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KOSTEC Co., Ltd.
(Taejang-dong, Wonju-Médical Industry Technocenter 2-101, 2-1 02-2 )
42-10, Tagjanggongdan-gil, Wonju-si, Gang-won-do, 220+ 962, Ko ea

DECLARE UNDER OUR SOLE RESPONSIBILITY THA'T"ZTHE :!;RbDUCT:

PRODUCT : Medlhal :LCQ MO"I!‘OI'

TYPE-DESIGNATION :

MULTI MODEL(S) :

EMCD: “EN‘35011, 2009+A%:2010] Gmap 1, ‘Class A Equipiient]
‘ EN'60601-1-2:2007
EN 61000~3-2:2006+A1:2009+A
EN 61000-3-3:2008 s

LVD: ‘EN 60601-1:2006+AC:2010 )

RoHS: IEC 62321:2008
EN 50581:2012

FOLLOWING THE PROVISIONS OF THE

EMC.Directive 93/, 42/EEC, 2004 /108/EC, Lvp Directive 93/’42,£EEC
RoHS Directive 2011 /65/EU, 2011/534/EU.
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PFeklad z anglického jazyka do ¢eského jazyka

PROHLASEN| O SHODE

My, spole€nost

KOSTEC Co., Ltd.

(Taejang-dang, Wonju Medical Industry Technocenter 2-101, 2-102-2-108)
42-10, Taejanggongdan-gil, Wonju-si, Gang-won-do, 220-962, Korea

PROHLASUJEME NA SVOU VYHRADNI ZODPOVEDNOST, ZE PRODUKT:

Produkt: Lékafsky LCD monitor
Typ-oznaéeni: KT-E260FBE

Nasobné modely: KT-R260FBE

NA KTERY SE VZTAHUJE TOTO PROH LASENI, JE VE SHODE
S NASLEDUJICIMI NORMAMI NEBO JINYMI NORMATIVNIMI DOKUMENTY:

Elektromagneticka kompatibilita: EN 55011:2009+A1:2010 [zafizen( skupiny 1, tfidy A]
EN 60601-1-2:2007
EN 61000-3-2:2006+-A1:2009+A2:2009
EN 61000-3-3-2008

Zafizeni nizkého napéti: EN 60601-1:2006+AC:2010

Omezenf nebezpecnych litek (RoHS): IEC 62321:2008
EN 50581:2012

A SPLNUJE POZADAVKY USTANOVENI:

smérnice 93/42/EHS, 2004/108/ES tykajici se elektromagnetické kompatibility, smérnice
93/42/EHS tykajici se zafizeni nizkého napéti, smérnice 2011/65/EU, 2011/534/EY 0 omezeni
pouZivani nékterych nebezpeénych latek v elektrickych a elektronickych zafizenich (RoHS).

7. &ervence 2014

{Datum vystavent)

(necitelny podpis) Pro vai jistotu pii diagnostikovani
0.5. KWON / prezident KOSTEC

(iméno a podpis opravnéné osoby)




CERTIFICATE

for the Quality Assurance Systemn

according the Directive
Annex Il excluding seCHOVAT/
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As a Notified Body of the European Unior; WB&:&W{W@W;M%W#W
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Richard Wolf Gm 7/
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/ 7777777 7 7
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Pforzheimer Strae 32, 18438 Keftiingen, Gptmany~— 77, ~ %
. . 7 7772772
Certified location: 77777227 7
P /! g’ ”’ z y // p :‘ " ”~
Pforzheimer Strafbe 32, 76438 Krittfingen, Germiany 777 Z

applies a quality asslurance system according {o the Directive S3M42EEC Arwex 1| for the medicat
devices listed in the annex. The approvalis based onthe resalt of the re-certification audit report 50.
50593-26-00, the decision dated 2017-05-17 and is orly vatid in connsction with the St
performance of the annual survéillance audits.

This certificate is valid from 2017-05-17ta 20200516

Registration No.: 50593-16-04

K % N4 * Benannt durchiDesignated by

*‘ Zentralstelle der Lander i
a2 for Gesundheitsschutz

* ;%L = * {)elirz:etr:ltteln und 3
* * ** Medizinprodukten 2
* u Kk ZLG-BS-295.10.02

Ruth Delbedk-Bayer
DEKRA Certification GmbH Stuttgart; 2017-05-17
Notified Body ID-number: 0124

DEKRA Certification GmbH *+ Handwerkstrafie 15* D-70565 Stuttgart * www.dekra-certification.de
page 1of 1



> DEKRA

Annex to the EC Certificate No. 50593-16-04

Revision status: 0

Valid from 2017-05-17 to 2020-05-16

Devices/device categories included in the certificate:

Class |s:

For the products listed below, review of the Quality Assurance System refers exclusively to aspects of
manufacture concerned with securing and maintaining sterile conditions.

