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EC CERTIFICATE

Number: 3804606CEQ1

Full Quality Assurance System

Directive 93/42/EEC on Medical devices, Annex II excluding (4)
(Devices in Class lla, llb or lll)

Manufacturer:

Cytosorbents, Inc.
7 Deor Park Dr., Suite K
Monmouth Jct. NJ 08852
United States Of America

For the product category(ies)
Polymer Based Adsorption Syslgmx
DEKRA grants the right o use the E¥
the CE Marking of Conformity of the prbdi
Documentation and meeting the provisions ¢
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This certificate is velid until: 1 September 2019
Issued for the first time: 25 March 2011

R : 1 September 2016

DEKRA Certification B.V.

drs. G.J. Zoetbrood ing. AAM. Laan
Managing Director Certification Manager

©integral publication of this certificate and adjolning reports is allowed
DEKRA Certification B.V. Is Notified Body with 10 no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Amhem P.O. Box 5185, 8802 ED Amhem, The Netherlands
T+31 88 86 B3000 F +31 8B 05 83100 www.dekra-certification.com Company registration 08085396
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ADDENDUM

Belonging to certificate: 3804606CE01

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Polymer Based Adsorption Systems

Issued to:

Cytosorbents, Inc.
7 Deer Park Dr., Suite K

d |l‘lj "‘,”.’ ."‘ 4’)

Initial date: 25 March 2014 * /., ///

Revision date: § June 2018 /"4 /; /
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drs. G.J. Zoetbrood ing. AAM. Lean
Managing Director Certification Manager

© Integral publication of this certificale and adjoining reports is allowed
DEKRA Ceriification B.V. Is Notified Body with ID no 0344

DEKRA Certification B.V. Msander 1051, 6825 MJ Amhem P.O. Box 5185, 6802 ED Amhem, The Netherlands
T+31 68 £6 83000 F +31 88 06 83100 www.dekra-certification.com Company registralion 09085388
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CERTIFICAT CE

Numdrul: 3804606CE01

Sistemul Complet pentru Asigurarea Calititil

Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il excluziind (4)
(Dispozitivele din Clasele Ila, IIb sau III)

Produciitor:
Cytosorbents, Inc.

7 Deer Park Dr., Suite K
Monmouth Jet. NJ 08852
Statele Unite ale Americii

Pentru categoria(categoriile) de produse
Sisteme de Absorbi{ic pe Bazii de Polimeri

DEKRA oferli dreptul de a utiliza Numdirul de Identificare al Organismului Notificat CE de mai jos pentru
a insoti Marca de Conformitate CE a produselor implicate care suat conforme cu Documentatia Tehnicl
necesari §i indeplinesc prevederile Directivei CE care se aplici acestora:

0344
Documentele care stau fa baza acestui certificat:

Notifficare de Certificare 3304606CN, iniginlil din data de 20 septembrie 2010
Act Adifionsl, initial din data de 25 martie 2011

DEERA declars cii produtlitorul menfionst mai sus indeplineste prevederile splicabile ale ,Beshuit
Medische Hulpmiddelen™, trmspuncren olandezl a Directivei 93/42/CEE din 14 iunie 1993 privind
dispozitivele medicale, inclusiv toate modificiinile ulterioare, §i care pentru categaria de produse
mentionutl mai sus, Provedura de Evalusre 2 Conformitiifii Anexa [T pentra produsele din clasa Ila, este
realizatii de Produciitor in conformitate cu prevederile Directivei Consilivtui 93/42/CEE din 14 iwnie
1993, Pentru plasarea pe piati a dispozitivelor din Clasa 111, este obligatoriv en cestificat suplimenter de
examinare a design-ului CE conform Anexei I1, sectiunea 4. Informagiile necesare si referirea la
documentatia aplicabildl privind produsele implicate 5i evaluiirile realizate, sunt mengionste ia Notificarea
de Cetificare care constituie o parte integrantii din acest certificat.

Acest certificat este valabil pini in data de: 1 septembrie 2019

Data eliberiirii inifiale: 25 martie 2011

Resliberat: 1 septembrie 2016

DEKRA Certification B.V.

drs. G.J. Zoetbrood ing, AL AM. Laan
Director Executiv Director de Certificare
Semnditurd indescifrabild Senmdturd indescifrabild

© Este permisd publicarea indegralll o ecestu certificat §i o rapoartelor adiacente.

DEKRA Certification B.V. este un Organism Notificat cu ID nr. 0344

DEKRA Certification B.V, Meander 1051, 6825 MJ Ambhem P.O Box 5185 6802 ED Ambem. Olanda

T+31 88 95 83000 F +31 88 96 83100 wuw.dekm-centificotion.com  Nr. de Inregistrare 8 societiljii 09085396




ANEXA

Atasati la certificatul cu nr, 3804606CE01
DECLARATIE DE CONFORMITATE CE
DISPOZITIVE MEDICALE

Sisteme de absorbtie pe bazi de polimer

Emis citre:

Cytosorbents Imc.

7 Deer Park Dr., Suite K
Monmouth Jet. NJ 08852
Statele Unite ale Americii

Acest certificat acoperd urmétoarele produse:

Citoking, bilirubing, mioglobind, absorbtie (clasa IIb).

Data initiald de emitere: 25 martie 2011

Data revizuirii: 9 iunie 2018

DEKRA Certification B.V.

semndturd indescifrabili semndturd indescifrabild
Dr. G. J. Zoetbrood Ing. A. A. M. Laan
Director general Manager de certificare

© Este permis# publicarea integrald a certificatului si rapoartelor atasate,

DEKRA Certification B.V. este un organism notificat cu nr. 0344
DEKRA Certification B.V. Meander 1051, 8825 MJ Amhem Cod postal 5185, 6802 ED Amhem, Olanda

T +31 88 96 83000 F +88 96 83100 www.dekra-certification.com Nr. de inregistrare 09085396
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CytoSorhents

7 De=r Park Drive, Sulie K
Monmouth Junction. N| 08852
e
wwi, CyluS:bmhmn
% Declaration of Conformity
i Polymer Based Adsorption Systems

We hereby declare that the distributed CE marked products, specified in the annexed product
list, conform to the product(s) covered by:

CE Marking of Conformity Certificate
Reference #3804606CED1
_Description Date
Initinl Certification March 25, 2011
Renewal September 01, 2013
Renewal September 01, 2016

Delivered by DEKRA Certification Inc., Arnhem, The Netherlands, Notified Body Identification
Number 0344, in accordance with Annex IT of the “EC-Directive”, the Council Directive
93/42/EEC of 14 June 1993, concerning medical devices.

In addition, we ensure and declare that the distributed CE marked products, as mentioned and
falling within Class IIb, meet the provisions of the EC-Directive which apply to them.

This declaration is based on the application of the Quality System approved for the design,
manufacture and final inspection of the products concerned, in accordance with Annex II of
the EC-Directive. The conformity of the full quality assurance system set out in Annex IJ, is
described in the said CE Marking of Conformity Certificate, issued and delivered by DERRA
Certification Inc.

Issued: o7 September 2016 Confidoatnl Seayriah! 2018 EytaSerbonts usemorsted B Biphiy Raserved
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7 Deer Park Drive, Suite K

Monmouth Junction, NJ 08852
cmsnm&n‘s United States of A:::erica

This Declaration of Conformity covers Polymer Based Adsorption Systems as specified in the
product list belonging to this declaration, and is valid for all products concerned bearing the
CE marking and manufactured at the following site:

CytoSorbents Inc.

