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Praduct Servica

CERTIFICATE

No. Q517 09 72017 010

Holder of Certificate: MAQUET CRITICAL CARE AB
GETIMNGE * Réntgenvagen 2

171 54 Saina
SWEDEMN

Facility(ies): MAQUET CRITICAL CARE AB
Rtmtgenvagen 2, 171 54 Solna, SWEDEN

Certification Mark:

Scope of Certificate: Development, manufacturing and
marketing of Anaesthesia, Monitoring
and Ventilator Systems

Applied EN ISC 134852016

gtandard{g,}; Medical devices - Quality management systems -
Requirernenis for regulatery purposes
{502 13485:2016)
DI EM 180 13485:2018

The Cerification Body of TUV SUD Product Setvice GmboH certifies that the company mentionad
ahove has established and is maintaining a quality managameant system, which meats the
requirgmants of the listed standard{s). See also notes overleaf.

Report No.: 13108916
Valid from: 2017-12-30
Valid until: 2020-12-24

Date, 2017-11-27 ; fiwy i

Stefan Prail

Dresi
ARpratHnrdng i
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TUV 8UD Product Sorvice GmbH - Zertifizierstelie - RidlerstraBe 65 - 80339 Misichen - Germany T



EC CERTIFICAT

for the Quality Assurance Syste

according the Directive 93/42/EEC,
Annex Il excluding section (4)

As a Notified Body of the European UniﬁnfDEKR#rDamﬁLatm G:_‘:ft:ﬁ '-_::ertiﬁes,ftﬁ_a't ;he:pnm;’:}_&ny, P

Maquet Cardiopulmonary GmbH

Kehler Stralle 31, 76437 Rastatt, Gefmany,

appiies a quality assuranca system according to the Directive 93/42/EEC Annex I for the medical
devices listed in the annex. The approval is based on the result of the re-certification audit report na.
50008-Z6-00, the decision dated 2017-08-27 and is only valid in connection with the successful
performance of the annual survelllance audits,

This certificate is valid from 2017-07-10 to 2020-07-09
Registration No.: 50008-16-09

" ol 4 Benaant durchDesignaing by
& e Eenbuimedic tvy Loadsr
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DEKRA Certification GmbH Stutigart: 2017-08-27 o | Ll
Motified Bady ID-number; 0124 f BB e
BEKRA Cantffication GmibH * Handwerksialte 15 * D-70555 Stuttaar ™ waw dekra-cerlificstion de Ayl
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Annex to the EC Certificate No. 50008-16 09

Revisicn status: 4

Vailid from 2018-04-17 to 2020-07-0%

Devices/device categories included in the certificate:

Medical Devices for the heart surgery, the intensive care and the cardiology

Class 1 a:

Cxygenators:

o QUADROX- ¥

- AdultiSmall Adult, microporous membrane

- Option: with integrated arterial filter
o QUADROX-D**

- Adult, diffusion membrane

- Option: with integrated arterial filter
o QUADROX-i**

- Neonatal, microporous membrane

- Option: with integrated arterial filter
o QUADROX*#

- Pediairic, microporous m&mbmne

- Option: with integrated arterial filter-
o QUADROXAD *

- Pediatric, drﬁmmﬁ mmhrana

P DEKRA

Class |l a;

*  ‘anous Hardshefl Cmdmtumy Rssewwr
- Aduft *#
- Pediatric * *
- Nepnatal * *

= Venous Softbag Reservoir* *
Heat Exchanger PLEGIQX * #
Arterial Filter QUART *#

Tubing Sets and Components *#
=  Transfer Bags

Suction Devices

= Venous Bubble Trap * #

s Arerial Cannulae *

= Yenous Catheters * *

* Vent Catheters

= AVALON ELITE Bi-Caval Dual Lumen Catheters
= HLS Cannulag **

DEKAS Darieation GmeaH * Handwekatrae 16 * D-T0588 Siukigant * www dekra-centification de
e Page 1 of 3




Annex to the EC Certificate No. 50003—1 6-09

Revision status: 4
Valid from 2018-04-17 1o 2020-07-09

Devices/device calegories included in the certificate:

Medical Devices for the heart surgery, the intensive care and the cardiology

Class b

#*  Hemoconcentrators

= Centrifugal Pump ROTAFLOW * #

s ROTAFLOW Console

*  ROTAFLOW Drive Unit

= CARDHIOHELP Base Unit

=  CARDIOHELP4

= Capacitive Level Sensor CLS with the accessory Level Sensur Pad LEP
*  Flow-Bubble Sensor FBS

*  Bubble Sensor BS

= Temperature Probe

=  ‘“anous Probe

*  Heart-Lung Machine HL 20

= Pump modules for Heart-Lung Maamn,e HL 20 Trpes TF'M RPM
*  Heater Unit HU 35

*  Heater-Cooler Unit HCU 40

= Blood Monitoring Unit BMU.40

= Oxygenator QUADROX-IR X

= Adult/Small Adult, m}crupmuus memhr&ne
- Option: with integrated artesiat filler

= HIT Set (Heparin-induced. ﬂ\rﬂn:!b-t;cytnpenia Sety M'b:amed 5 0/7.0with: SOFT LINE Caahng
*  HIT Set PLS Plus with SDFTLiNE t‘;aaﬂng _
x  Tubing Sets with Hemumnaaﬂtram A
* Tubing Sets with Centrifugal Pumps *¥ -
: MECCSst*#
*  Tubing Sets for CARDiGHELPL “¥.
- Cardiac Intervention Set {Cl Séi}' e
- Organ Donor Perfusion Set (QDP Sel) *#/
Minimized Extra Corporeal Circulation B-et [MEE{J—i:Set} £

b DEKRA

DEKRA Cetification Gmab * Handwerkstrale 15 * DW70585 Stultgart * www dakea-cardtication ge . y
ggs 2of s




Annex to the EC Certificate No. 50008-16-09

Revision stafus: 4 E
Valid from 2018-04-17 to 2020-07-09

Devices/device categories included in the certificate;

Medical Devices for the heart surgery, the intensive care and the cardiology

c H:

* Temporary Pacing Electrode MYWIRE
* PLS Set (Permanent Life Support Set) / PLS Set Plus with BIOLINE Coating
* HLS Set (Heart-Lung Support Set} Advanced 5.0/ 7.0 with BIOLINE Coating.

For the placing on the market of class Il devices covered by this certificate an EC de's.fgm :

examination certificate acoomding to directive 93/42/EEC annex | (4) is required..

* Products with or without BIOUINE Coating
# Products with or without SOFTLINE Cogling.
Products with Bioline Coating are classified into class il

DEKRA Certification GmbH, Stuttgart, 2018-04-17 : oM.
Notified Body |D-number. 0124 | ena GIET
DEXRA Certification Gmbt! * Handwarksirale 16 ¥ 5-70586 Sustigart * wans dskre- pertification de .

e Fage 2af 3



CERTIFICAT

EN ISO 13485:2012 + AC:2012

DEKRA Certification GmbH hereby certifies that the compary

Maquet Cardinpulmunary'gth;

Scope of certification;

Design and manufacturing, dta'tribuﬁm am:‘r service of medical devices fﬂ!‘ tﬁa smq:-e.s hoart surgﬁ:,r,
intensive care, cardiclogy, and ams{ganr:y mdama o

Gertified location:
Kehler Stralle 31, 76437 Rasiatt, Germnany
{further locations see annex)

has established and mainta ﬂ qlmﬂt‘yl’nqnagemem system according to the above mentionad
standard, The n:nnforrrut s adduned mﬂ':\wdrt report no, S0008-26-00.

This certificate is valid fr-‘.ﬁm 251?-%1,0@ 21'}2{1-!]?-09
Registration No.; aumnh 'Fllﬂifm Bl

{{ DAKKS

Dewtsche
Akkreditierungsstolie
D-284- 1603 5-08-00

Ruth Delbepk- aaye:ﬁ:@""wf
DEKRA Certification GmbH Stutigart; 2017-06-27

DERKRA Cartfication GmbH ™ Hantdweristale 15° 0270505 Stifkant * wwae delm-ced ficstioe, da
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Annex to the Certificate No. 50008-11-02