— Suction system filter, plume particulate

Class | m:

For the products listed below, the review of the Quality System refers exclusively 1o the aspeaots of
manufacture concerned with the conformity of the products with the metrological requirements.

— Robotic surgical navigation system application software

Class Il a; 7 711/

- Basic endotracheal tube, reusable
— Basic roller pump Z /
— Bone punch 7 7

— Bronchoscopy tube /77 - 7 )
- Cannulated surgical drlll reusabls . T /]
-~ Endoscope assembly aetapfor 2 Z = ;
-~ Endoscope leak testét Aﬁz/chafﬁcat 77 z 22
- Endoscopic electrosufgical f!aﬂdﬁQcP'e;lécﬁade éimtaf feuﬁs&fe Z 7

- Endoscopic electmsutéﬂ".a},haﬂd:ﬁecefema’ode, monopmar reusebig Z 7z

-  Endoscopic irrigafign/; 77 Z :
— Endoscopic neédic, generaf»pué;g;‘gi/fgwe 7 //? Z
- ENT probe 000002 Z ; ’
—  Flexible fibreoptic brdncﬁdsobpe . 77772222

- Flexible fibreoptic choledochoseare 777 77
- Flexible fibtéoptic oystéuremroscope

- Flexible fibreoptic hysteroseape

- Flexible fitreoptic naﬁmyngme

— Flexible fibreoptic urefetorenascope

— Flexible yideo bronchogcope; feusable

— Flexible Jﬁdea oystoscope, reusable

- Flexible vjdeo ursterorenoscope

- Fluted surélfzal drill, reusatfe

—  Fluted surgml drill, single uss, sterile

- General-purpose suction ystem line-powered

— Haemorrhoid ligator

— High-pressure medical gas ’tubm/g/

- Laparoscopic multi-instrument access port. reusable
— Laparoscopic multi-instrument access poﬂ,,s"(nq!é.lse
— Laparoscopic sleeve

— Laser lithotripsy system

- Line-powered surgical drilling system motor

\\

DEKRA Certification GmbH * Handwerkstrate 15 * D-70565 Stuttgart * www.dekra-certification.de
Page 10of 3



Annex to the EC Certificate No. 50593-16-04

Revision status: 0
Valid from 2017-05-17 to 2020-05-16

Devices/device categories included in the certificate:

Class Il a:

— Medical air low pressure tubing

-~ Microbial medical gas filter, sterile, single-use

Operating room audiovisual data/device management system application software

- Orthopaedic burr, reusable

— Orthopaedic burr, single use

— Oscillating surgical saw blade, reusable

— Oscillating surgical saw blade, single use

— Particulate water purification filter

— Proctoscope, reusable

— Rectoscope

— Resectoscope

— Rigid bronchoscope

— Rigid cystourethroscope

— Rigid endoscopic cannula, reusable 7 00

- Rigid endoscopic cannula, single use ; /
— Rigid endoscopic grasping forceps, reusable : Z g
- Rigid endoscope sheath : : 00 /
— Rigid endoscope telescope 7 "/
— Rigid endoscope working guide 2 7 Z

— Rigid hysteroscope 4 7 A
- Rigid intubation laryhgoseope -~ - Z /
- Rigid mediastinoszopé / ' Z
~ Rigid nephroscdpe ; / o

- Rigid oesophagoscope 7

B DEKRA

- Rigid optical japarascope : 7 7 Z
- Rigid uretefotenoscope Z 2 ‘ -
-~ Rigid video laparossope Z

— Sagittal surgical gaw blade, reusable o >
~  Sagittal surgleal saw blade. singls use

- Self-retain}ng surgicef refraction systemming

- Spring-loaded preumoperitoneum naedle, reusable

— Stereotactic surgety system probe, reusable

— Suction cannulg, reusable Z

— Suction systerm tubing

-~ Surgical :_irﬁll chuck

- Surgical ﬂu‘gjsmoke waste management systern suction unit
- Surgical gouge .