7 Deer Park Drive

Suite K

Monmouth Junction, NJ 08852
United States of America

Retaining the EC Authorized Representative:

MedPass International Limited
Windsor House

Bretforton, Evesham, Worcestershire
WR11 737

United Kingdom

cent Capp
Chief Operati

Annex: Product List
CytoSorb 300 mL Device
Issued; 07 September 2016 Sonfidenta) Bopyright 2010 Syio3ortonts ineomporatod Al Biphis Bssenied 2
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CytoSorbents

7 Deer Park Drive, Suite K
Monmouth Junction, NJOB852
Telefon: (732) 329-8885

Fax: (732) 329-86.50

WWW. roents.com

Declaratie de Conformitate
Sisteme de Absorbtie pe Bazii de Polimeri

Declariim prin prezenta c& produsele Distribuite care poarti marca CE din lista produselor atagats sunt
conforme cu produsele acoperite de:

Marca CE a Certificatului de Conformitate
Nr. de referintil 3804606CE)1
Descriere Data
Certificare Initiald 25 martie 2011
1 septembrie 2013
Refnnoire 1 septembrie 2016

Livratd de DEKRA Certification Inc., Arnhem, Olanda, Numiirul de Identificare al Organismului
Notificat 0344, conform Anexei II 1a Directiva CE, Directiva Consiliului 93/42/CEE din 14 iunie 1993
privind dispozitivele medicale.

De asemenea, asiguréim $i declariim ci produsele distribuite marcate CE aga cum sunt mentionate §i care
sunt clasificate in Clasa IIb indeplinesc prevederile Directive CE care st aplici acestora.

Aceastil declaratic se bazeazii pe cererea Sistemului de Calitate aprobatii pentru proiectarea, fabricarea si
inspectia finali a produselor vizate conform Anexei II din Directiva CE. Conformitatea sistemului
complet de asigurare a calititii previizut# in Anexa Il este descrisi in Marcarea CE a Certificatului de
Conformitate, emisé §i livrati de DEKRA Certification Inc.

Data cliberiini: 7 scptembric 2016 Conlidential. Copyright 2016 CytoSorbonts Incorporaicd. Toate Drepturile Rezervate.

("‘S“) CONEOR: CY
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CytoSorbents 7 Deer Park Drive, Suite K
Monmouth Junction, NJOB8S52
Statele Unite ale Americii

Accasti Declaratie de Conformitate acoperd Sistemele de Absorbtie pe Bazi de Polimeri de pe lista
produselor asociath acestei declarafii 5i este valabild pentru toate produsele vizate care poartd marca CE si
fabricate la urmétoarea unitate:

CytoSorbents
7 Deer Park Drive

Suite K
Monmouth Junction, NJ 08852
Statele Unite ale Americii

Reprezentantul Autorizat CE:

MedPass International Limited
‘Windsor House

Bretforton, Evesham, Worcestershire
WRIL 7]

Regatul Unit

Semnditurd indescifrabili
Stampild rotundd: CytoSorbents Incorporated

Vincent Capponi
Director Operational

Anexa: Lista Produselor
Dispozitiv CytoSorb de 300 mL

Data cliberdirii: 7 scptembric 2016 Confidential. Copyright 2016 CytoSorbents Incorporated. Toate Drepwrile Rezervate.
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CERTIFICATE

Number: 3804606

The management system of;

Cytosorbents, Inc.
7 Deer Park Dr., Suite K

Monmouth Jct. NJ 08852

United States Of America

Scope:

Design, development, manufacture g
of physiological fluids for the a?

Certificate expiry date: 34; mbe
Certificate effective date: /20 #é;:sf;
Certified since: ,?yﬁ/: en
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drs. G.J. Zoetbrood Wi T g, AAME Laah' 7/, ,7/ /
Managing Director | Certification Manager ,{',«/ #
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DEKRA Certification B.V. is a CMDC.{}\S recognized registrar.
© Integral publication of this certificate and adjoining reports is allowed

4 i ‘JI T ‘.'
@ i ihaydisdy FIHl Accredited by: |
"¢, . Standards Council of Canada
‘5CC Accreditsd
L Registered trade-mark owned by the Standards Council of Canada, used with permission

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396



CERTIFICAT

Nr. 3804606
Sistemul de Gestionare al societitii:

CytoSorbents Corp.

7 Deer Park Dr., Suite K
Monmouth Jet., NJ 08852
SUA

inclusiv implementarea, respecta cerintele standardului:
ISO 13485:2003

Domeniu de aplicare:
Proiectarea, dezvoltarea, fabricarea si distributia de cartuse cu polimeri cu adsorbtie selectivi
pentru dializa lichidelor fiziologice pentru domeniul terapiei extracorporale.

Data de expirare a certificatului: 20 septembrie 2016
Data de intrare in vigoare a certificatului: 20 septembrie 2013
Prima certificare: 20 septembrie 2010

DEKRA Certification BY

Semndturd indescifrabild Semndturd indescifrabild
drs. G.J. Zoetbrood Ing. A.A.M. Laan
Director General Manager de Certificare

©Este permisa publicarea integrald a prezentului certificat si a rapoartelor anexate.

Acreditat de:

Consiliul de Standarde al Canadei

Marca inregistrata detinutd de Consiliul de Standarde al Canadei, utilizatd cu permisiunea
acestuia

DEKRA Certification BV, Utrechtsweg 310, 6812 AR Arnhem, CP 5185, 6802 ED Arnhem,
Térile de Jos

T+31 88 96 83000 F: +31 88 96 83100 www.dekra-certification.com

Nr. de inregistrare al societétii: 09085396




EC CERTIFICATE

for the Quality Assurance System
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As a notified body of the European Union, pE](RA” ,? itic)
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applies a quality essurance system for the medical devices listed in the annex according to the
directive 93/42/EEC annex ll. The approval is based on the result of the re-certification audit report
no. 50565-Z4-00, the decision dated 2015-11-25 is only valid in connection with the successful
performance of the annual survelllance audits.

This certificate is valid from 2015-11-30 o 2018-11-28
Certificate registration No.: 60566-16-05
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DEKRA Certification GmbH Stutigart; 2015-11-25

Notified Body ID-number: 0124
DEKRA Certification GmbH * Handwerkstralie 15 * D-T05685 Stuttgart * www.dekra-certification.de
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Annex to the EC Certificate 50565-16-05 dated 2015-11-25
Revision status: 0 Date: 2015-11-30

Devices / device categories included in the certificate

Class Il a:
MD 0102

Dialysis Catheter ST
- Kits
Catheter
MD 0108

- Kyphoplasty Systems ALLEVO

- Kis

- Individual instruments
- Dialysis Accessories

- Infroducer Needle

- BGuide Wire

- Dilator

- Trocar

- Split Sheath

- Connektor LT

- Suture Wing Shiicone LT -

- Repair Kit
- Straightening Stylette

Class Il
MD 0203
- Dialysis Catheter PU-LT
- Kits
- Catheter
- Dialysis Catheter Silikon LT
- Kits
- Catheter
MD 0106

- Biopsy Forceps KNIPSA
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For the placing on the market of class 1ll devices covered by this certificate an EC design-
examination certificate according to directive 93/42/EEC annex Il {4) is required.

This document may only be reproduced and distributed complets!