Revision status: 0

valid fram 2017-07-10 to 2020-07-09

The following locations belong to the certificate above:

| Headguarters Certifled location f Scope of r:;r:tifinatlnn
Maquet Cardiopuimonary | Kehler Strafe 31 Design, manufacturing,
GmbH O-T8437 Ragtalt distribution and service of -

medical devices for the scopss
heart stirgery, mtenswe Lar

cardinlogy, and emergancy
medicing -

Subsidiaries

Ctrtlﬁad locations

El:up-a ﬂf c&ﬂiﬁcatmn

Maquet Cardicpulmanary
Gmbt

| I-\'ahla-r Strafte 31

D-TE437 Rastatt

' :Dﬁ&zgl‘] manufaciunng

“fmedical d‘ﬁ'ﬂﬂﬁﬁ for the sbidpes
" head surgery, |ptanéi;vﬂ cars,
- cardrniugy andi ;amergant;y
_madrclﬂe sp
| Distribution of rion-active maﬂieaf :
1 devices for the: Bcnpﬁs ﬁaart ;
| surgery, intensive carg,
. {cardiology, and emrgﬁncﬁi

| medicine

-distribution .and ﬁﬁgr}fmﬂ pf at:tw

Maquet Qaﬂjmpuimanary
" | GrobH
”--...I:'."‘._.- A :-I

':111_\.,;"- b

| Nste Rottenburger Strafte 37
0:72379 Heclingen

-{ Design and manufa-:;’ruring of iyl
| rwin-active medicat devices f::-r-__ H:

the s::bpeu hean SUFgary, .,

.e{ntr:-:nswa care, cardiclogy, a.r:d-'

_enwgancy medicine

Ruth Db k-Bay?fb«-;wf

DEKRA Certiication GrbH, Stuitgart, 2017-08-27

CERRA Cerfificaiion GmiH * Handwerksirafe 15 7 D-FO5E5 Shuligart * wenvdekrz-ceiifcation de
Sefte tvan i
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ZERTIFIKAT & CERTIFICATE ¢

3 : r i

E C C E rt i f E C 3 t e Prodisct Servos
Full Quality Assurance System

Directive 9342/EEC on Medica! Devices (MDD}, Annex | excluding (4}
{Devices in Class Hla, b or 81

No. G116 02 11426 019

Manufacturer: LISA laser products OHG
Alber-Einstein-Str, 1-9
37121 Katlenhurg-Lindau
GERRANY

Facility(ies): LISA laser products OHG
Albert-Einstein-Str, 1-9, 37191 Katlenburg-Lindau, GERMANY

Product Therapeutical solid state laser davices for

Categorylies): medicai applications and related accessories;
Endoscopes and related instruments, adapters
and consumables

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented & quality assurance system for design, manutacture and final
inspection of the respective devices / device categories in accordance with MDD Annex i This
quality assurance system conforms to the requirements of this Directive and is subject o
pencdical surveiliance, For marketing of class 1l devices an additional Annex 1f (4) certificate is
mandatory, See also notes overleaf

Report No,: T13A0TIO0E 1
Valid from: 2M8-04-11
Valid untii; 20159-07-20
Date, 2016-04-11 %
Stefan Preil

T

TOV SUD Product Service GmbH is Notified Body with dentification no. 0123

Pagetoia.

10 5U0 Product Service GmbH - Zerifizierstalia - AidlerstraRe 65 80339 Minchen - Germany TN



Zertifiziervertrag

Grundlage fur die Zertifikatserteilung ist die
Pritf- und Zertifizierordnung von TOV SUD
Product Service.

Mit Erhall des Zertifikates erkennt der
Zertifikatsinhaber die jeweils gilitge Fassung
der Pruf- und Zertifizierordnung  an
(www tuev-sued.de/ps_regulations} und wird
somit Partner im  Zerti fiziersysiem von
TUV SUD Product Service,

Prinzipielle Voraussetzung fiir die Giiltig-
keit des Zeriifikates:

- Gilitigkeil der zitierten normativen Prif
grundlage{n} ist gegebarn

und zusaleich bei Zanifikaten mit Berechti-
gung zur Verwendung eines Prifzeichens
bzw. bei Zertifikaten fir QM-Systeme.

~ Voraussetzungen fir vorschriltsmafiige
Fertigung werden eingehalten.

~ Die Fertigungs- bzw. Betriebsstatter wer-
den regelmallig Uberwacht.

Certification contract

Certification is based on the TUV SOD
Praduct Service Testing and Certification
Fegulations.

