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EN ISO 13485:2016 

Certificate registration no.: Certificate valid from: 
Validity of previous certificate: Certificate valid to : 

({ DAk~~sche 

DEKRA Certification GmbH * HandwerkstraBe 15 * 0-70565 Stuttgart * www.dekra.de/audits 

Akkreditierungsstelle 
D-ZM-16029-08-00 

page 1 of 2 



~ 
~ 
LLI 
Q 

L\ 

., I : 

Annex to the Certificate No. 50593-14-02 
Revision status: 0 

valid from 2021 -11 -29 to 2024-11-28 

The following locations / compan ies belong to the certificate above : 

Headquarter Certified location Scope of certification 

1 . 

Richard Wolf GmbH Pforzheimer StraBe 32 
75438 Knittlingen 
Germany 

at the following locations/ at the companies at the 
following locations 

Richard Wolf GmbH ReuchlinstraBe 10-11 
10553 Berlin 
Germany 

£~,~ (fall:~) 
Ruth Delbect9if3'a'~ ~ 
DEKRA Certification GmbH, Stuttgart, 2021 -11-29 

see page 1 
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EC CERTIFICATE 
for the Quality Assurance System 

Certified location: / 
/ ,/ /,/ 

Pforzheimer Stra~e 32, 75438 Knittling~r:i. Germany' / 

applies a quality assurance system according to the Directive 93/42/EEC Annex II for the medical 
devices listed in the annex. The approval is based on the result of the re-certification audit report no. 
50593-Z?-OO, the decision dated 2020-04-01 and is only valid in connection with the successful 
performance of the annual surveillance audits. 

This certificate is valid from 2020-04-01 to 2024-05-26 

Registration No.: 50593-16-05 

* * * * * Benannt durch/Designated by * * Zentralstelle der Lander i 

* 
•L• * tor OesundheitSsthutz i 

* 
--~ * bei Arzneimitteln und ~ 

Medtz1nproduKten i 

* * * ** ZLG-BS-295.10.02 

DEKRA Certification GmbH' Handwerkstraf'1e 15 • D-70565 Stuttgart· www.dekra-certification.de 
page 1 of 1 



Annex to the EC Certificate No. 50593-16-05 
Valid from 2020-04-01 to 2024-05-26 

Revision status of the annex: O dated 2020-04-01 

Devices/device categories included in the certificate: 

Class Is: 

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

• Endoscopic suction valve, single-use, sterile 
• Suction system filter, plume particulate 
• Suction/irrigation tubing, single use 

Class II a: 

Basic endotracheal tube, reusable 
Basic roller pump 
Bone cutting forceps 
Bone graft funnel 
Bronchoscopytube 

• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 

Cannulated surgical drill bit, reusable / ~-~~ 
Endoscope assembly adaptor , / /:,.,: ~ -~ 
Endoscope sheath , reusable ; / ~ / ~ 
Endoscopic electrosurgical handpiece/el~ctrog~ b1polar:.-r'eLJ~off / ~ 
Endoscopi~ electrosurgical handpiece/electrod,e:flionop61cj'r( r'e.usal51e' / ~ 
Endoscopic insufflation tu9ing set,-;..single;;Y,s,e / ;:::;_~; ~ 
Endoscopic insufflation tubing se(, sterile, reµ~a:b~ 
Flexible fibreoptic cystourethros'cope/ /:;: ,,,,-/, ,,,, 
Flexible fibreoptic hyster.oscope / -~ 
Flexible fibreoptic nasopha/yngoscoRe'.'.'.' ~ 
Flexible fibreoptic ureterorenoscope.Y: / /. / ,, / ./,, 