CERTIFICAT CE
pentru Sistemul de Asigurare a Calititii

conform directivei 93/42/CEE,

Anexa IT excluzfind sectiunea (4)

In calitate de organism notificat al Uniunii Europene, DEKRA Certification GmbH atesti ci societatea
JOLINE GmbH & Co. KG

Neue Rottenburger Strafe 50, 72379 Hechingen, Germania

aplicii un sistem de asigurare a calitdtii pentru dispozitivele medicale previzute in anexd conform directivei
93/42/CEE anexa II. Aprobarea se bazeaz# pe rezultatu] raportului auditului pentru recertificare or. 50565-Z4-
00, decizia din data de 25.11.2015 este valabild doar cu conditia trecerii cu succes a auditurilor de supraveghere
anuala,

Prezentul certificat este valabil in perioada 30.11.2015-29.11.2018
Nr. de inregistrare a certificatului: 50565-16-05

DEKRA Certification GmbH Stuttgart, 25.11.2015

Semniiturd indescifrabild

Nr. Organism Notificat: 0124

DEKRA Certification GmbH * Handwekstrape 15 * D-70565 Stuttgart * www.dekra-certification.de

Pagina 1 din 1




Anexa la Certificatul CE 50565-16-05 din data de 25.11.2015

Starea de Revizuire: 0 Data: 30.11.2015 Pagina 1 din 1

Cateporii de dispozitive/dispozitiv inclus/e in certificat

Clasall a;
MD 0102
- Cateter Dializi ST
- Kituri
- Cateter
MD 0106
- Sisteme de Kifoplastie ALLEVO
- Kituri
- Instrumente Individuale
- Accesorii pentru Dializa
- Ac Introducere
- Cablu de Ghidare
- Dilatator
- Trocar
- Invelig Despirtitor
- Conector LT
- Silicon Aripé Suturd LT
- Kit de Reparare
- Stilet de indreptare
Clasallb
MD 0203
- Cateter Peritoneal
- Kituri
- Cateter
Clasa ITI
MD 0203
- Cateter Dializi PU-LT
- Kituri
- Cateter
- Silicon Cateter Dializa LT
- Kituri
- Cateter
MD 0106
- Forceps Biopsie KNIPSA

Pentru punerea pe piaté a dispozitivelor din clasa III acoperite de acest certificat este necesar un certificat de
examinare proiectare CE conform directivei 93/42/CEE anexa II (4).

Prezentul document poate fi reprodus si distribuit doar in form# complets!




EC CERTIFICATE
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As a nofified body of the European Union, DEKRA ertification GrabH.c !cg.:,m,‘,ll, / /f’ f{’”
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applies a quality assurance system for the medical devices listed in the annex according to the
directive 93/42/EEC annex V. The approval is based on the resuit of the re-certification audit report
no. 50565-24-00, the decision dated 2015-11-25 Is only valid in connection with the successful
performance of the annual survelllance audits.

This certificate is valid from 2015-11-30 to 2018-11-28
Certificate registration No.: 50565-17-04

4 s " ***** Benznnt deschiDesigasted by
£ A Y * z:tmumu‘:
PDEKM-'? **“:_‘ umm?
D Nt Kpp®™  216-85-205.10.02
DEKRA Certification GmbH Stuttgart; 2015-11-25

Notified Body ID-number; 0124
DEKRA Certification GrmbH * Handwarkstralls 15 * D-70565 Stutigant * www.delra-cartification.de g
page 1 of 1




Annex to the EC Certificate 50565-17-04 dated 2015-11-25
Revision status: 0 Date: 2015-11-30 Page 1 of 1

Devices / device cateqgories included in the certificate

Class | s:

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

MD 0101
- Protective Cap/ Luer Lock Injection Cap

- Miniclamp
MD 0106
- Stone Extraction Catheter E it
- Application Catheter for Bile Duct Endoprostheses s g ,‘.-f’?}ff':'-' f'/l f} il
- Sinuplasty Kit LENIO . . ﬂ'ﬂf/’ﬂfﬂ?{b
e . il
- Catheter
- Mixer

e, " frf ///

This document may only be reproduced and distributed completsl
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CERTIFICAT CE
pentru Sistemul de Asigurare a Calititii

conform directivei 93/42/CEE,
Anexa II excluziind sectiunea (4)

fn calitate de organism notificat al Uniunii Europene, DEKRA Certification GmbH atest’ ci societatea
JOLINE GmbH & Co. KG
Neue Rottenburger StraPe 50, 72379 Hechingen, Germania

aplicd un sistem de asigurare a calitéitii pentru dispozitivele medicale previizute in anexd conform directivei
93/42/CEE anexa V. Aprobarea se bazeazi pe rezultatul raportului auditului pentru recertificare nr. 50565-Z4-
00, decizia din data de 25.11.2015 este valabila doar cu conditia trecerii cu succes a auditurilor de supraveghere
anuald.

Prezentul certificat este valabil in perioada 30.11.2015-29.11.2018
Nr. de inregistrare & certificatului: 50565-17-04

DEKRA Certification GmbH Stuttgart, 25.11.2015

Semnaturd indescifrabilé

Stampita rofundd: DEKRA Certification GmbH

Nr. Organism Notificat: 0124

DEKRA Certification GmbH * HandwekstraBe 15 * D-70565 Stuttgart * www.dekra-certification.de

Pagina 1 din 1




Anexa la Certificatul CE 50565-16-05 din data de 25.11.2015

Starea de Revizuire: 0 Data: 30.11.2015 Pagina 1 din 1

ClasaIs:
Pentru produsele de mai jos, revizuirea Sistemului de Asigurare a Calititii se referd exclusiv la aspectele legate
de productie care se refer# la asigurarea §i mentinerea conditiilor sterile.

MD 0101
- Capac Protectiv/Capac de Injectie Blocare Luer
- Mini-clem#
MD0106
- Cateter Extractie Pietre
- Cateter Aplicare pentru Endoproteze Canalul Biliar
- Sinuplastie KIT LENIO
- Cateter
- Mixer

Prezentul document poate fi reprodus §i distribuit doar in form# completi!




Joline

JOLINE GmbH B Co. KG + Neue Roflenburger Sk, 50 » D-72378 Hechingen

KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Name und Adresse der Firma / Name and address of the firm

Joline GmbH & Co. KG
Neue Rottenburger Strale 50

D - 72379 Hechingen
Germany

W'raidﬁr&nhalleiﬂgerveramwom:ng,dassdashledizhpmdtﬂul

We declare under our sole responsibility that the medical davice

Dialyse Katheter ST gem38 Anhang /

Dialysis Catheter ST according to the annex

der Kiasse lia/ of class lla

nach Anhang IX der Richtiinie 93/42/EWG / according to annex IX of direct, 93/42/EEC

mmummmamm:
mammdﬂnmmmmmt

Kamm/mmm
Nach Anhang H, volistindiges Qualititssicherungssystem /
mwmmmmmm

Konformitatsbewsriungsstelle / Notified Body
DEKRA Certification GmbH
Handwerkstresse 15

D-70565 Stutigart

Germany
ID: CE 0124

Diese Erklarung ist gliltig bis zum 20.11.2018 bzw. bis zur Aussteliung einer revidierten Eridéirung. /
This declaration is valid unti 2018-11-29 or until a revised declaration comes into effect.