- Surgical irriga'nonlaspirau/pﬂ’ha{dprece. reuszbie

- Surgical irrigation/aspiratioff tubing set

— Surgical irrigation tubing seét, singie-use

- Surgical power tool system comrolrW powered

- Surgical power tool system handpiegg, rotary, prieumatic

— Surgical utensil washer/decontaminator

- Tissue extraction bag

— Tissue morcellation system

—  Uterine manipulator

DEKRA Certification GmbH * Handwerkstrafe 15 * D-70565 Stuttgart * www.dekra-certification.de
Page 2 of 3



DEKRA

Annex to the EC Certificate No. 50593-16-04

Revision status: 0
Valid from 2017-05-17 to 2020-05-16

Devices/device categories included in the certificate:

Class |l b:

- Clip, surgical, suture
~  Electrohydraulic lithotripsy system
- Electromechanical orthopaedic extracorporeal shock wave therapy system
- Electrosurgical system generator
~ Endoscopic electrosurgical electrode, bipolar, single-use
- Endoscopic electrosurgical electrode, monopolar, reusable
— Endoscopic electrosurgical electrode, monopolar, single-use
+ — Endoscopic electrosurgical handpiece/electrode, bipolar, reusable
- Endoscopic electrosurgical handpiece/electrode, monopolar, reusaiie
- Endoscopic electrosurgical handpiece/electrode, monopolar. single-use
— Gastrointestinal endoscopic insufflator 7
— Hysteroscopic irrigation/insufflation system
— Laser lithotripsy system
— Nasal snare, reusable ;
- Operating room audiovisual data/device management System
—  Operating room audiovisual dataffisvice meanagement system application sofforate
- Piezoelectric lithotripsy systemr ~~~ :
~  Polymeric ureteral stent
= Ultrasonic lithotripsy systens ~ : /
= Ureteral stent-placefnént set ~ 2777 = ' 7

Ruth Delbetk-Bayer
DEKRA Certification GmbH, Stuttgart, 2017-05-17
Notified Body ID-number: 0124

DEKRA Certification GmbH * Handwerkstrae 15 * D-70565 Stuttgart * www.dekra-certification.de
Page 30f 3



Pfeklad z anglického jazyka do &eského jazyka

CERTIFIKAT ES

O SYSTEMU ZAJISTENI KVALITY

v souladu se smérnici 93/42/EHS,
pfilohou II, vyjma &asti (4)

Spoleénost DEKRA Certification GmbH jako notifikovany organ Evropské unie potvrzuje, ze

spoleénost Richard Wolf GmbH

Pforzheimer StraBe 32, 75438 Knittlingen, Némecko
certifikované misto:

Pforzheimer StraBe 32, 75438 Knittlingen, Némecko

aplikuje systém zajiténi kvality vsouladu se smérnici 93/42/EHS, pFilohou Il v souvislosti se
zdravotnickymi prostiedky uvedenymi v pFiloze. Schvaleni je zaloZeno na vysledku zpravy
recertifikatniho auditu €& 50593-26-00, rozhodnuti ze dne 17. . 2017, a je platné pouze pod
podminkou dspésného provedeni roénich kontrolnich auditd.

Tento certifikat je platny od 17. 5. 2017 do 16. 5. 2020.
Registracni ¢.: 50593-16-04
(necitelny podpis) Razitko:

Dekra Certification GmbH

HandwerkstraB8e 15 Pové&feni vydal (fad:

D-70565 Stuttgart Zentralstelle der Linder

fiir Gesundheitsschutz

LG bei Arzneimitteln und

Ruth Delbeck-Bayer Medizinprodukten
Dekra Certification GmbH Stuttgart, 17. 5. 2017 ZLG-BS-295.10.02

Notifikovany orgén id. &.: 0124

Certification GmbH * HandwerkstraRe 15 * D-70565 Stuttgart * www.dekra-certification.de Strankalz1



Pfiloha k Certifikatu ES &. 50593-16-04

Revize: 0
Platnost od 17. 5. 2017 do 16. 5. 2020
Kategorie prostfedki/prostfedku zahrnuté v tomto certifikatu:

Tiida | s:
Pro niZe uvedené produkty, prezkoumani systému zajisténi kvality se vztahuje vyhradné na aspekty
vyroby tykajici se zajisténi a udrieni sterilnich podminek.

