XK-Pro Power Systems GMDN code: 37841
Milling Handplece GMDN code: 37841
Date of issue: 2010-07-16 Date of verification: 2010-07-16
x%;vcﬁ 5{,& ﬂ‘}’?/u” Ling é‘faAw Whes,
signatwre: Frank Skarpsno ' ngnan'ure. Arild R. Hansgérd
Lead auditor (Principal Engineer Principal Enginser
Nemka AS ~ Qffice address T internel. Telephone Fax
P.0. Box 73, Blindein Gausladalléen 30 wushemko.com +47 2296 03,30, +47 27960 550

N-0314 Oslo, Norway Oslo Enterprise number: NO 9443522430




EUROPOS DIREKTYVOS ATITIKTIES CE
SERTIFIKATAS

Sertifikato ar.: EU1007411
UZsakymo nr.: 153454

Siuo dokumentu mes patvirtiname, kad pagal nacionalinius istatymus buvo atliktas tyrimas ,,2005 m.
Gruodzio 15d. reglamentui nr. 1690, susijusiam su medicininiais prietaisais, pagal 1995m. sausio 12d.
reglamentq nr. 6 veikianiais su medicininiais prietaisais, pakeiianéiam 93/42/EEB direktyva pagal
Norvegijos jstatymus, pagal kuriuos Zemiau yra pasira$¢ asmenys, pripaZista EEA susitarimg, patvirtinimo nr.
100 (1991-92) specialy prieda nr. 2, 2A/3A toma, prekes, skyriy XXX“. Mes patvirtiname, kad produkeijos

kokybés sistema atitinka Zemiau pateikto priedo atitinkamas salygas:

Gamintojo  pavadinimas  ir  Brasseler JAV, Medical

adresas: dba Tava Surgical
4837 McGrath Street
Ventura, CA 93003
Prictaiso ruidis: Elektriniai chirurginiai instrumentai ir juy priedai
GMDN kodas: Zitirékite io sertifikato 1 priede
Modeliai: Zinirékite Sio sertifikato 1 priede
Gamintojo nurodyta rizikos klasé: ITa
Standartai/nuostatos: Kokybés sistemos patikrinimas buvo paremtas ir jvertintas pagal

EB direktyvos 93/42/EEB 11 priedo nuostatas, i§skyrus 4 skyriy.

Patikrinimo data: 2010-07-08 e _
Iversta tefsingal ~ °
Galiojimo data: 2015-08-01 ou LR B0 st :fjjlf;&?g
PJ e B
Nemko EB registracijos nr.: 0470 Palenfo numeris: U op25033
Pastabos Sis sertifikatas pakeidia sertifikata EU1007410, idleista 2010-07-13

Tuo remdamiesi, gamintojas arba Europoje jgalioti atstovai, gali sudaryti EB / EEA patikimumo deklaracijq it
pritvirtinti CE Zenkla kartu su Zemiau pateiktu Nemko EB registracijos numeriu prie kiekvieno atitinkame
produkto, jeigu gamintojas ir gamykla atliks visas EB direktyvos reikalaujamas patikrinimo procediiras i
patvirtinimo tyrimus. Pagal Tarybos direktyva 85/374/EEB gamintojas arba jo atstovas prisiima atsakomybe,
susijusia su produkfu,

I$leidimo data: 2010-07-16 Patvirtinimo data: 2010-07-16

Paragas: Frank Skarpsno Para¥as: Arild R. Hansgard

Vykdantysis auditorius/ Vykdantysis inZinierius Vykdantysis inZinierius

Nemko AS ' Ofisoadresas ~ Tinklapis ' Telefonas. Faksas

P.O. Box 73, Blindein Gaustadalleen 30 www.nemko.com +47 22 96.03 30 2060 55
N-0314 Oslo, Norvegija Oslo Imongs. teleforras: b0




EUROPOS DIREKTYVOS ATITIKTIES CE
SERTIFIKATAS

Sertifikato nr.: EU1007411
UzZsakymo nr.: 153454

Gamintojo pavadinimas ir  Brasseler JAV, Medical

adresas: dba Tava Surgical
4837 McGrath Street
Ventura, CA 93003
Prietaiso riiis: Elektriniai chirurginiéi instrumentai ir jy priedai

1 Priedas: 1 puslapis i§ 1.

Seriifikatas yra susijes su auk&&iau minéta informacija ir apima Sivos prietaisus/modelius:

Chirurginiai greZtuvai GMDN kodas: 46392
Chirurginiai pjovimo a¥menys GMDN kodas: 46476
Ortho galios sistema GMDN kodas: 44641
Gen I galios sistema GMDN kodas: 44641
Preumicro galios sistema GMDN kodas: 44505
Pulse lavage GMDN kodas: 43667
Pulse lavage plastikai GMDN kodas: 47891
XK-Pro elekiros sistemos GMDN kodas: 37841
Milling handpiece GMDN kodas: 37841