Hechingen, 28.08.16 / 2016-09-28

2. Sy /\/\_
Michael Eisenlohr D n Wenze!
Site Manager irector QA/RA




Joline

JOLINE GmbH & Co. KG « Neue Rottenburger Str. 50 + D-72370 Hechingen

ANHANG — PRODUKTLISTE /
ANNEX - PRODUCT LiIST

Single Lumen Short Term

DCP 8/12,6 PH KSL08P200 21 SLO8P100C SL08PH100CD
DCP8/M15 H KSLO8P200C SLO8P100CD SL08PH100D
DCP 8/15 H-PH KSL08P225 SLO8P100D SLOBPH125
DCP 8/16 PH KSL08P225C SLo8P125 SLosPH125C
DCP 8M7,5 H-PH KSL08P250 SLo8P125C SLOBPH125CD
DCP 817,56 PH KSL08P250C SL08P125CD SLO8PH125D
DCP 820 KSLO8PH100 SLosP125D SLO8PH150
DCP 8720 PH KSLOBPH100C SLO8P150 SLOBPH150C
DCP 8/25 PH KSLO8BPH125 SLO8P150C SLO8PH150CD
DCPT 8/10 KSLO8PH125C S1L08P150CD SL08PH150D
DCPT 8/15 KSLOBPH150 SLOBP150D SLOBPH175
DCPT 815 HPH KSLOBPH150C SLOBP175 SLO8PH175C
DCPT 81MSPH KSLOBPH17S SLOBPITSC SLO8PH175CD
DCPT 8H7.5 H-PH KSLOBPHI7SC SLOBP175CD SLOSPH175D
DCPT 8M7.5PH KSLO8PH200 SLOBP17SD SLO8PH200
DCPT 820 HPH KSLOBPH200C SLoBP200 SL08PH200C
DCPT 820 PH KSLOBPH225 SLO8PZ00C SLOBPH200CD
KSLO8P100 KSLOBPH225C SLOBP200CD SLO8PH200D
KSLo8P100C KSLOBPH250 SLosP200D0 - SLO8PH226
KSLO08P125 KSLOBPH250C SLosP225 SLOBPH225C
KSLO8P125C PKSLOBP150 SL08P225C SLO8PH225CD
KSLOBP150 PKSLOBP150C SL08P225CD SLO8PH225D
KSLo8P150 PKSLOBP175 SLOBPZ25D SL08PH250
KSLO8P150 21 PKSLOBP175C SL08P250 SL08PH250C
KSLO08P150C PKSLOBP20D SL08P250C SL08PH250CD
KSLO8P150C 21 PKSL0O8P200C SLo8P250CD SL08PH250D
KSLOBP175 PKSLO8P250 SL08P250D

KSLOBP175C PKSLO8P250C SLOSPH100

KSL08P200 SLO8P100 SLO8PH100C

Single Lumen ST (Hiindler / Distributor)

PKSLOBP150 Single Lumen ST
-PKSLOBP175 Single Lumen ST
-PKSLOBP200 Single Lumen ST
-PKSLO8P250 Single Lumen ST



Joline

JOLINE GmbH & Co. KG « Neue Rottenburger Sir. 50 » D-72379 Hechingen

Double Lumen Short Term High Fiow Kits

HF-DLS 13/15 KHF13PH150 21 KHF13PH200C PKHF13PH125
HF-DLS 13/15 C KHF13PH150C KHF13PH200C 21 PKHF13PH125R
HF-DLS 13/17,5 KHF13PH150C 21 KHF13PH200R PKHF13PH150
HF-DLS 13/1175C KHF13PH150R KHF13PH225 PKHF13PH150C 21
HF-DLS 13/20 KHF13PH150R 21 KHF13PH225 21 PKHF13PH150R
HF-DLS 13/20 C KHF13PH175 KHF13PH225C PKHF13PH175
HF-DLS 13725 KHF13PH175 21 KHF13PH225R PKHF13PH175R
KHF13PH100 KHF13PH175C KHF13PH225R 21 PKHF13PH200
KHF13PH125 KHF13PH175C 21 KHF{13PH250 PKHF13PH200R
KHF13PH125C KHF13PH175R KHF13PH250 21 PKHF13PH250
KHF13PH125R KHF13PH200 KHF13PH250C 21 PKHF13PH250R
KHF13PH150 KHF13PH200 21 KHF13PH250R

High Flow Double Lumen ST (Hindler / D

-PKHF13PH150 High Flow Double Lumen ST w. Stylet

PKHF13PH175 High Flow Double Lumen ST w. Stylet

~PHHF13PH200 High Flow Doubls Lumen ST w. Stylet

~PKHF13PH250 High Flow Double Lumen ST w. Stylet

“PKHF13PH150R High Row Double Lumen ST w. Stylst Curved

PHKHF{3PHI75R High Flow Doubls Lumen ST w. Stylet Curved

PHHF13PHZ00R High Flow Double Lumen ST w, Stylet Curved

-PHF13PH250R High Flow Double Lumen ST w. Stylet Curved

Double Lumen Extra Flow - Pidiatrisch

KDLOGPO75 KDLOGP125R KDLD8P125C 21 PKDLOGP100R
KDLOGPOTS 21 KDLOGP150 KDLOBP125R PKDLOGP125
KDLOBPOTSC KDLOGP150 21 KDLOBP150 PKDLOGP125R
KDLOGPO75C 21 KDLOBPOTS KDLDBP150 21 PKDLOBPOTS 21
KDLOGPOTSR KDLOBPOTSC KDLOBP150C PKDLOBP10D
KDLOGPO75R 21 KDLOSPO75R PDLS 6,5/10 PKDLOSP100R
KDLOGP100 KDLO8P100 PDLSG5M0C PKDLO8P125
KDLO5P100 21 KDLOBP100C PDLS 6575 PKDLOBP125R
KDLOBP1060C KDLOSP100R PDLS6575C PKDLOSP150
KDLOGP100R KDLOSP100OR 21 P-DLS 8H15 PKDLOBP150 21
KDLOGP100R 21 KDLO8P125 PKDLOGPO75 PKDLOBP150R
KDLOGP125 KDLOBP125 21 PKDLOGPO75R
KDLOGP125C KDLO8P125C PKDLOGP100
Extra Flow Double Lumen (Hindlorll)bbibutor)

-PKDL08P100 Extra Flow Double Lumen ST

-PKDLOBP125 Extra Fiow Double Lumen ST

-PKDLOBP150 Esxtra Flow Double Lumen ST

-PKDLOBP100R Extra Flow Double Lumen ST Curved

-PKDLOBP125R Extra Flow Double Lumen ST Curved

-PKDLOBP150R Exira Flow Double Lumen ST Curved

-PKDLO6PO75 Extra Flow Double Lumen ST

-PKDLOGP100 Extra Flow Double Lumen ST

-PKDLOGP125 Extra Flow Double Lumen ST

-PKDLOBPO75R Extra Flow Double Lumen ST Curved

-PKDLOSP100R Extra Flow Double Lumen ST Curved

-PKDLO6P125R Extra Flow Double Lumen ST Curved
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Double Lumen Silicone Short Term

KEFS250 PKEFS250
KEFS250 N PKEFS250 N
KEFS250 N 21 PKEFS250 N 21
KEFS300 PKEFS300
KEFS300 N PKEFS300 N
KEFS300 N 21 PKEFS350
KEFS350 PKEFS350 N
KEFS350 N

Double Lumen ST (Héndler / Distributor)

-PKEFS280 Double Lumen ST
-PKEFS300 Double Lumen ST
-PKEFS350 Double Lumen ST

Double Lumen Short Term Precurved

HF-DLS 13/15R PKHFP13PH200

HF-DLS 13/20 R PKHFP13PH150
PHHFP13PH150 21
PKHFP{3PH250

High Flow Double L. ST (Hindler / Distributor)

-PKHFP13PH160 High Flow Double L. ST.  Curved w. Stylet
-PKHFP13PH200 High RowDouble L. ST.  Curved w. Stylet
~PHHFP13PH250 High FlowDouble L. ST.  Curved w. Stylet
Triple Lumen Short Term
TL12P125 TL12P225D TLK 12115
TL12P125C TL12P225CD TUCI2M5 H
TL12P125D TLI2P250 TWK 12/17,5
TL12P125CD TL12P250C TK 12M175H
TL12P150 TL12P250D TLK 1220
TL12P150C TL12P250CD TLK 12120 H
TL12P150D KTL12P125 TLK 1225
TL12P150CD KTL12P125C KTL12P125R
TL12P175 KTL12P150 KTL12P150R
TL12P175C KTL12P150C KTL12P175R
TL12P175D KTL12P175 KTL12P200R
TL12P175CD KTL12P175C TLK 1245 C
TL12P200 KTL12P200 TIK12M7,5C
TL12P200C KTL12P200C TLK12/20C
TL12P200D KTL12P225 KTL12P200 21
TL12P200CD KTL12P225C KTL12P175 21
TL12P225 KTL12P250 KTL12P200C 21
TL12P225C KTL12P250C KTL12P175C 21

