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Declaration of Conformity

Dieclares under our sole responsibility that the product to which this declaration relates is in
conformity with the provisions of Council Directive 83/42/EEC (Medical Device Directive, MDD}

Product Mame PICCO Catheter
Manufacturer & address

i ) ) PV ELE0A, PVEDT4L22-0,
FULSION Medical Systems 5E

Hans-Riedl-Str_ 17 Product Mode! Number PV2015LOT-A. PY204LDE-A,
B5E22 Feldkirchen PUYIDTAL 1 E-A, PY2DTALEN-A
Germany
Device Classification fia according Annex X, Rule 7.
GMDM Code 10685, Arternal blood pressure catheter

PULSION Medical Systemns SE is assessed to
EN 150 13485:2016 and MDD Annex |l excluding section {4) by the following Notified Body:

DEKRA Certification GmbH
Handwaerkstrafia 15

70565 Stuitgart
Garmany
Identification Mumber 0124 ; L ‘_uﬁ J.a:a.;

557 ous \%
This declaration of t:nnfnﬂl‘!ﬁy Is vaild l6 m'ri‘ﬂﬁ;bptinn with the following certificates or until the next

substantial change of thﬁ ﬁmdut’E D nl B
<3 E_ {_ ! EJ J & ',

o the EG Certificate No'3 5%15 1508, “,g'
{expiration date 2&»%{&1&2 3) 5 w_ vl

PULSION Medical Systems SE
Feldkirchen, 30 May. 2018

'
._;f
¥ -~ ;__; /_ s
! -
Jens Anter Stephan Haft
Head of CQualty Management & Managing Director

Regulatory Affairs

PULEION Modical Systems SE Frors: +A0 BH L5095 14 G “ags 1 of 1
Faris- lel Sl 17 Email: infof@pedsinn.com E{a0T warid
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, lib or I11)

No. G1 075182 0006 Rev. 00

P Service

Manufacturer: PULSION Medical Systems SE
Hans-Ried|-Strafke 17
85622 Feldkirchen
GERMANY

Facility(ies): PULSION Medical Systems SE
Hans-Ried|-Stralle 17, 85622 Feldkirchen, GERMANY

Product Category(ies): Patient monitors including compatible modules,
accessories and disposables for hemodynamic
monitoring and measurement of blood pressure,
cardiopulmonary, circulatory and organ function
variables

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class 11l devices an additional Annex || (4) certificate is mandatory. See
also notes overleaf.

Report No.: 338
!:l'i' | “EN D). [k
o - HIRL"E CIE” | 1 I|‘:'II
Valid from: 201945447

Valid until: 21}23-0'?@5‘“

Date, 2019-05-17 / W

Stefan Preild

Page 1 of 1



Deutsche

o Akkrediteningsstelle
D-Zha-13323-01-00

Certificate

No. Q5 075182 0005 Rev. 00

Froduct Senice

Holder of Certificate: PULSION Medical Systems SE
Hans-Riedl-Strale 17
85622 Feldkirchen
GERMANY

Facility(ies): PULSION Medical Systems SE
Hans-Ried|-Strafle 17, 85622 Feldkirchen, GERMANY

Certification Mark:

Hw-sl somipE-cart

Scope of Certificate: Design and development, manufacturing,
packaging, marketing, sales and servicing of
patient monitors including compatible modules,
accessories and disposables for hemodynamic
monitoring and measurement of blood pressure,
cardiopulmonary, circulatory and organ function
variables

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

REequirements for regulatory purposes
(IS0 13485:2016)
DIN EN 1SO 13485:2018

The Certification Body of TUY SUD Product ice GmbH cerifies that the company mentioned
above has established and is maintaini fgqf.rﬁlt}y-fgﬁnagement system, which meets the

requirements of the listed standard{sq:ygpé also noté&mverleaf
Report No.: 71315385V 1)0- )

I.;- | .CRIRURGIE” '¥
Valid from: 2019-05-17 il
Valid until: 202140524, .o 21

Date, 2019-05-17 Stefan Preilt



CERTIFICATE

Number: 2238851

The management system of the organization{s) and locations mentioned on the addenduﬁilb;aiﬂ_ng