Bleidimo data: 2010-07-16 Patvirtinimo data: 2010-07-16

Parafas: Frank Skarpsno Paragas: Arild R. Hansgard

Vykdantysis audilorius/ Vykdantysis inZinierius . Vykdantysis inZinierius

'Il§versta E;:zsm. aj
Su LR BK

Nemko AS Ofiso adresas Finklapis * Telefonas.
P.0. Box 73, Blindern Gaustadalleen 3¢, www.nemko.com +4732960330
N-0314 Oslo, Morvegija Oslo. [monés telefonas:

2960 550, °\¢
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ZERTIFIKAT @« CERTIFICATE #

D)

- = Peoduct Sepvice

EC Certificate ‘
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
{Devices in Glass lla, b or Il
No. G114 09 38979 021
Manufacturer: Stryker Trauma AG

Bohnackerweg 1

2545 Selzach

SWITZERLAND
Facility(ies): -' Stiyker Trauma AG

Bohnackerweg 1, 2645 Selzach, SWITZERLAND
Product - Implants and materials for osteosynthesis
Category(ies): - External fixation devices for osteosynthesis

- Instruments and accessories for osteosynthesis
- Instruments for joint implantation

The Certlfication Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a qualily assurance system for deslgn, manufaclure and final
inspection of the respeclive devices / device categoties in accordance with MDD Annex Il. This
quality assurance system conforms to the requirements of this Direclive and is subject to
periodical survelllance. For marketing of class Ill devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713048794
Valtd from: 2014-10-12
Valid until: 2018-10-11

H-&

Hans-Heiner Junker

Date, 2014-10-10

SORMEDICA,
ue 7
TV SUD Produgt Service GmbH is Notified Body with identification no. 0123

Page 10f1

) . o g @:
TOV S0 Product Service GmbH, - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen. - Garmany L1V




EC SERTIFIKATAS

Pilna kokybés uztikrinimo sistema
(Medicinos prietaisy direktyvos 93/42/EEC 1I priedo 4 skirsnis)

Nr. G114 09 38979 021

Gamintojas: Stryker Trauma AG
Bohnackerweg 1
2545 Selzach
SVEICARIJA
Infrastruktiira: Stryker Trauma AG

Bohnackerweg 1, 2545 Selzach, SVEICARIA

Produkty kategorija (-os): Implantai ir osteosintezés medZziagos;
ISorinés fiksacijos prietaisai osteosintezei
Osteosintezés instrumentai ir priedai
Implantuojami sanariai
Sanariy implantacijos instrumentai

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad aukitiau minétas
gaminfojas jdiegé atitinkamy prietaisy/prictaisy kategorijy kiirimo, gamybos ir galutinio jvertinimo
kokybeés uztikrinimo sistemg pagal Medicinos prietaisy direktyvos 93/42/EEC 1I priedo 3 skirsnio
reikalavimus. Si kokybes u#tikrinimo sistema atitinka Zios Direktyvos reikalavimus ir turi biiti
periodiSkai priZitirima. Prekybai I klasés prietaisai papildomai biitinas papildomas II Priedo (4)
sertifikatas. Zitrekite pastabas kitame lape.

Ataskaifos nr.: 713048794
Galioja nuo: 2014-10-12
Galioja iki: 2019-10-11

Data: 2014-10-10
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EC-CERTIFICATE

(Full guality assurance system)

DQS Medizinprodukte GmbH

hereby cerlifies that the company

Integra York PA, Inc.

588 Davles Drive
York, PA 17402 ‘
United States of America

has Implemented and malntains a full quafity assurance system which applies 1o the products
at every stage from design fo final controls.

An audil, documented in a report, perfoormed by DQS, has verified that this quality assurance
system fulfils the requirements of

Annex Il — excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

wilh respect {o the following medical devices:

as listed in annex

The manufaclurer is subject to surveillance according to Annex II, Sectlon 5. The CE marking
wilh the Nolified Body Number {0297) may be affixed on the devices listed In the certificate. An
EC Design Examination Certificate according to Annex i, Section 4 is required for class IlI
devices covered by this certificate. In case of class Is devices the cerlificate is restricted to the
aspecls of manufacture concerned with securing and maintaining sterile condilions. In case of
class Im devices lhe certificate is restrlcted to the aspects of manufaclure concerned with the
conformity of the products with metrological requirements.