PKTL12P150
PKTL12P200
KTL12P150 21
PKTL12P150C
KTL12P150C 21
KTL12P250 21
PKTL12P200C 21
PKTL12P175
PKTL12P175C
PKTL12P150C 21
PKTL12P175 21
PKTL12P200 21
PKTL12P175C 21
PKTL12P250R
PKTL12P250
PKTL12P150R
PKTL12P175R
PKTL12P200R
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Double Lumen Short Term Extra Flow Kits

HF-DLS 11/12,5 KEF11P150R 21 KEF11P300R 21
HF-DLS 11/125C KEF11P175 KEF11PH125R
HF-DLS 11/16 KEF11P175 21 KEF11PH150C
HF-DLS 11115 C KEF11P175C KEF11PH150R
HF-DLS 1115C 14 KEF11P175C 21 KEF11PH175
HF-DLS 1117,5 KEF11P175R KEF11PH175 21
HF-DLS 11/175C KEF11P175R 21 KEF11PH175C 21
HF-DLS 11/20 KEF11P200 KEF11PH175R
HF-DLS 11/20C KEF11P200 21 KEF11PH200
HF-DLS 11/20C 14 KEF11P200C KEF11PH200 21
HF-DLS 11/225 KEF11P200C 21 KEF11PH200C
HF-DLS 11/25 KEF11P200R KEF11PH200C 21
HFDLS 11/25C KEF11P200R 21 KEF11PH200R
HF-DLS 11/25C 14 KEF11P225 KEF11PH250
HFDLS 11/30 KEF11P225 21 KEF11PH300
KDLOBP100R 21 KEF11P225C PKEF11P125R
KEF11P100 KEF11P225R PKEF11P150
KEF11P100C KEF11P225R 21 PKEF11P150C 21
KEF11P125 KEF11P250 PKEF11P150R
KEF11P125C KEF11P250 21 PKEF{1P150R 21
KEF11P125R KEF11P250C PKEF11P175
KEF11P150 KEF11P250R PKEF11P175 21
KEF11P150 21 KEF11P300 PHEF11P175C 21
KEF11P150C KEF11P300 21 PKEF11P175R
KEF11P150C 21 KEF11P300C PKEF1TP17T5R 21
KEF11P150R KEF11P300R PKEF11P200
Double Lumen ST Extra Fiow (Hiindler / Distributor)
PKHF11P15D High Flow Double Lumen ST w. Stylet
PKHF11P175 High Flow Double Lumen ST w. Stylet
PKHF11P200 High Row Double Lumen ST w. Stylet
PKHF11P250 High Flow Double Lumen ST w. Stylet
-PKHF11P150R High Flow Double Lumen ST w. Stylet Curved
PKHF11P175R High Flow Double Lumen ST w. Stylet Curved
-PKHF{1P200R High Flow Double Lumen ST w. Stylet Curved
PKHF11P250R High Flow Double Lumen ST w. Stylet Curved
-PKEF11P150 Extra Flow Double Lumen ST
-PKEF11P175 Extra Flow Double Lumen ST
-PKEF11P200 Extra Fiow Double Lumen ST
-PKEF11P250 Extra Flow Double Lumen ST
-PKEF11P150R Extra Fiow Double Lumen ST Curved
-PKEF11P175R Extra Flow Double Lumen ST Curved
-PKEF11P200R Extra Flow Double Lumen ST Curved
-PKEF11P250R Extra Flow Double Lumen ST Curved

PKEF11P200 21
PKEF11P200R
PKEF11P200R 21
PKEF11P225
PKEF11P225R
PKEF11P250
PKEF11P250R
PKEF11P300
PKEF11P300 21
PKEF11P300R
PKEF11PH175R
PKEF11PH200R
PKEF11PH250
PKHF11P125
PIHF11P125R
PKHF11P150
PKHF11P150R
PKHF11P150R 21
PHHF11P175
PKHF11P17T5R
PICHF11P200
PXHF11P200R
PiHF11P225
PKHF11P225R
PKHF11P250
PKHF11P250R



Joline

JOLINE GmbH & Co. KG + Neue Rollenburger Str, 50 + D-72379 Hechingen

Double Lumen Short Term Standard - Einzelkatheter und Kits

DL 11/15
DL11M5C
DL 11/15H
DL 11175
DL11M75C
DL11117,5H
DL 11/20

DL 11/20C
DL 11/20H
DL 11/25
DL11P100
DL11P100C
DL11P100CD
DL11P100D
DL11P125
DLTIP125C
DL11P125CD
DL11P125D
DL11P150
DL11P150C
DL11P150CD
DL11P1S0D
DL11P175
DL11P175C
DL11P175CD
DL11P175D
DL11P200
DL11P200C
DL11P200CD
DL11P200D
DL11P225
DLi1P225C
DL11P225CD
DL11P225D
DL11P250

Doubie Lumen ST (Handler / Distributor)

-PKDL11P125
-PKDL11P150
-PKDL11P175
-PKDL11P200
-PKDL11P250
-PKDL11P125R
-PKDL11P150R
-PKDL11P175R
-PKDL11P200R
-PKDL11P250R

DL11P250C
DL11P250CD
DL11P250D
DL11PH125CD
DL11PH125D
DL11PH150C
DL11PH150D
DLS 11125
DLS 11186

DLS 11M5C
DLS 11/15H
DLS 1117,5
DLS11H75C
DLS 11M75H
DLS 11720
DLS11/20C
DLS 11/20H
DLS 11/25
KDLO8P150C 21
KDL11P100
KDL11P100C
KDL11P125
KDL11P125C
KDL11P125R
KDL11P130C
KDL11P150
KDL11P150 05
KDL11P150 21
KDL11P160C
KDL11P150C 05
KDL11P150C 21
KDL11P150R
KDL11P1S0R 21
KDL11P175
KDL11P175 21

Double Lumen
Double Lumen
Double Lumen
Double Lumen
Double Lumen
Double Lumen ST
Double Lumen ST
Double Lumen ST
Double Lumen ST
Double Lumen ST

KDL11P175C
KDL11P175C 21
KDL11P175R
KDL11P175R 21
KDL11P200
KDL11P200 21
KDL11P200C
KDL11P200C 21
KDL11P200R
KDL11P200R 21
KDL11P225
KDL11P225 21
KDL11P225C
KDL11P225R
KDL11P225R 21
KDL11P250
KDL11P250 21
KDL11P2S0C
KDL11P250C 21
KDL11P250R
KDL11P250R 21
KDL11PHI00R
KDL11PH125
KDL11PHI25C
KDL11PHI25R
KDL11PH150
KDL11PHISD 21
KDL11PH150C
KDL11PHIS0C 21
KDL11PHISOR
KDL11PHISOR 21
KDLT11PHITS
KDL11PH175 21
KDL11PHI7SC
KDL11PH175C 21

ST
ST

Hiy

KDL11PH175R
KDL11PH200
KDL11PH200 21
KDL11PH200C
KDL11PH200C 21
KDL11PH200R
KDL11PH200R 21
KDL11PH250
PKDL11P125
PXDL11P125R
PKDL11P150
PKDL11P150 21
PKDL11P150C
PKDL11P150C 21
PKDL11P1S0R
PKDL11P150R 21
PXDLIP175
PKDLI11PIT5 24
PDLITPITSC
PKDL11PI7TSC 29
PHDL1IPI75R
PHDLI1P175R 21
PKDL11P200
PKDL11PZ00C
PKDL11P200R
PKDL11P250
PHDL11P250R
PKDL11PH1S0C 21
PHDL11PHISOR 21
PHDL1IPHITS 21
PKDL1IPHI75C
PKDL11PH200
PKDL11PH200 21
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Triple Lumen ST Héndler

-PKTL12P150
-PKTL12P175
-PKTL12P200
-PKTL12P250
-PKTL12P150R
-PKTL12P175R
PKTL12P200R
-PKTL12P250R

Triple Lumen
Triple Lumen
Triple Lumen
Triple Lumen
Triple Lumen ST
Triple Lumen ST
Triple Lumen St
Triple Lumen ST