On receipt of the certificate the certificate
hoider agrees to the cument version of the
Testing and Certification Regulations
{(www.luev-sued de/ps_regulations) and thus
becomes pariner in the TUY 3UD Froduct
Service Certification System,

Requirements for the validity of the certi-
ficate in principle:

- Validity of the guoted test standard{s)

in addition for certificates with the right to use
a certification mark and for QM certificates:

2RI

= Reqmar
F@Hﬂﬂ

Aikrodibarungen | Benevnungen  (Stotus 14902817/
Accredilations | notlleations o of 20184004

Deutschiand / Germany

Produrisicherheiisgeselz (PridSG) ¢
Product Safoly Act {ProdSG)

Eurcpa / Europe

Mietterspannungsrichtiinig 2006/95EG
Gpietzeugrichtlinie 20094R8ES

Richtiinie flir aktive medizinische lmplaniste BNIRSEWS
Richtlinie tir Medizingrodukie 23a2/ WG

Richtitnia fur trevitro-Diagnostihg R/7EG

Frchibinie fiir Gasverbravcheeitrichiungen 60142088
Rictitlinie fitr persdniiche Schutzausristungen E96R&EWG
ERyfichiiinie 2004105865

Richitinie fur Speriboois $EEEES « HH0H44ER
Richtiniz flr Maschinen 200643T05

Hichitlinie tir Ex-Schutz Gorate 2403085

+ % % % 3 Kk & 2 9 5 =

Lover Woitapse Dirsctive 200505

Toys Directive J000/40/ED

Diraciie for Aclive implantabie Medieal Dovices 90/385ES0
Lirestive for Medical Deviens 9243FED

Cirective on In Vitre Biagrostic fMedics! Devices 3R7SEC
Divective for Gas Appliances 2008140680

Dirpctiva tar Parsonat Protective Bguiginent 35505 EES
EMC Directivs 2004 10EC

Cirecrive tor Recreational Craft D425EC + 20U3E40ED
Bisecins for Machinery 20054 2/EC

Biraciive for Ex Safe Equipment 545 EC

w o F E & oA & RS S

ENEC Agresmanl for lumingies, hoausehold and iT squipment

USA

& Nadionaily Aecognived Testing Laborsiney (NRTL] o 20 GFR
1510.7 by O5HA

w Sccredited for FOA SI0kE Third Party Roview

& Conformity Asssezment Body to the MRS for Medical

Devices; FOA USReg tnspections, FRa 5100k Thied Pariy
Hewiew

Asien-Pazifik Region | Asia Pacific

% fecognized Cerlificatinn Sody to Gheciical Prodocs (ialety)
Regulation Hang Kong

& Fonfoomliatshesnr tungsstolie | Conformity Assesmmeng oy
1o thee MRS for Medicad Devices, Austrsijen £ Australia

* Kontormilatsbeworiungssisie  Conformity Assessement Sudy
to the WMREA for Medical Bevices; NMewseoland [ Now Foaland

Weltweit / Worldwide

& MNOCE i CB-Bohame des 1ECEE (
MCE in the CH Scheme of IECEE

# ExCB im [ECEx-Scheins des [ECEE !
EACE in the |ECEx Scheme of IECEE

& Zerbiliparsistion durch DAKKS akkreditiert
DE-ZE 1132107, DE-AM-11329-00 wng DE-ZM-193534-54.
Certitication Bodies acoredited oy DAKKS
DE-ZE-11324-01, DE-ZM-11321-09 and DE-Z&.11321-04.

Leriifiziorsteile fir Progukte | Certification Body for Progusts » eomadl poaerifiuee-soed.de
Lertifizigrstelle fir Madizinpredukie ¢ Certification Body for Medicat Devices » g-mail medical devices@ionysend da
Bundenservics [ Clients Services - Flloms <2383/ 50 D827 1 - Fax +4NEH50 U8-42 30 - e-meil ps-secBiuev-sucid e



EN ISO 13485:2016

DEKRA Certification GmbH hereby cartifies that the cump,any'

Richard Wolf GmbH

Scope of certification: ;

Design and deuaiupmmﬁ it
devices (sterile, nor-sterile}, nér-ag
particular for endnsmmf and extrace

{further locations m-amw}

has established anamamams'a quality mmag&mem system accord

standard. The canfdnnfty was addunéim&f audrtrepart no. 50591
This certificate is \rallﬂ from EE19-E4-D‘1 m 2925-'.’1‘5 15
Registration No.: 50593 14-00