- Filtr saciho systému, prachové &astice

Tiida i m:
Pro niZe uvedené produkty, prezkoumani systému kvality se vztahuje vyhradné na aspekty vyroby
tykajici se shody produkt s metrologickymi pozadavky

- Aplikaéni software pro roboticky chirurgicky navigaéni systém
Ttida Il a:

- Zakladni endotrachealnf trubice, na opakované poufziti

- Zékladni rotaéni pumpa

- Klesté na kosti

- Bronchoskopicka trubice

- Kanylovany chirurgicky vrtak, na opakované pouZiti

- Adaptér endoskopické sestavy

- ZkouSetka tésnosti endoskopu, mechanicks

- Endoskopicka elektrochirurgicks rukojet/elektroda, bipolérni, na opakované pouziti
- Endoskopicka elektrochirurgicka rukojet/elektroda, monopolérni, na opakované poufziti
- Endoskopicka irigagni/aspiraéni pumpa

- Endoskopicka jehla, viestranné Géely, na jedno pougiti

- Sonda ENT

- Flexibilni opticky vidknovy bronchoskop

- Flexibilni opticky vlaknovy choledochoskop

- Flexibilni opticky vidknovy cystouretroskop

- Flexibilni opticky vlaknovy hysteroskop

- Flexibilni opticky viaknovy nasofaryngoskop

- Flexibilni opticky vidknovy ureterorenoskop

- Hexibilni video bronchoskop, na opakované pouZiti

- Flexibilni video cystoskop, na opakované pouziti

- Flexibilni video ureterorenoskop

- Drézkovany chirurgicky vrtak, na opakované pougzitf

- DréZkovany chirurgicky vrtak, jedno pouZiti, sterilni

- Saci systém na veobecné pousiti, kabelové napajeni

- Hemoroidovy ligétor

- Vysokotlaké zdravotnické plynové trubice

- Laparoskopicky pfistupovy port pro vice nastroji, na opakované pousiti
- Laparoskopicky pFistupovy port pro vice nastrojl, na jedno pousiti
- Laparoskopicky rukav

- Laserovy litotripsovy systém

- Kabelové napdjeny motor pro chirurgicky vrtaci systém

Certification GmbH * Handwerkstrae 15 * D-70565 Stuttgart * www.dekra-certification.de Stranka 123



P¥iloha k Certifikatu ES &. 50593-16-04

Revize: 0

Platnost od 17. 5. 2017 do 16. 5. 2020

Kategorie prostiedkd/prostiedku zahrnuté v tomto certifikatu:
Trida ll a:

. Zdravotnické vzduchové nizkotlaké trubice
- Mikrobialni zdravotnicky plynovy filtr, sterilni, na jedno pouZiti
- Aplikaéni software pro audiovizualni datovy/pFistrojovy systém fizeni pro operaéni sal
- Ortopedicka fréza, na opakované pouZiti
- Ortopedické fréza, na jedno poutiti
- Oscilujici chirurgicky pilovy list, na opakované pouZiti
+ - Oscilujici chirurgicky pilovy list, na jedno poutiti
- Casticovy vodni Eistici filtr
- Proktoskop, na opakované poufiti
- Rektoskop
- Resektoskop
- Rigidni bronchoskop
- Rigidni cystouretroskop
- Rigidni endoskopicka kanyla, na opakované pouZiti
- Rigidni endoskopicka kanyla, na jedno pouZiti
- Rigidni endoskopické uchopovaci klesté, na opakované pouZiti
- Rigidni endoskopické pouzdro
- Rigidni endoskopicky teleskop
- Rigidni endoskopické pracovni voditko
- Rigidni hysteroskop
- Rigidni intubaéni laryngoskop
- Rigidni mediastinoskop
- Rigidni nefroskop
- Rigidni esofagoskop
- Rigidni opticky laparoskop
- Rigidni ureterorenoskop
- Rigidni video laparoskop
- Sagitalni chirurgicky pilovy list, na opakované pouZiti
- Sagitalni chirurgicky pilovy list, na jedno poutiti
- Samodriny krouzek chirurgického refrakéniho systému
- PruZinovd pneumoperitoneélnfjehla, na opakované pouZiti
. Stereotakticka sonda chirurgického systému, na opakované poutiti
- Saci kanyla, na opakované pouiiti
- Trubice saciho systému
. sklitidlo chirurgického vrtaku
- Saci jednotka pro systém fizeni chirurgického kapa|inového/kouFového odpadu
- Chirurgické dlato
- Chirurgicka iriga¢ni/aspiraéni rukojet, na opakované poutziti
- Chirurgicka irigatni/aspiratni sada trubic
- Chirurgicka irigagni sada trubic, na jedno poutiti
- Ridici jednotka pro systém chirurgickych nastroju, kabelové napajeni
- Rukojet pro systém chirurgickych nastrojd, rotagni, pneumatickd
- Myéka chirurgickych nastrojl/dekontamindtor
- Tkanovy extrakéni vak
- Tkanovy morcelagni systém
- Délozni manipulator