Triple Lumen Short Term High Flow

HF-TLK 13/15 HF-TLK 13/30 H
HF-TLK 1315C KTHF13P150
HF-TLK 13175 KTHF13P150C
HF-TLK13475C KTHF13P150C 21
HF-TLK 13175 H KTHF13P15DR
HF-TLK 13720 KTHFI3P175 21
HF-TLK 13/20 C KTHF13P175R
HF-TLK 13/25 KTHF13P200
HF-TLK 13/25 H KTHF13P200 21
HF-TLK 13/30 KTHF{13P200C
HFRTLK 13/30C KTHF13P200R
Triple Lumen ST Handler
PKTHF13P150 Triple Lumen
PKTHF13P175 Triple Lumen
-PKTHF13P200 Triple Lumen
-PKTHF13P250 Triple Lumen
-PKTHF13P150R Triple Lumen ST
PKTHF13P175R Triple Lumen ST
-PKTHF13P200R Triple Lumen ST
-PKTHF13P250R Triple Lumen ST

PKTHF13P175C
PKTHF13P175R
PKTHF13P200
PKTHF13P200 21
PKTHF13P200R
PKTHF13P250
PKTHF13P250R
THF13P150
THF13P150C
THF13P250






CERTIFICAT

EN ISO 13485:2012 + AC:2012

DEKRA Certification GmbH atesta c3 societatea

JOLINE GmbH & Co. KG

Neue Rottenburger Strae 50, 72379 Hechingen, Germania

Obiectul certificarii:

Dezvoltarea, productia, marketing-ul si depozitarea produselor de sisteme cateter n domeniul/gama
de terapie intensiva, nefrologie, cardiologie, ortopedie si otorinolaringologie 2

Dezvoltarea si fabricarea de stenturi® :

Locuri certificate:

Neue Rottenburger StraBe 48, 72379 Hechingen, Germania’

Neue Rottenburger StraBe 50, 72379 Hechingen, Germania?
Lotzenacker 3, 72379 Hechingen, Germania®

a stabilit si mentine un sistem de management al calitati conform standardului de mai sus.
Conformitatea a fost doveditad prin raportul de audit nr. 50565-24-00.

Prezentul certificat este valabil in perioada 30.11.2015 — 29.11.2018

Nr. de Inregistrare a certificatului: 50565-11-00

Semndéturd indescifrabild
Stampild rotunda: DEKRA Certification GmbH

DEKRA Certification GmbH Stuttgart, 25.11.2015
DEKRA Certification GmbH * HandwekstraBe 15 * D-70565 Stuttgart * www.dekra-certification.de

DAkks
Deutsche Akkreditierungsstelle
D-ZM-16029-08-00

Pagina 1 din 1
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ZERTIFIKAT ¢ CERTIFICATE ¢

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 17 08 66097 082

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
GERMANY

Facility(ies): B. Braun Avitum ltaly S.p.A.

Via XXV Luglio, 11, 41037 Mirandola (MO), ITALY

Product Accessories for dialysis, infusion and apheresis
Category(ies): (class | sterile)

The Certification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with
MDD Annex V. This quality assurance system covers those aspects of manufacture concerned
with securing and maintaining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Directive. It is subject to periodical surveillance. See also
notes overleaf.

Report No.: 713113517

Valid from: 2018-01-10

Valid until: 2023-01-09

Date, 2017-10-11 ;
Stefan Prei

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

Page 1 of 1

- - ()]
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany OV
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ZERTIFIKAT © CERTIFICATE & .U .[

CERTIFICATE
No. Q1N 16 06 66097 071

Holder of Certificate: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
GERMANY

B. Braun Avitum AG
Schwarzenberger Weg 73-79, 34212 Melsungen,
GERMANY

Facility(ies):

B. Braun Avitum AG
Am Buschberg 1, 34212 Melsungen, GERMANY

B. Braun Avitum AG, Werk Glandorf
Kattenvenner Stralle 32, 49219 Glandorf,
GERMANY

Certification Mark:

Scope of Certificate:

Servicing of Active and Non-Active Medical Devices for
Extracorporeal Blood Treatment (Hemodialysis, Acute

Dialysis, Apheresis);

Design and Development, Production and Distribution

Product Service

of Non-Active Medical Devices in various Therapies;

Distribution and Servicing of Active Medical Devices for

Reverse Osmosis Systems, Central Concentrate

Supply, Ring Piping and Hot Rinse Disinfection Systems

Applied EN ISO 13485:2012 + AC:2012

Swndard(s): Medical devices - Quality management systems -
Requirernents for regulatory purposes

(ISO 13485:2003 + Cor. 1:2009)

DIN EN ISO 13485:2012

The Certification Bedy of TUV SUD Product Service GmbH certifies that the company mentioned

above has established and is maintaining a quality management system, which meets the

requirements of the listed standard(s). See also notes overleaf.

Report No.: 713078602
Valid from: 2016-08-01
Valid until: 2019-07-31
Date, 2016-07-27 ;

Stefan Preif
Page 1 of 1

TUV SUD Product Service BmbH - Zertifizierstelle - RidlerstraRe 65 - 80333 Milnchen -

( DAKKS

Germany

Deutsche
Akkreditierungsstel
D-2M-11321-01-00
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ZERTIFIKAT © CERTIFICATE

EC Certificate

Full Quality Assurance System

" Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)

(Devices in Class lla, lib or Ill)
No. G114 12 66097 065

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73 - 79
34212 Melsungen
GERMANY

Facility(ies): B. Braun Avitum AG

Schwarzenberger Weg 73 - 79, 34212 Melsungen, GERMANY

B. Braun Avitum Italy S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALY

B. Braun Medical Kft Production Division
Deéli-Kolhatar ut 2-4, 3200 Gydngyos, HUNGARY

B. BRAUN Vietnam Co., Ltd.
Thanh Oai Industrial Complex, Thanh Oai District, 156800 Hanoi,

VIETNAM
Product Kit for Dialysis and Haemo(dia)filtration
Category(ies): {extracorporeal circuit and dialyser)

Lines for Dialysis and Hemo{dia)filtration

The Certification Body of TOV 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 Il. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of ciass ll| devices an additional Annex Il (4) certificate is
mandatory. See also notes overieaf.

Report No.: 713053585
Valid from: 2015-06-23
Valid until: 2020-06-22

&-&

Hans-Heiner Junker

Date, 2014-12-18

TOV SOD Product Service GmbH is Notified Body with identification no. 0123
Page 10of1

TOV SOD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Minchen - Germany




Traducere din limba englezi
CERTIFICAT CE

SISTEMUL COMPLET DE ASIGURARE A CALITATII

(Directiva 93/42/CEE privind Dispozitivele medicale), Anexa Il excluzind (4)

(Dispozitive in clasa ITa, ITb sau IT)

Sigla TUV

B. Braun Avitum AG
Schwarzenberger Weg 73 — 79
34212 Melsungen
GERMANIA

B. Braun Avitum AG
Schwarzenberger Weg 73 - 79, 34212 Melsungen, GERMANIA

B. Braun Avitum Italy S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALIA

B. Braun Medical Kft Production Division
Deli-Kulhater ut2-4, 3200 Gyongyos, UNGARIA

B. BRAUN Viemam Co, Ltd.
Complexul industrial Thanh Oai, districtul Thanh Oai, 156800 Hanoi,
VIETNAM

Categorie (ii) Produse: Kit pentru dializ 5i hemo(dia)filtrare (circuit extracorporal si dializor)
Linii pentru dializii i hemo(dia)filtrare

¢ CEPTUOWUNKAT ¢ CERTIFICADO & CERTIFICAT

Organismul de certificare al TUV Product Service GmbH declara ca producitorul mai sus mentionat a
implementat un sistem de asigurare a calitifii pentru productie in conformitate cu Anexa II din Directiva
privind Dispozitivele medicale. Acest sistem de asigurare a calitifii este in conformitate cu cerintele prezentei
directive si este supus unei supravegheri periodice. Pentru punerea pe piaji a dispozitivelor din clasa ITI, este
obligatoriu un certificat suplimentar Anexa II (4). A se vedea, de asemenea, notele de pe verso.