Addreditierurasstelle
D20 1602 5-05-00

1

."r : : E;, r';_k_rfr“} | ’ .I:I
DERRA Cartiftcation f.wmbl-l ¥ Hd r'tdw?e-"h"td.ﬁfe 15 D-E{ﬁ&ﬁ Sdurigant * vawe dekra-ceitficaton gda
&
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Annex to the Certificate No. 50593-14-00

Revision status: 0
valid from 201%-04-01 to 2020-05-16

The following locations belong to the certificate above:

Richard Walf Gth

Plorzhaimer Stralte 32
B-75438 Knittingen, Germany

Headquarters 5 Certified location
i

E

systems, ar:.tr.elr mmpam
(sterile, nou—ﬁé}'ﬂ&}, pmh

B-uhsid:i-;ﬁns
1. | Richard Wolf GmbH

/ / e
- ,-’{//x;:»;%,;, -
ety

Ruth Del iy;“r%fmﬁ{ NBO.
DEKRA Cetification _Gmmpwiﬁm

g el



EC CERTIFIC

for the Quality Assurance Sys

AR

AN

by,

R

AR
Y

Certified Incatinn:' i
Plorzheimer Strale 32 ?‘51335'

applies a quality assuﬁsma syatem anmrdmgia the D:mctm aauzaEEc ' ‘medical

; o
devices listed in the annex. The ‘approval is based on the result of the rﬂﬂeﬂﬁgﬁmmﬂt raport
50593-Z6-00, the decision daled 2017-05-17 and is ﬂnly -.raIFcl mmnnmﬂm with the sucoessful
performance of the' ms&l S{m.rwﬂanne audﬂ‘s £

This certificate is vaiiﬂ/fmm 201?-D5—1? tq zrazrmsq&
Registration No.: 50583-16-04 BeXus e o

" w W, Bemannt durchesgaated by

E o Zermalgtete ger Landar £
L4 it Cesundnelascio 3

b H%—‘@ * Ll.-e.'::;nu-:n-‘:f:‘.\-'l ..J.. ¥
w *‘R Medizngodiieg -
T 4 &% ZLG-BB-205.10.02

,.,J,_.{Uj_ |

DEKRA Certification Gmb;'f m&fn;aﬁ ZElliTw-QE 17
Nﬁtn“ ed Bm:h,r !ﬂ number {]T24~ :




Annex to the EC Certificate No. 50593

Revision status: 0

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

Devices/davice categories included in the certificate:

Class | s:

For the products listed below, review of the Quality Assurance System refars exclusively tg
manufacture concerned with securing and malntaining sterile conditions,

- Suction system filter, plume particulate

Class [ m:

For the products listed below, the review of the Dualily System refers exclusively. ﬁ:- the s
manufacture concermed with the conformity of the products with the matrolu

- Robotic surgical navigation system application software

Class Il a:

- Basic endotracheal tube, r&usahda
- Basic roller pump

- Bone punch

- Bronchoscopy tube

~  Endoscopic Eleoh:ﬁmm ha
- Endoscopic nrﬁﬂﬂ&pﬂfzﬁmréﬁpé
- Enﬂn«snopm neéile, -

".i watripsy system
il L4m-m-u'rl.'|ﬂred su}‘gicai drilling 5}!‘5&&“3 mutnr

DEKRA Gartification GmibH * Han}m\h;&m*@ 15 4 L'i TEEEE Sluitgant  weaw dekra cartificatinn de

o Tob &



Annex to the EC Certificate No. 50593

Revision status: 0

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

Devices/device categories included in the certificals:;

Class || &

- Medical air iow pressure tubing
- Microbial medical gas filter, sterile, single-use
- Operating room audiovisual datadevice management system application snﬂwara
Orthopaedic burr, reusable
Orthopaedic burr, single use
- Osclitating surgical saw blade, reusable
- Osgillating surgical saw blade, single use
- Pariculate water purification filter
~ Proctoscope, reusabie
- Rectoscope
-~ Resactoscope
- Rigid bronchoscope
- Rigid cystourethroscope
- Rigid endoscopic cannula, reusable .
- Rigid endoscopic cannula, single use e
- Rigid endoscopic grasping Mrceps, ;ﬁaus;h