Cerlificale registration no. 399673 MR2k

Cerlification ID 170511300

Date of cerlification 2011-02-01

Valid until 2016-01-31

Frank Graichen Stefan Hofmann
Managing Director Head of Certification Body

August-Schanz-Slraflie 24, 60433 Frankfurt em Main, Tel, +49 (0) 62 95427-0, m

DQS Medizinprodukte GmbH 15 a Notlfied Body according to Councli Directive 93/42/EEC
congerning medical devlces with the Notifled Body Number 0297.

b1 5+ 1+
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Annex to Certificate
Registration No. 399673 MR2k
Certificate ID 170511300
(Issued: 2011-02-01)

Integra York PA, Inc.

589 Davies Drive
York, PA 17402
United States of America

Product:
Endoscopes

Endoscoplc instruments
Suclion tubes and cannulas

Bi- and monopotar RF/HF surgical instruments and electrodes

RF/HF accessories

Surgical instruments

Sterilizalion contalners

Tracheal and layryngectomy tubes
Dental instrurents

Dental devices and dental material
Ophthalmic devices

Ligaling devices and accessories
Membrane tacks

This annex (edition: 2011-02-01) is only valid In connaction,

with. the: above-mentioned cerlificate.

Risk class:

lla

lia

fa

lib

Iib

I and lla
I

Ita

| and lla
| and lla
|

land lla
lib
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EB SERTIFIKATAS
(Pilna kokybés uztikrinimo sistema)

DQS Medizinprodukte GmbH

Patvirlina, kad jmone

Integra York PA, Inc.

589 Davies Drive
York, PA 17402
Jungtinés Amerikos Valstijos

idiegé ir pataiko piing kokybés uZlikrinimo sistema, kuri taikoma produktams kiekviename etape-
nue produkto kiirimo iki galulinio patikrinimo.

Patvirlinto ataskaitoje audito metu, kurj atiiko DQS, buvo [sitikinta, kad &I pilna kokybés
ustikrinimo sistema afitinka relkatavimus, kurie keliami

Tarybos Direktyvos 93/42/EEB dél medicinos prietaisy, Priede
il, i$skyrus 4 skyriy

Alsitvelgiant | Siluos medicinos prietaisus:

kurie I&vardinti priede

Gamintojas priZldrimas pagal Il Priedo, 5 Skyriy, CE Zyméjimas su Notifikuotosios {stalgos
Numeriu (0297) gali biili naudojamas seriifikate [3vardintiems prietaisams. EB Kirimo Patikros
Sertifikatas pagal Il Priedo, 4 Skyriy biitinas Siame sertifikate iSvardintiems Il klasés
prietaisams. (s klasés atveju serlifikatas skirtas tik tiems gamybos aspeklams, kurle susijg su
saugumu ir sterilumu. Im klasés alveju sertilikatas skirtas tik liems gamybos aspektams, kurio
susijg su produktul ketiamais metrologiniais reikalavimais.

Serfifikalo registracijos nr. 399673 MR2k

Serlifikavimo ID 170511300 i
I o Tivarsta telsingal
Sertifikavimo data 2011-02-01 %H%RBK 05 str. susipatings
Galioja iki 2016-01-31 orfdjasydeban fetse
|Patento numeris: U 0025033
Frank Cralchen, Stefan Hofmann
Generalinis direklorius, Serlifikevimo [staiges vadovas.

August-Schanz-Stralie 21, 60433 Frankfurt am Main, Tel. +49 (Q) 69 95427-0, medical. devices@dgs, 142
DQS Medizinprodukte GmbH, ﬁr.a Notifikuotojl [stalga pagal Tarybos Direktyva 93/42/€E T

da! medicinos prietalsy, Netifikuotoslos |staigos. Numerls 0297,

TR R




Sertifikato, Registracijos Nr.
399673 MR2k, Priedas
Sertifikato ID 170511300
(ISduotas: 2011-02-01)

Integra York PA, Inc.

589 Davies Drive
York, PA 17402
Jungtinés Amerikos Valstijos

Produktas: Rizikos klase:
Endoskopai lia
Endoskopiniai instrumentai lla
Siurbimo vamzdeliai ir kaniulés lla
Bi- ir monopoliariniai RF/HF chirurginiai instrumentai ir elekirodai lib
RF/HF priedal b
Chirurginiai instrumentai lLirlla
Steritizavimo talpos [
Trachéjos ir laringektomijos vamzdeliai lla
Odontologiniai instrumental lirlla
Odontologinés priemonés ir medZiagos birlla
Oftalmologinlai prietalsai {
Ligavimo prietaisai Ir priedai lir lla
Vinelés ptadlomis galvomls b

Tivorsta teisingal

Su LR BK, 05 stﬁus;pai gs

Vﬁrtejar Aot Ftne by

Sis priedas (lefdimas; 2011-02-01) galioja tik kartu su
aukitiau esandiv serdifikatu.