Richard Wolf GmbH

Pforzheimer Str. 32
75438 Knittlingen
Germany

Manufacturer DUNS 315304071

Conforms with the following standard and regulatory requirements:

ISO 13485:2016

Australia: Therapeutic Goods (Medical Devices) Regulatlanz 2&52 aﬁd Schedufa*ﬂ ;
(excluding Part 1.6} - Full Quality ﬂsmwam:e Prﬂeedure

Brazil: RDC ANVISA N. 16/2013, 23/2012 and 67/2009
Canada: Medical Devices Regutatlarm Part 1-SOR 98#282
Japan: MHLW Ministerial Ordinance 168, Article 410 Atticle Eﬁ ﬁnd PMD Ar.:t ,

United States: 21 CFR 803, 21 CFREGE‘] 21 CFR/B{}’.E'H Subpﬂﬁs A taDﬂn{I 21 C.FR EZE},! i

Scope: AP
Design and development, prﬂducﬂnn |strLbutmn mstallatmn and aarn.ucaofsystems acfmmadrqa
devices (sterile, non-sterile), nnn—actwe medlﬂal devme$ {s!ta-rded nonlsterﬂe ', r h

Certificate expiry date 2022 07 - U‘l _____
Certificate effective date; ‘20180741 <<~/ £

Certified since: 201907447 s 'Z-j-ﬁ-j.'-

This certificate is valid fur_'the c_rga_r{i atior
DEKRA Certification B.V. '

B.T.M. Holtus
Managing Director

& Integral publication of this cerlficats and adjoining reparts is allowed

The validation of the validity of this certificate can ba chacked through DEKRA's website using the fallowing fink;
hitps:iwaww.dekra-product-gafaty.comdendcerlified-crganizations

DEKRA Certitication BV, is reoc-gnizeu:f under the Madical Devicas Single Audit Program.

MEDICAL DEVICE SINGLE AUDIT PROGRAM |

DEKRA Cettificalion BV, Meander 1051, 6825 MJ Arnham P.O. Box 5185, 6802 ED Arnhem, The Nethérfands in

T 434 G8 A& 0NN £ 194 80 N O340 icscee dalins el calic e e e e et mm el Bmm B e e PR AN



ADDENDUM

To certificate: 2238851
The management system of the organization(s) and/or location(s) of:

Richard Wolf GmbH

Pforzheimer Str. 32
75438 Knittlingen
Germany

o Certified organization(s) andfor locations:
' Different scope

Richard WolfGmbH = Manufacture of flexible and tid snd ;
Reuchlinstr. 10-11 : sndoscope
10553 Berlin
Germany

DUMS 315079765

Addendum expiry date:
Addendum effective date:

NMEKRA Cadificatine B YW Masedas 4054 BR9E M1 Avabhersn B0 Beow 84988 286077 EF A cabaoees The hlatbeelanede
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By Rova Lhrrter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 540595

[ssued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

In respect of:

The design and manufacture of non active digestive tract devices; non active gynecological

devices; non active regional anaesthesia devices; non active respiratory devices; non active
surgical devices; non active urology devices.

on the basis of our examination of the quality assurance system under the requwememf@sf Counml DII’E!‘.ZE".{E

53/42/EEC, Annex II excluding section 4, The quality assurance system meets the remqt‘ememgqf the dlre;twe For
the placing on the market of class III products an Annex II section 4 certificate is reqt.tlred.. it .‘_ :

-, CHiR] UE r_,jf,-:.- |

Frank Lee, EMEA Compliance & Risk Director

First Issued: 13 January 2009 Date: 28 August 2015 Expiry Date: 07 September 2020

.making excellence a habit’
Page 1of 1
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By Hoyal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Subcontractor: Service(s) supplied
Arrow International CR, a.s. Control of Sterilization
Jamska 2359/47 Design
59101 Zdar nad Sazavou Manufacture
Czech Republic
Arrow International CR, a.s. Control of Sterilization
Prazska 209 Design
50004 Hradec Kralove Manufacture
Czech Republic
Arrow Medical Ltd Crucial Supplier
Hatton Gardens Industrial Estate =y

Kington

HRS 3RB
United Kingdom Wiy
l-‘rl"'.-l'E‘l']-"ll Tl

CeMed GmbH L CH1L (Gantrol of Sterilization

Oberdorf 41 BN Manufacture
72419 Neufra T, W o

Germany b

.making excellence a habit’