~  Rigid endoscope sheath

Rigid endescope telescope. - -
- Rigid endoscope working guide- /,; o
- Rigid hysteroscope <07 m 0 e

~  Rigid intubation laryfigos
o= Rigtdmedlastmosmgﬂ
- Rigid napnmmp_a :

~  Surgical :rmatmﬂaspuraimmhmg $at it g

- Surgical irrigation tubing set, single-use PR e A

- Surgical power tool system confrol unif, i‘iﬂ&pwarad

- Surgical power tool system hanclpqeam fﬂ_tary pn&wnam
~Surgical uterisi| washeﬁdammammamr S

i ”_;I'isaus extraction.bag

* Tissue mumeltﬂhﬂﬂ aﬁzl&m

U‘uaunq mampuiamr

o 114 Riteit e
'\ .c.ﬂ* ot f oy
\___ﬁ-.‘- T

Paga 2or s



Annex to the EC Certificate No. 50593-

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 electrosurgicat electrode, monopotar, reusable

- Endoscopic electrosurgical electrode, monopolar, single-use

- Endoscopic electrosurgical handpiece/elecrade, bipoiar, reusable
- Endoscopic electrosurgical handpisce/elecrode, monopolar, r&uﬁﬂb_fe
- Endoscopic elecirosurgical handpiecsielectrode, manopalar; ,r.ingieLusa
- (Gastrointestmal endoscopic insuttlator

- Hysteroscopic irfigationfinsufflation system
- Laser lithofripsy systerm -
- Nasal snare, reusahle L
- Operating room audiovisual dat&'gﬂeu'ﬁﬁ,&méngwem- systerm
~  Operating room audiovisual dgt@ﬂev&é'“ managerment sys

~  Piezoelectric lithotripsy sys

= Polymeric ureteral stent, -
—  Ulirasonic lithotripsy a?satem
- Ureteral stent-placamerg,

-

Ruth Del R e P {JE"‘S!H 5
DEKRA Certification GrnlaH Stuttpart, zm A
Notified Eﬂdy ID-nu-mtier ﬁﬁé ¥

" eirg-cocification de
Fages 3 nf 3



EC CERTIFIC

for the Quality Assurance Sy

. 3 w w Bznand durchiaaiprabad by
Teviir=bele dev anuar

w 2 far it i
It Gesdrdnetagchidz 2

* &ﬁ: =l A poimatiestn anel E
b

‘k* ¥ BB g Ui
o W ZLG-B5-295 10,02

DEKRA _‘gfmam}nﬁ‘mbﬂ Emﬁgﬂﬂ 2151.7-1'15-1?
Motified B ¥ iD- i;lgm‘bar ﬂ‘li“l

CLrOEan Sultgun © aws e a-neification de
e



Annex to the EC Certificate No. 50593

Rewvision status: 0
Walid from 2017-05-17 o0 2020-05-16

Devices/device categories included in the certificate;

Class | s;

For the products listed below, review of the Quality Assurance System refers exclusivel
manufacture concemed with securing and maintaining sterile conditions.

v

- Endoscope assembly adaptor
- Endoscape inflation bull

- Flesible bronchoscopic bicpsy forceps, reusable
- Flexible endoscopic cytalogy brush, single-use
~ General-purpose ureteral catheter

- Proctoscope, singie-use

- Rigid endoscope sheath

- Ureteropelvic balloon catheter

- Urinary stone retrieval basket, single-use

Class |l a:

- Catheter introducer

-  Endoscopic antifog sol
- Endoscopic needle, gt
- Flexible bronc pic %
- Ganﬂmkpumaagﬁ_ﬁﬁua@ﬁf i

Pl

g

DEKRA Certiication GmbH, Sitigart, 2017-05-17
Notified Body m—nﬁmmr:.q_’?a LsEE

DEKRA Cenification Girmet  Handwenslinta 18 - 070585 Stotigart * winw ded ra-netifnation de

Page T of



Scope of certification:

Design and development, pruquqmrr'
medical devices (sterila, nurr;‘-
Implants, ar::csssunes for proce

has established and mamtams & guality management sysiem acco rding to
standard. The corrfwmity o adduf;ﬂ{i Wjih &ud‘it TBpO'Ft'm} manﬁl}ﬁ#

Deutsctie
AkkremterLngsileee
DIk 1ED9.01-07

( n_gkks

pane i af i
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