Raport nr. 713053585

Valabil de la: 23.06.2015

Valabil péini la: 22.06.2020

Data, 18.12.2014
/semnitur3 indescifrabild/
Hans-Heiner Junker
Sigla TUV

TUV Product Service GmbH este un Organism Certificat cu numdr de identificare 0123.
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Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA, FRANCEZA si

ITALIANA n temeiul autorizatiei nr. 17602, eliberatd de Ministerul Justifiei din Roménia, certific exactitatea

traducerii efectuate din limba ENGLEZA in limba ROMANA, ci textul prezentat spre traducere a fost tradus in
intregime, fir# omisiuni, §i ¢, prin traducere, inscrisului nu i-au fost denaturate continutul §i sensul.

Traducitor i interpret autorizat,

Valerica Pétru (17602)
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ZERTIFIKAT « CERTIFICATE

CERTIFICATE e
No. Q1N 16 06 66097 071

Holder of Certificate: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
GERMANY

Facility(ies): B. Braun Avitum AG
Schwarzenberger Weg 73-79, 34212 Melsungen,
GERMANY

B. Braun Avitum AG
Am Buschberg 1, 34212 Melsungen, GERMANY

B. Braun Avitum AG, Werk Glandorf
Kattenvenner Strale 32, 49219 Glandorf,

Certification Mark:

Scope of Certificate:
Servicing of Active and Non-Active Medical Devices for
Extracorporeal Blood Treatment (Hemodialysis, Acute
Chlysls, Apherosis);

Design and Development, Producon and Distribution
of Non-Active Wedical Devices In various Therapies;
Distribution and Servicing of Active Medical Devices for
Reverse Osmosis Systems, Central Concentrate
Supply, Ring Piping and Hot Rinse Disinfection Systems

Applied EN ISO 1348522012 + AC:2012
Standard(s): Medical devices - Qualily management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

The Certification Bady of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a qualily management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713078602

Valid from: 2016-08-01

Valid until: 2019-07-31

Date, 2016-07-27 ;

Stefan Preif

Page 1 of 1 ( Dﬁkksm
Alreditierungsstelle
D-2M-11321:01-00

TOV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrale 65 - 80338 Miinchen - Germany TOv®



, B. Braun Avitum
. { B. Braun Avitum Haly S.p.A.}

i
i
S Declaration of Conformity |
15 I i Form-ID SOP-MBC574
B BRAUN |fm Foniidl X
i Page: 10f2
Wir | We

B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen

Germany
erkldren in eigener Verantwortung, hereby declare in our own responsibility
dass das/die Produktfe that the productfs
Kit fiir Dialyse und Haemo(dia)filtration Kit for Dialysis and Heemo(dia)flltration
(Artikelnummern siehe Anlage 1) (article numbers see attachment [)
mit den Anforderungen der folgenden Richtlinie is/are in compliance with the following directive:
Gbereinstimmt/idbereinstimmen:
Richtlinie 93/42/EWG des Rates vom Council Directive 93/42/EEC of 14 June 1993
14. Juni 1993 iiber Medizinprodukte concerning medical devices
Konformitatsbewertungsverfahren: Conformity assessment pracedure:
nach Anhang Il mit Aushahme der nummer [4) according to annex Il excluding (4)
der oben genannten Richtlinie of the Directive named above
Klassifizierung Classification
ge¢maB Anhang IX der oben genannten Richtlinie: according to annex IX of the Directive named above:
Klasse Iib, Regel 3 Class Ilb, Rule 3
EG-Zertifikat Nr. EC Certificate No.
G1 14 12 66097 065 G114 12 66037 065
Konformitatsbewertungsverfahren: Conformity assessment procedure:
nach Anhang V und Anhang VI according to Annex V and Annex VI
der oben genannten Richtlinie of the Directive named above
Kla i Classification

gem3B Anhang IX der oben genannten Richtlinie:

Kiasse | Sterile, Regel 1
EG-Zertifikat Nr.
G25 17 08 66097 082
Benannte Stelle:
T0V SUD Product Service GmbH
RidlerstraBe 65, B0333 Milnchen, Deutschland
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
2015-01

Doc #: 02/15-RA-fo
Doc Rev #: 4.0
Rev date: 2017-12-14

Giiltigkeit dieser Erklarung:
von 2018-01-10
bis 2020-06-22

Glandorf, At

\.-

Antnn DEISSET
Head of CoE Fluids, Concentrates and Disposables

according to annex IX of the Directive named above:
Class | Sterile, Rule 1
EC Certificate No.
G2S 17 08 66097 082
Notified body:
TOV S{iD Product Service GmbH
RidlerstraBe 85, 80339 Munich, Germany
Identification number 0123

Date of first CE-marking:
2015-01

Doc #: 02/15-RA-fo
Doc Rev #: 4.0
Rev date: 2017-12-14
Validity of this declaration:

from 2018-01-10
until 2020-06-22

Mirandola, TOY. f7- A4

Dr. Giuli Gawoh
Head of Division RA

Doc #: 02/15-RA-fo - Rev 4.0




B. Braun Avitum
{ B. Braun Avitum ltaly S.p.A.}

B BRAUN g:eg:)ration of Conformity Eon 118 SEPABENT
@ Version: A
Page: 20f2

Anlage | [ Attachment |

Art. No, _Description - e bl Class | Rule
7211136 OMNiset Including 0.8 sqm Hemofilter Ilb 3]
7211137 OMNiIset Including 1.2 sqm Hemofilter b 3
7211151 OMNiset Including 1.6 sgm Hemofilter b [ T3]
7211065 OMNIbag 7000 mL Effluentbag il I sterile 1]

Glandorf, /' x Mirandola, 704} - A7 }q
Lt | |

g L4 MR s

Anton Deisser Dr. Giuliana Gavioli

Head of CoE Fluids, Concentrates and Disposables Head of Division RA

Doc #: 02/15-RA-fo - Rev 4.0




Best Trados

Liroes doTradmcors
Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office@besttrados.ro
Tel.: +40 722 555 883

Traducere din limba englezi
B BRAUN
Declaratie de Conformitate
(FORMULAR)
B. Braun Avitum
(B. Braun Avitum Italia S.p.A.}
ID formular: SOP-MBC574
Versiune: A
Subscrisa

B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Germania
Declaréim prin prezenta pe propria rispundere ci produsul/ele
Kit pentru Dializi si Hemo (dia) filtrare
(numerele articolelor se gasesc in anexa I)
este/sunt in conformitate cu urmatoarea directiva
Directiva Consiliului 93/42/CEE din 14 iunie 1993 cu privire la Dispozitivele medicale

Procedura de Evaluare a Conformitatii
conform anexei II (excluzind sectiunea 4)
a Directivei de mai sus

Clasificare
conform anexei IX la Directiva amintiti mai sus,
Clasa IIb, Regulament 3

Nr. certificat CE
G1 14 12 66097 065

Procedura de Evaluare a Conformitatii
conform anexei V §i Anexei VII
a Directivei de mai sus

Clasificare
conform anexei IX la Directiva amintitd mai sus,
Clasa I Sterile, Regulament 1

Nr. certificat CE
G2S 12 10 66097 048

Agentie Notificati
TUV SUD Product Service GmbH
Ridlerstrasse 65
80339 Munchen
Germania
Numir identificare 0123

Data primului marcaj CE
01-2015
Doc #: 02/15-RA-fo
Doc Rev #: 3.0
Data revizuirii: 30.03.2017



B BRAUN

Declaratie de Conformitate
(FORMULAR)
B. Braun Avitum
{B. Braun Avitum Italia S.p.A.)
ID formular: SOP-MBC574
Versiune: A
Anexal
Nr. art. Descriere articol Clasa  Regulament
[7211136 OMNIset Including 0.8 sgm Hemofilter b 3
7211137 OMNIset Including 1.2 sqm Hemofilter Iib 3
7211151 OMNiset Including 1.6 sqm Hemofilter lib 3
7211065 OMNIbag 7000 mL Efluent bag | sterile 1

Subsemnata, VALERICA PATRU, interpret si traducéitor autorizat pentru limbile ENGLEZA, FRANCEZA si

ITALIANA fn temeiul autorizatiei nr. 17602, eliberati de Ministerul Justitiei din Roménia, certific exactitatea

traducerii efectuate din limba ENGLEZA in limba ROMANA, ci textul prezentat spre traducere a fost tradus in
intregime, féird omisiuni, sx c&, prin traducere, inscrisului nu i-au fost denaturate continutul gi sensul.