Certification GmbH * HandwerkstraBe 15 * D-70565 Stuttgart * www.dekra-certification.de Strénka223



Pfiloha k Certifikatu ES & 50593-16-04
Revize: 0

Platnost od 17. 5. 2017 do 16. 5. 2020
Kategorie prostiedki/prostiedku zahrnuté v tomto certifikatu:

Ttida Il b:

- Svorka, chirurgickd, sutura

- Elektrohydraulicky litotripsovy systém

- Elektromechanicky ortopedicky mimotéIni Sokovy vinovy terapeuticky systém

- Generator elektrochirurgického systému

- Endoskopicka elektrochirurgicka elektroda, bipolarni, na jedno pousiti

- Endoskopicka elektrochirurgicka elektroda, monopolarni, na opakované pouZiti

- Endoskopickd elektrochirurgicks elektroda, monopoldrni, na jedno pouziti

- Endoskopicka elektrochirurgicka rukojet/elektroda, bipolarni, na opakované pouzitf

- Endoskopicka elektrochirurgicks rukojet/elektroda, monopolérni, na opakované pouziti
- Endoskopicka elektrochirurgicks rukojet/elektroda, monopolarni, na jedno pougiti

- Gastrointestinalni endoskopicky insuflator

- Hysteroskopicky irigaéni/insuflaéni systém

- Laserovy litotripsovy systém

- Nosniklitka, na opakované pouiiti

- AudiovizudIni datovy/pfistrojovy systém Fizeni pro operaéni sal

- Aplikaéni software pro audiovizuaini datovy/pfistrojovy systém Fizeni pro operaéni sal
- Piezoelektricky litotripsovy systém

- Polymerovy ureteraini stent

- Ultrazvukovy litotripsovy systém

- Ureterdini sada pro zavadéni stentu

(necitelny podpis) Razitko:
Dekra Certification GmbH
HandwerkstraRe 15
D-70565 Stuttgart

Ruth Delbeck-Bayer
Dekra Certification GmbH Stuttgart, 17. 5. 2017
Notifikovany orgén id. &.: 0124

Certification GmbH * HandwerkstraRe 15 * D-70565 Stuttgart * www.dekra-certification.de Stranka3z3



CONMED

L1 NV ATETC

11311 Conapt Boulevard « Largo, FL 337734908 » 727-392-6464 © wvw linvatec.com

Prohlaseni o shodé
(2A-36003, Rev. 08)

Vyrobce: ConMed Linvatec
11311 Concept Boulevard
Largo, Florida 33773 USA

Zastupce pro evropsky trh: MDSS GmbH
Schiffgraben 41
30174 Hannover, Némecko

Certifikacni organ: British Standard Institute (BSI)
Kitemark Court
Davy Avenue
Milton Keynes MK5 8PP
Velka Britanie

CE identifikaéni cislo: 0086

Klasifikacni trida: lla, smérnice 11

Posouzeni shody podle: mezinarodni smérnice 93/42/EEC, &lanek 11, sekce 3.2/CE
Cislo 574219

GMDN kéd/nazev: 36003 / Artroskopicky irigaéni / distenéni systéem

UMDN kod, nazev: 17676 / Irigaéni / distenéni systém

Skupina produktii: Systémy kontrolujici a zajistujici pfisun tekutin

Kat. cislo Popis Cislo tech. Datum 1.

dokumentace certifikace
24K 24K iriga¢ni konzole 09-01 Srpen 2008
10K 10K iriga&ni pumpa 10-01 Cerven 2004

My, jakozto vyrobci prohlasujeme, Ze vySe uvedené zdravotnické pristroje/nastroje jsou v souladu
s platnymi opatfenimi smérnice 93/42/EEC tykajici se zdravotnickych pfistrojl.