I / 

Flexible video bronchoscope, reusable 
Flexible video cystqscope, reusable / 
Flexible video ureterorenoscope, reusable / 
Fluted surgical drill bit, reusable 
General-purpose endoscopic needle, reusable 
General-purpose endoscopic needle, single-use 
Haemorrhoid ligator 
High-pressure medical gas·tubing 
Laparoscopic access cannula, reusable 
Laparoscopic multi-instrument access port, reusable 
Laparoscopic multi-instrument access port, single-use 
Laser fibre 
Line-powered surgical power tool system motor 
Medical air low pressure tubing 
Microbial medical gas filter, sterile, single-use 
Operating room audiovisual data/device management system application software 
Orthopaedic bur, reusable 
Orthopaedic bur, single-use 
Resectoscope 
Rigid bronchoscope 
Rigid cystourethroscope 
Rigid endoscope telescope 
Rigid endoscopic grasping forceps, reusable 
Rigid optical hysteroscope 
Rigid intubation laryngoscope, reusable 

DEKRA Certification GmbH * Handwerkstraf!.e 15 * D· 70565 Stuttgart· www.dekra-certification.de 
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Annex to the EC Certificate No. 50593-16-05 
Valid from 2020-04-01 to 2024-05-26 

Revision status of the annex: 0 dated 2020-04-01 

Devices/device categories included in the certificate: 

• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 

Rigid mediastinoscope 
Rigid nephroscope 
Rigid optical laparoscope 
Rigid ureterorenoscope 
Spinal needle, single-use 
Spring-loaded pneumoperitoneum needle, reusable 
Surgical drill guide, reusable 
Surgical fluid/smoke waste management system suction unit 
Surgical guillotine 
Surgical irrigation tubing set, reusable 
Surgical irrigation tubing set, single-use 
Surgical irrigation/aspiration handpiece, reusable 
Surgical irrigation/aspiration tubing set m/ %('~ 
Surgical power tool system control unit, line-powered • ~ 
Tissue extraction bag .,,, ~ 
Tissue morcellation system 
Tissue morcellation system handpiece, lin'e-p'owered 0 
Uterine manipulator cervical cup/transill~(r(a(or:, :_ ~ ~ 

~::;:~: ;~~~ulator, reusable ;--~~ ~- ,,_,, 

Class lib: ~ 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 

Electrosurgical system generator ,;: ,,, 
Endoscopic electrosurgical electrode, bipola_C, re · s~ ·e ,,, ,,,-,,, ,r,,, 

Endoscopic electrosurgic'al electrod~ 61polaf sf g_le,- s , ... steft,le 
Endoscopic electrosurgical handpiece/el~trodE0boA.di?of-{( fi(u.sa-/ / ,., .,..,...,..,,.,,,,,. / /;.;r; //..-- ,-:./~ 
Endoscopic electrosurgical electrode, tnonopolar,:S1ngle-u~« /../".....-: . . . ... /. ~ ... ,,, ,.-_;:...----_.:7....-:::::::::-......,-
Endoscop1c electrosurg1cal handp'.ece/el~ctroae, j?!POlgr.,::_;eu~abJe·~ , 
Endoscopic electrosurg1cal hand piece/electrode, monopoJar, reus_§l.ble ,,,__... ~,..., 
Endoscopic electrosurgical handpiece/electrode, monopolar, si.n'§le_::.uf e ,,_ 
General/multiple surgical diode Laser system 
Hysteroscopic irrigation/insufflation system 
Laparoscopic insufflator 
Laser lithotripsy system 
Operating room audiovisual data/device management system application software 
Piezoelectric lithotripsy system 
Soft-tissue/mesh anchor, non-bioabsorbable 
Ultrasonic lithotripsy system 
Electromechanical orthopaedic extracorporeal shock wave therapy system 

DEKRA Certification GmbH • Handwerkstrafl.e 15 • 0-70565 Stuttgart ' www.dekra-certification.de 
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EC CE RT I F I CAT EJ//////1//1////, 
for the Quality Assurance Syste 

applies a quality assurance system according to the Direc: 93/42/Ei{C ; '/!!!:;or th~ medical .11 
devices listed in the annex. The approval is based on the result of -the re-certification audit report no. ~ 
50593-27-00, the decision dated 2020-04-01 and is only valid in connection with the successful ~ 
performance of the annual surveillance audits . 