Traducttor §i interpret autorizat,

Valerica Pitru (17602)




Valabilitatea acestei declaratii:
de la 04.04.2017
péni la 09.01.2018
Glandorf, 04.04.2017
Anton Deisser
Director Fluide, concentrate §i instrumente de unic# folosinti CoE
-semnnéturd indescifrabild-

Mirandola, 30.03.2017
Dr. Giuliana Gavioli
Director Divizie RA

-semnéturdé indescifrabila-
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ZERTIFIKAT « CERTIFICATE o

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
{Devices in Class lla, lib or Ill)

No. G117 11 66097 086

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen AR
GERMANY o Loy
Facility(ies): B. Braun Avitum AG, Werk Glandorf

Kattenvenner Strale 32, 49219 Glandorf, GERMANY

B. Braun Avitum italy S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALY

Product Sterile and non-sterile hemodialysis
Category(ies): concentrates (class lib), solid dosage
form for hemodialysis (class [ib),

and irrigation solutions (class lla)

The Certification Body of TOV SOD 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 Il. This
quality assurance system conforms to the requirements of this Directive and Is subject to
periodical surveiflance. For marketing of class lll devices an additional Annex It (4) certificate is
mandatory, See also notes overleaf.

Report No.: 713120020

Valid from: 2018-02-17

Valid until: 2023-02-16

Date, 2017-11-29 :
Stefan Preif}

TOV SOD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 1

@
TOV SOD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 . 80339 Minchen - Germany OV
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Traducere din limba englez3
CERTIFICAT CE

SISTEMUL COMPLET DE ASIGURARE A CALITATII

(Directiva 93/42/CEE privind Dispozitivele medicale), Anexa II excluzénd (4)

(Dispozitive in clasa ITa, ITb sau IIT)

Numiir G1 17 11 66097 086

Sigla TUV

Produciitor: B. Braun Avitum AG

Schwarzenberger Weg 73 — 79

34212 Melsungen

GERMANIA

B. Braun Avitam AG, Werk Glandorf Kattenvenner Strasse 32, 49219
Glandorf, GERMANIA

B. Braun Avitum Italia S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALIA

Categorie (ii) Produse: Concentrate de hemodializii sterile si nesterile (clasa ITh), formii solidi de
dozare pentru hemodializii (clasa ITb) si solutii de irigare (clasa I1a)

Organismul de certificare al TUV Product Service GmbH declaré ca producitorul mai sus mentionat a
implementat un sistem de asigurare a calititii pentru productfie in conformitate cu Anexa II din Directiva
privind Dispozitivele medicale. Acest sistem de asigurare a calitiifii este in conformitate cu ceringele prezentei
directive si este supus unei supravegheri periodice. Pentru punerea pe piati a dispozitivelor din clasa III, este
obligatoriu un certificat suplimentar Anexa II (4). A se vedea, de asemenea, notele de pe verso.

Raport nr. 713120020

Valabil de la: 17.02.2018

Valabil pfini la: 16.02.2023

Data, 29.11.2017
/semniitura indescifrabila/
Stefan Preiss
Sigla TUV

TUV Product Service GmbH este un Organism Certificat cu numdr de identificare 0123.

Subsemnata, VALERICA PATRU, interpret si traductor autorizat pentru limbile ENGLEZA, FRANCEZA si

ITALIANA fn temeiul autorizaiei nr. 17602, eliberats de Ministerul Justifiei din Roménia, certific exactitatea

traducerii efectuate din limba ENGLEZA in limba ROMANA, ci textul prezentat spre traducere a fost tradus in
intregime, fard omisiuni, §i ci, prin traducere, inscrisului nu i-au fost denaturate continutul §i sensul.

Traducitor §i interpret autorizat,

Valerica Péitra (17602)




B/BRAUN

(Form)

Wir |

Declaration of Conformity

B. Braun Avitum
{ B. Braun Avitum [taly S.p.A.}

Form-ID SOP-MBC574
Version: A
Page: 10of2

We

B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Germany

erkldren in eigener Verantwortung,
dass das/die Produkt/e

Sterile Bicarbonatldsungen fiir Himodialyse
(Artikelnummem siche Anlage 1)

mit den Anforderungen der folgenden Richtlinie
dbereinstimmt/Obereinstimmen:

Richtlinie 93/42/EWG des Rates vom
14. Juni 1993 liber Medizinprodukte

Konformititsbewertungsverfahren:
nach Anhang Il mit Ausnahme der nummer (4)
der oben genannten Richtlinie

Klassifizierung
gem&B Anhang IX der oben genannten Richtlinie:
Klasse lib, Regel 3

EG-Zertifikat Nr.
G1 17 10 66097 086

Benannte Stelle:
TUV SUD Product Service GmbH
RidlerstraBe 65, 80339 Miinchen, Deutschland
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
2015-06

Doc #: 94/15-RA-fo
Doc Rev #: 2.0
Rev date: 2018-01-22

Giiltigkeit dieser Erklérung:
von 2018-02-17
bis 2023-02-16

Radeberg, 2.1 O 204

Anton Deisser
Head of CoE Fluids, Concentrates and Disposables

hereby declare in our own responsibility
that the product/s

Sterile Bicarbonate Solutions for Haemodialysis
(article numbers see attachment 1)

isfare in compliance with the following directive:

Council Directive 93/42/EEC of 14 June 1993
concerning medical devices

Conformity assessment procedure:
according to annex |] excluding (4)
of the Directive named above

Classification
according to annex X of the Directive named above:
Class llb, Rule 3

EC Certificate No.
G1 17 10 66097 086

_ Notified body:
TOV SUD Product Service GmbH
RidlerstraBe 65, 80339 Munich, Germany
|dentification number 0123

Date of first CE~-marking:
2015-06

Doc #: 94/15-RA-fo
Doc Rev #: 2.0
Rev date: 2018-01-22

Validity of this declaration:
fram 2018-02-17
until 2023-02-16

Mirandola,

(.

Dr. Giuliana Gavioli
Head of Division RA

M(edw{%




B. Braun Avitum
{ B. Braun Avitum ltaly S.p.A.}

ion of C i
BIBRAUN  [feciration of Conformity | popp’ " s0p.uecera
Version: A
Page: 20f2
Anlage | [ Attachment |
Art-Nr. [ Artikelbezeichnung / Klasse [ Regel /
Art. No. Article description Class Rule
8972 Sterile Bicarbonate solution without Potassium for haemodialysis Iib 3
8973 Sterile Bicarbonate solution with 2 mmolfl Potassium for haemodialysis  lib 3
8974 Sterile Bicarbonate solution with 4 mmol/l Potassium for haemodialysis  IIb 3

Anton Deisser
Head of CoE Flulds, Concentrates and Disposables

Mirandola,
e ot ot

Dr. Giuliana Gavioli
Head of Division RA

bt b

Doc #: 94/15-RA-fo - Rev. 2.0