Page 1 of 5
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone

Co. Westmeath

Ireland

Subcontractor: Service(s) supplied

Chelle Medical Limited Crucial Supplier
PO Box 221

Le Rocher

Victoria

Mahe

Seychelles

Forefront (Xiamen) Medical Crucial Supplier
Devices Co., Ltd

Mo 26 & 28 Haijing Dong Lu
Haicang Xiamen Export
Processing Zone

361026, Xiamen, Fujian
China

Wby
“ENDO- 15

Forefront Medical | -CHIRTRT
Technology Pte Ltd L%
35 Joo Koon Circle, 6th Floor
Singapore 629110

Singapore

e /Crucial Supplier

.making excellence a habit”

Page 2of 5
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E"\l' F{D",-'l.'j'l Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical

IDA Business and Technology Park

Dublin Road

Athlone

Co. Westmeath

Ireland
Subcontractor: Service(s) supplied
M.E.M., Inc. Crucial Supplier
8 Bishop Lane
Madison
Connecticut 06443
LISA
Parker Medical Systems Division - Crucial Supplier
Merrillville g
1201 East 8ath Place
Merrillville
Indiana 46410
Usa, _ : i

G L HERL R

Plaxtron Industrial (M) Sdn. Bhd. ", Crucial Supplier
Plot 28, Kawasan Perusahaan Jelapang 11 V\« I T
Zon Perdagangan Bebas SEETT e
30020 Ipoh s
Perak
Malaysia

..making excellence a habit’

Page 3 of 5
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By Roval Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Subcontractor: Service(s) supplied
SP Medical AfS Control of Sterilization
Mgallevej 1 Design
4653 Karise Manufacture
Denmark
Siddeutsche Feinmechanik GmbH (SFM) Contrel of Sterilization
Brickenstrasse 5 Manufacture
D-63607 Wachtersbach
Germany
Teleflex Medical Sdn. Bhd. Control of Sterilization
Lot PT2577, Jalan Perusahaan 4 Design
34600 Kamunting Manufacture
Perak
Malaysia _ e \"
Teleflex Medical Asia Pte. Ltd. Hol wpypn.  Centrol of Sterilization
6 Battery Road #07-02 B (IR k(17 Design
049909  \-CE TRGIE

Manufacture

P b

Singapore % N\
WA

.making exceilence a habit’

Page 4 of 5
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Subcontractor: Service(s) supplied
The Laryngeal Mask Company Crucial Supplier

{Malaysia) Sdn, Bhd.

Lot 19 & 1920

Industrial Zone Phase 1

Kulim Hi-Tech Park, Kulim 09000

Malaysia
Tianjin Medis Medical Control of Sterilization
Device Co. Ltd Manufacture

10A Tianzhi Industrial Centre

Mo 12 Hong Yuan Road

Xiging Economic Development Area
300385 Tianjin City

China
Lok, -l .I.-'II
Willy Riisch GmbH o0 "ERDU-  cdntrol of Sterilization
Willy Rilsch-Strasse 4-10 -, -UCHIRURGIE” Design
D-71394 Kernen U % /‘Iﬁ&nufacture
Germany % ® fus g0 2

.making excellence a habit”

Page 5 of 5
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By Boya Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 540595
Date; 28 August 2015
Issued To: Teleflex Madical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Date Refefence Action
Number
|13 January 2009 7245725 First issue
17 March 2009 7325719 Company address amended. Extension to scope. Addition of
Willy Risch, Germany as subcontractor for design and
manufacture
25 August 2009 7399879 Addition of 'epidural catheter Epistar and Epistar CSE' to scope.