This certificate is valid from 2020-04-01 to 2024-05-26 

Registration No. : 50593-17-04 

* * * * * Benannt durch/Designate<l by * * Zentralstelle der Lander ~ 

* 
•L.a!!I * tor Gesundhertsschutz i 

* 
- _ ~ * bel Arzneimitteln und i * * Medlzrnprodukten 3 * * * ZLG-BS-295.10.02 

DEKRA Certi fication GmbH * Handwerkstraf1e 15 • D-70565 Stuttgart · www.dekra-certificat1on.de 
page 1 of 1 



Annex to the EC Certificate No. 50593-:17-04 
Valid from 2020-04-01 to 2024-05-26 

Revision status of the annex: 0 dated 2020-04-01 

Devices/device categories included in the certificate: 

Class Is: 

For the products listed below, review of the Quality Assurance System refers exclusively to aspeqts1of 
manufacture concerned with securing and maintaining sterile conditions. 

• Endoscope inflation bulb 
• Proctoscope, single-use 
• Rectoscope, single-use 

DEKRA Certification GmbH • Handwerkstrar..e 15 • D-70565 Stuttgart· www.dekra-certification.de 
Page 1 of 1 
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Seclaration of Confornrity

Oeclares under our sole responsibility that ths product to which this declaraiion r€late$ is in
confsrmity with the provisiens of Council Bireciive $3/42IEEC (Medical Oe?ice mirective, MDO).

PUL$ION Medical Systems SE is assesscd to
EN ISO 13485:2llJ6 and Directive 93t42tEEC on Medical Devices (tulDD). Annex ll excluding {4) by the following
Notifisd Body:

IUV $UD Product Service GnlbH
RidlershalSe 65
80339 Munich
Gernrany

ldentification Number 0123

Manutacturer & address

PULSION Medical Systems SE
Han$*Riedi-Str. 17
85622 FBldkirchen
Germany

Product Name

Froduct Model Number

DevicB ClassifiDation

GMDN Code

PiCCO Catheter

PV20 1 5L?0-A, PV201 4122-A,
PVz01 3107-A, PV20.l 4108-4,

PV?01 4t1 6-4, pV2014150"A

116 ,ccording Annex lX, Rule 7

10689, Arteria, blood pressure catheter

This declaratiofi of conformity is vatid in combination with the following certificates or ungl the next
eubslantial change of the produsl:

" the EC Certificate No, Gl STS1B2 0S06
(expiration date 26 May. 2024)
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PULSION Medicsl Systems $E

Feldkirchen, 17 Jun. 202A

tl7

..1.i,

.,rr'{r, ... 
.

: i/'/.rti,r
Jens Anter

Head of Quality Managernent &

Regu,atoil Affairs

PULSION Medical SyeiBms SE
,-{ans,Riodl-$tr. 1 ?

85822 Feldki,'ehen
l3emany

Phona: +40 894599 ,4 0
Erllail: krio@prlsion.com
v1!vw.96tittge.com

$tephsn Haft

Managing Director
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Declaration of Gonformity

Declares under oul sole responsibility that the produet to tvhich this declaraiion rslates is iri
conformity with the provisions of council oirective 93142/EEC (Medie*l fievice Dire6tive,, Motr). .

Manufacturer & address

PULSION Medical $ystems SE
t"lans-Riedl-Str. 17
8562? Feldkirchen
Germany

Product Name PiCCO Monitoring K'i

product Model Number 
pv8215, pV8215_2. pVB203,

PVB21sCVP, PV8615

Device Classification ll* according Annex lX, Rule 10

GHT|m6x {*

GMDN Code 45275, Blood pres$ure k6nsducer $et

PUL$ION Medical $yst€ms SE is assessed to
EN lS0 13485:?016 and oircctive 93/42txEC on [,{edical Peylces ([{DD), Annex ll exciuding (4) b]l the follouJing
t'lotified Body:

TUV SUD Product $erutce embH
RidlerstraBe 65
80339 lvlLinich
Germany,

ldentificatinn Number 01 23
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This declaration of conformity is valid in combinatio& with the failowing cerlificates or until the next
substantial change of ths product:

o the EC Certificate Nc. G1 07S{Si 0006
(expiration date 26 May. 2024)