e Dec 2013

_ Date
Manager, Regulatory Affairs
ConMed Linvatec
Largo, Florida USA



HISTORIE ZMEN DOC

Datum Rev. Popis zmény Divod zmény
25-01-2010 01 Pfenos produktu z technické Prvni vydani technické
dokumentace ¢islo 30-0049, obsah 3 dokumentace 2A-36003-09-
01
15-3-2010 02 Pfenos 10k pumpy z technické Prvni vydani technické
dokumentace ¢islo 30-0049, obsah 2 dokumentace 2A-36003-10-
01
21-10-2010 03 Formatovani zmén DoC a aktualizace ISO Formatovani a aktualizace
13485 standardl
4-3-2011 04 Aktualizace CE certifikatu Aktualizace CE certifikatu
13-5-2011 05 Odstranéni dovétku 2007/47/EC Tento dovétek neni nezbytné
nutny. VSechny prohlaseni o
shodé oznacené po
21.3.2010 jsou v souladu se
smérnici tykajici se
zdravotnickych prostiedk
2-9-2011 06 Zmeéna certifikacniho organu, ID a &isla Zména TUV na BSI jako
certifikatu, odstranéni listu aplikovanych certifikatniho organu
standard(
8-1-2013 07 Uprava DoC Dokument se shoduje s IEC
60601 tieti vydani
5-12-2013 08 Zména zastupce pro evropsky trh Zména zastupce pro

z ConMed Linvatec Biomaterials na
MDSS

evropsky trh




CONM D®
/1 WV i
CORPORATION

Declaration No.

A e

TF-86
Declaration of Conformity
Manufacturer: CONMED Corporation
Address: | 525 French Road
Utica, New York 13502 USA
European Auth. Rep.: MDSS GmbH
Schiffgraben 41
D-30175 Hannover
Germany
Notified Body British Standards Institute (B8SH
Address: Kitemark Court, Davy Avenue,
Knowlhili, Milton Keynes
MK5 8PP
United Kingdom
NB Identification #: 0088
Conformity Assessment: Annex (l1), Section (3) of the Directive 93/42/EEC on
Medical Devices
EC Certificate Number: CE587783
Device Classification: Class lIb
Rule per Annex IX: Rule 6 and 9
Product Family: Electrosurgical Generators and Accessories
Roference lumber Product Description Date 1% CE Marked
AES-1 Arthroscopic Energy Generator May 2014
AES-90S Arthroscopic Energy 90 degree Probe w/Suction | May 2014
AES-508 Arthroscopic Energy 50 degree Probe w/Suction | May 2014
AES-30 Arthroscopic Energy 30 degree Probe May 2014
AES-80SC Arthroscopic Energy 80 degree Probe wiSuction | November 2015

Form # WI-RA-02-F4, Rev. B, 29JULI15 DOC TF 86 Rev. C Page 1



Y ._.' B )]
ONMED
CORPORATION

List of Applied Harmonized Standards and years

EN 880:2008 — Symbols for the use in the labeling of medical devices

EN 1041:2008 - Information Supplied by the Manufacturer with Medical Devices

EN 556-1:2001/AC:2006 — Sterilization of medical devices — Requirements for medical devices
to be designated “STERILE” - Part 1: Requirements for terminally sterilized medical devices
EN 60601-1:2006/ A1:2013 ~ Medical Electrical Equipment — part 1: General Requirements for
Basic Safety and Essential Performance

EN 60601-1-2:2007/AC:2010 — Medical Electrical Equipment — Part 1- 2: General
Requirements for Safety — Collateral Standard: Electromagnetic Compatibility- Requirements
and Tests

EN 60601-2-2:2009 - Medical Electrical Equipment — Part 2-2: Particular Requirements for the
Safety of High Frequency Surgical Equipment and High Frequency Surgical Accessories

EN 62366:2008 ~ Medical Devices — Application of Usability Engineering to Medical Devices

EN ISO 10993-1:2009/AC:2010 - Biological evaluation of medical devices -- Part 1; Evaluation
and testing within a risk management process

EN I1SO 10983-5:2009 - Biological evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity

EN 1SO 10993-7:2008 - Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals

EN 1SO 10993-10:2013 - Biological evaluation of medical devices - Part 10: Tests for Irritation
and Skin Sensitization

EN ISO 11135-1:2007 - Sterilization of health care products - Ethylene oxide - Part 1:
Requirements for the development, validation, and routine control of a sterilization process for
medical devices.

EN SO 11607-1 2009 - Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging systems

EN SO 11607-2.2006 - Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes

EN iSO 13485:2012/AC 2012 - Medical devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 14155:2011 - Clinical investigation of medical devices for human subjects - Good
clinical practice

EN ISO 14971:2012 - Medical devices - Application of risk management to medical devices

We, the manufacturer, hereby declare that the medical devices listed on this declaration conform
with the applicable provisions of EC Directive 93/42/EEC of 14June 1993 concerning medical
devices.

Gea  SD 208

Datd

e
onMed Corporation
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