Addition of SFM as significant subcontractor for manufacture.
Addition of 'design’ to services supplied by Teleflex Medical
Malaysia, Arrow International CR, a.s. and Arrow International
Inc., Czech Republic

11 November 2009 7455515 Addition of CeMed GmbH for manufacturing to the list of
significant subcontractors

20 April 2010 7497906 Laryngeal Mask added to scope. Addition of Tianjin Medis
Medical Device Co. Ltd as significant subcontractor for
manufacture

08 September 2010 7558508 Scope reworded in accordance with generic device groups.
Certificate renewal

23 May 2012 7778467 Correction of significant subcontractor address and addition of
new scope activities for subcontractors

. -CHiRUmaKing excellence a habit”
: Page 1 of 2

the conditions of the comtrach,
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By Hoyal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Date Reference Action
Number
04 February 2013 7932588 The addition of a significant subcontractor SP Medical A/S
14 May 2014 8134266 Addition of peripheral angioplasty balloon catheters to product
family, covered by scope expression 'non-active surgical devices'.
Addition of significant subcontractors Hotspur Technologies, Inc
and Teleflex Medical Asia Pte Ltd
09 March 2015 8293488 -, Addition of 8 crucial suppliers |
28 August 2015 E:ﬁéﬂgﬂ _ _' é"%ﬁc&at& renewal.
r{,\; II0. Ré‘;ﬂal of Hotspur Technologies, Inc. from list of significant
F[ T '_:%. Rcantractors.

A L ,.*I-':,a-

n'-'- b-.{' /
500

s
v
-\

..making excellence a habit”
Page 2 of 2
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C-IhA-16025-0E-00

Ruth Delb kBa e R i
DEKRA Certification GmbH Stultgart 281 '_ 04-01




Annex to the Certificate No. 50593-14-

Revision status: 0
valid from 2019-04-01 to 2020-05-16

The following locations belong to the certificate above:

Headquarters Certified location

Richard Wolf GmbH Pforzheimer Stralke 32
D-75438 Knittlingen, Germany

Design and deveiop
production, distribiion
installation and sen,

::_?:

______ i




EC CERTIFIC

for the Quality Assurance Sy

s a Notiied Body of the European Uniory

Richard Wolf Gmbﬂ

Feaztnt durchilasigatad by
Zaniatateild do! Landar Z
1o e edeschint: F

LU AR L T
Medizinpindukier o

ZLGAEE-295. 10,03

DEKRA Cemficatmn GmbH Eﬁim&m Eﬂ‘i 7-08-17
MNotified Body ID-number: 01 24



Annex to the EC Certificate No. 50593&

Revision status: 0
Valid from 2017-05-17 to 2020-05-18

Devices/device categories included in the certificate:

Class | s:

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

- Suction system filler, plume particulate

Class |l a:

- Basic endotracheal tube, reusataie
- Basic roller pump
— Bone punch

-  Endoscope leak {a;:a,ief,. nBchan
~ Endoscopic electrasurgical handp __
- Endoscopic eleujmsu:gie;a}_'_'_ i
- Endoscopic 1mgélm:as Iratt

- Endusnuplcnﬁed!
ENT pmhe

Flexible ﬂhrﬁﬂﬂm éﬁﬂmﬁnnsmre,_
- Flexible video bronchos: '
Flexible video cyst

High-pressure medical gas tubing
- Lapamsmpir:mum-instrum G OesT

- Lapamscoplcsleevé Ll o
Laser lithotripsy. system b ¥



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 Il &:

- Medical air low pressure tubing
- Microbial medical gas filter, sterile, single-use

- Operaling room audiovisual data/device management system application softwa
- Orthopaedic burr, reusable

~  Orthopaedic burr, single use

~  Oscillating surgical saw blade, reusable
~  Dscillating surgical saw blade, single uss
~  Particulate water purification fiiter

- Proctoscope, reusable

- Rectoscope

~ Resectoscope

- Rigid bronchoscope

- Rigid cystourethroscope

- Rigid endoscopic cannula, reusable

- Rigid ancinsmpir_: cannula single use P

- Rigid endoscope sheath

- Rigid endoscope telescop
- Rigid endoscope wurhmg%}j{ ;
ngld hystemsmpe :

Rigid uretemré;mmpe'
- Rigid videg [3]331"0550333

"

. ., 'fx '-:
o

h, 3




Annex to the EC Certificate No. 5059

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

Devices/device categories included in the certificate:

Class Il 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

- Endusmplc eleclmsurgtcai handpieceielectrode, bipolar, reusabla

- Endoscopic electrosurgical handptmafe!ectrnde momimla: 'mgra-usa
- Gastrointestinal endoscopic insufflator
Hysteroscopic irigation/insufilation system
- Laser lithotripsy system
~ Masal snare, reusable
- Operating room audiovisual data/dev i managem it A,
- Operating room audiovisual da&a:fﬂ?yw; ’ﬁrﬁg&m’ .s_iﬂstﬁm gppi‘ Caio
— Piezoelectric lithotripsy sysiem -~ ,{ s
- Polymeric ureteral stﬂnt
- Ultrasonic lithotripsy syste

DEKRA Certificati
Notified Body 1D-n



This certificate is vaﬁﬁ from 201?-05-1:’?0 2023«!15
Registration No.; 50593-1 T-DE
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Ruth Delbedk-Baysr 2"
DEKRA Certification GmEﬁB
Notified Body ID-nurﬁﬂ >
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Scope of certification:

Design and development, pro
medical devices (sterile, non. ;;-
Implants, accessories for g
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. Clear, soft vinyl for patient comfort and visual assessment
Adjustable nose clip assures comfortable fit
« Complete with 210cm Star Lumen® Oxygen Supply Tubing




meF] EU-25703-CVT
Multi-Lumen Central |
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Meleflex ARROW

Vascular Access Product Catalog

Home / Central Venous Catheter / EU-27702-CVT

/ Frx 20 cm Two-Lumen Central Venous

<y - Catheterization Set with Blue Flextip®
., - - ARROW(g+Ard-Blue® Catheter
iy

CVC SET: 2-LUMEN 7FR X 20CM

SKU / Article #: EU-27702-CVT

Representalive photo(s): actual proguct Hig hhghts

specifications may vary from that shown i the e
Ifa)

s CE Mark

Contraindications & Considerations

Mot made with natural rubber |atex.

Sales Quantity/Case: 10

7 Frx 20 cm Two-Lumen Central Venous Catheterization Set with Blue Flextip® ARROWg+Ard-
Blue® Catheter
SKU / Article #; EU-27702-CVT

Quantity  Component Description

1 Two-Lumen Indwelling Catheter: 7 Fr.x 20 cm Rz wdiopague Polyurethane with Blue FlexTip®, ARROWY-ard®
Antimicrobial Surlace Treatment!, Extension Line Clamps

1 ¢ Spring-Wire Guide, Marked: 032" (0,81 mm) dia, x 23-5/8" 180 om) {Straight Soft Tip on CGne End - "J" Tip an OfFer
with Arrow Advancer with EGG Mark

1 Introducer Needle: Echogenic 18 Ga. x 2-1/2" (6.35 cm) XTW

1 Syninge: 5 mL Luer-Slip

1 Tissue Dilater: 8.5 Fr (28 mm) x 10.2 gm
1 ECG Extension Cahle

1 injection Site Cap

1 ‘ """ﬁﬁ'fé?*mu'iust;n.le Hub: quﬁ;ﬁer




! Ligensed under US Pafant No. 6,706,024,
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T-TUBES

RUSEH GOLD® T-TUBE,
KEHR TYPE
made of Silkolatex

wilhout fipel
+ slerile, doubile-packed

n.-.mw_»//

T-TUBE, KEHR TYPE
nmade of snfl rubber

= wilhout funnel

= sterile, double-packed 4236007

473601

DETACHABLE FUMMEL
made af PV

« for T-Tihes
+ slerile

5 0.0 3.0 mm

mn i 0D35 AW

L0070 mm

100.80/90/W0mm
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5.C. "Endo-Chirurgie” S.R.L.

Codul fiscal: 1009600033242 EN D
Adresa postala: mun.Chisindu, str.Mesterul Manole nr.9

Telefon/Fax: (022) 23-21-33, (022) 66-72-86 CH;RURGlE

Nr. de iesire: 19/04 din 17.04.2020

Catre: IMSP SCM Sf. Treime,
mun. Chigindu, str. Alecu Russo, nr. 11/1, MD-2068.
Licitatia Nr.: ocds-b3wdpl-MD-1583498963063,2 1020907,

"Achizifionarea consumabilelor parafarmaceutice”.

DECLARATIE

Prin prezenta, SRL "Endo-Chirurgie™ declara urmatoarele:

Se obligd si prezinte la solicitarea autoritatii contractante/bencticiarului,

mostre in decurs de 3 zile de la solicitare.

Cu respect,

Director Victor GHEREG
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