PULSION M6dical Systems SE

Feldkirchen, 17 Jun 2020

Stephan Haft

Managing Director

///tt ../
./ f,r'

s l.!
,/ l./

irl
Jens Anter

Head of Quallty Management

Regul6tory Affairs

PULSION Modicff, Systems SE
hans,Riedi-St!' l7
85022 Feldkirch4n
Gernrary

Phone: +49 Bg 4599 14 0
Emaili irrfc@itu16ion.com

v$ryr.geliIgc.com

Company confidenllal
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c;HTInae {c

fiecleres under our sole responsibility thet the product to which this dec,aration telates is in
conforntity wiih the provisions of Coune il Directive S3/42/HEC iffiedical D*vice Sirective, MDD).

Manufacturer & adclress

PULSION Medical .Systems SE
Hans-RiedlStr. 17
85ti22 Feldkirchen
Germany

Product Name lnjectala Temperature $ensor Housing

Froduct Model Number pV404€

FULBIOI{ llledical Sysiems SE is assessad to
EN lS0 134$5:2016 snd Directive 93/421EEG on Medical Dcvices (MDD), Annex ll excludins (4i by the folowing
Notified Body:

TUV SUD Product Service GmbH
RidlerstraEe 65
80339 [ilunich
Genlany

ldentification Numbcr 0123

Thia declgratior of conformity is valid in combinatlon with the following certificatee or ufttil th6 flext
substantial change of the producl:

e the EC Cer{i{icate No. G{ 0?5tBZ S006

{expiralion date 26 May. t024}

Stephan l-laft

Managins Director

Device Classlflcalion

GMDN Code

ila according Annex lX, Rule 2

10615, Thermal-clilution carcliac output
unit

PULSIoN Medical $ystems $E
Feldkirchen. 17 Jun. 2020

":/.

,, ,,,
.! ..,i/
,,

Jens Arlter

Head of euality Management &

Regulatory Affairs
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PUL$lON Medicat Sysfetns SE
l lans-Ri€dlsh. 1 7

850?2 Feldklfthen
Gernany

Phone: +40 Bg 459$ t4 0
Email) irila@pulsion.mfi
wftr.gctinge.cor])

C0mp{ny confldentisl

. '','.. .'-.,,,-.11

Declaratisn of Gonforrnity
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PiCCO Catheter Monitoring Kit REF Getinge order #

PV2015L20-A 
6885049
Ø: 5 French
Usable length: 20 cm

PV8215 / 6882817
Pressure transducer & 150 cm Arterial Pressure Line;
Injectate Temperature Sensor Housing (6882773)

PVPK2015L20-A 
5 pieces

6885060 
1 purchase unit

PV2013L07-A 
6885044
Ø: 3 French
Usable length: 7 cm

PV8215 / 6882817
Pressure transducer & 150 cm Arterial Pressure Line;
Injectate Temperature Sensor Housing (6882773)

PVPK2013L07-A
5 pieces

6885055 
1 purchase unit

PV2014L08-A 
6885045
Ø: 4 French
Usable length: 8 cm

PV8215 / 6882817
Pressure transducer & 150 cm Arterial Pressure Line;
Injectate Temperature Sensor Housing (6882773)

PVPK2014L08-A
5 pieces

6885056 
1 purchase unit

PV2014L16-A 
6885046
Ø: 4 French
Usable length: 16 cm

PV8215 / 6882817
Pressure transducer & 150 cm Arterial Pressure Line;
Injectate Temperature Sensor Housing (6882773)

PVPK2014L16-A
5 pieces

6885057 
1 purchase unit

PV2014L22-A 
6885047
Ø: 4 French
Usable length: 22 cm

PV8215 / 6882817
Pressure transducer & 150 cm Arterial Pressure Line;
Injectate Temperature Sensor Housing (6882773)

PVPK2014L22-A
5 pieces

6885058 
1 purchase unit

+
+
+
+
+

Additional information about the  
PiCCO Catheter see chapter 3.1; page 11

Additional information about the  
Monitoring Kits see chapter 3.2; page 12

3.5  PiCCO Kits

PiCCO Kits consists of:

PiCCO Catheter   Monitoring Kit  +

+

Lot :31
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