EC Certificate

Full Quality Assurance System

" Directive 93/427EEC on Medics) Davices (MDD), Annex 1| -nn_..&..m )

(Devices In Ciasa ia, tib or HI)
Zo G114 12 66097 065

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

Schwarzenberger Weg 73 - 79, 34212 Melsungen, GERMANY

B. Braun Avitum italy S.pA
Via XXV Luglio, 11. 41037 Mirandola (0), ITALY

B. Braun Medical Kit Production Division
DaG-Kitthatar dt 2-4, 3200 Gydngyts, HUNGARY

B. BRAUN Vietnam Co., Ltd.
Thanh Qaf Industrial Complex, Thanh Oat District, 155600 Hanol,

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

Linss for Dialysis and Hemo{dla)filtration
ggg_gggmcuvgﬂgﬂmgm tares that the aft Soned

d & quality assumnace system for design, manufacture and final
: n__u_w pactive davices / device categories in accordance with MDD Annex i1, This

ng % system o the of this Drrective and is subjecl Yo

pericdical survelitance, ﬂﬂaﬁwl__wnﬂumw.m___nw&uﬂmgmnnﬂﬁm_p ney U {4) certificate is
mandatory. See alzo notes overleal.

Report No.: 743653685
Valid from: 2015-06-23
Valid until: 2020-06-22
Date, 2014-1218
Hans-Hainer Junker

TOV SGD Product Service GmbH is NoBified Body with identification no. 0123
Page 10f1

@
TOV SUD Product Service EmbH - Zertifizierstelle - RidlerstraBe 65 - §0339 Mlnchen - Garmany "V

w_onmc.m kan\nmm%gﬁ_n medicale), Anexa I d{4)

Sigla TUV
" Producitor: B. Brann Avitom AG

Schwarzenberger Weg 73 - 79

342)2 Melsumgen

GERMANIA

" Unitati: B. Bramm Avitum AG

iy Schwarzeaberger Weg 73 - 79, 34212 Melsungen, GERMANIA

B. Braon Aviomn kaly S.p.A.
Via XXV Lughio, 11, 41037 Mirandola (MO), ITALIA

B. Braun Medical Kft Production Divisien
Deli-Krlhater at2-4, 3200 Gyongyos, UNGARIA

ERTIFICADO ® csn

B. BRAUN Vietnam Co, Led.
Complexul industrial Thanh Oai, districtal Thanh Oai, 156800 Hanoi,
VIETNAM

=% Categorie (i) Produse: Kit pentru dislizh i hemo(diafitrere (cirealt extracorporal st diatizor)
Linii pentru dinlizs 5i hemo(dis)Tltrare

Organismul de certificare al TUV Prodect Service GmbH declara ca producitoru]l mai sus mentionat a
mplcmental un sistexn de asigurere a calitBfii peatru productie in conformitate cu Anexa II din Directiva
rivind Dispozitivele medicale. Acest sistem de asigurare a calit3fiil este in conformitate cu cerintele prezentei
directive si este supes unei supravegheri paiodice. Pentru parerea pe piaji a dispozitivelor din clasa III, este
oblizatoriu un cextificat suplimentar Anexa I {4). A se vedea, de acemenes, notele de pe verso.

Raport nr. 713853585

Valabil de la: 23.06.2015

Valabll pdn3 la: 22.66.2020

Data, 18.12.2014
/semn¥inrs indescifrabiia/
Hans-Heiner Junker

. T . . SiglaTUV

TUV Product Service Gmbi esie un Organism Certificar cu rundy de idenrificare 0123,




Subsempate, VALERICA PATRU, interpret si traducltor putorizat pentru limbile ENGLEZA, FRANCEZA i
ITALIANA fn temeiul auterizapiei . 17602, eliberati de Ministerul Justifiel din Roménis, cenific exsctittes
tradpcerii efectuste din limba ENGLEZA In limba ROMANA, cf textul prezestat spre raducers & fost tradus In
ntregirme, firk omisivni, §i cf, prin foscrisului pa i-au fost denatirate corfinutl §i sensul.
! ‘ s i autori
‘- Velerica Pétru (17602)
I \
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EC Certificate

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

No. G2S 17 08 66097 082

P

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 {iO), ITALY
Product Accessaries for dialysis, infusion and apheresis
Category(ies): (ciass I sterite)

The Cerlification Bedy of TOV SUD Progduct Service GmbH dedlares that the aforemmentioned
manufacturer has impt ted 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 calegories and
conforms to the requirements of this Directive. It Is subject to periedical surveillance. See also
notes overleaf.

Report No.: 713113517
Vafid from: 20118-01-10
Valid untik: 2023-01-09
Date, 2017-10-11 i

Stefan Prelf}

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

T{v sUD Product Service 6mbH - Zertifizierstelie - RidlerstraBe 65 - 80339 Minchen - Germany oV

DALRS CRT2 /10,13

No. Q1N 16 06 66097 071

Holder of Certificate: B. Braun Avitum AG
' Schwarzenberger Weg 73-78

34212 Melsungen

GERMANY

8. Braun Avitum AG

Schwarzenberger Weg 73-79, 34212 Melsungen,
CERMANY

Facility(ies):

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

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

Certification Mark:

Scope of Certificate:  Design and Develoy Proshuction, Distrk and
Servicing of Active and Non-Active Medical Devices for
Extracorporeal Blood Treatment (Hemadialysis, Acute

Applied EN IS0 134852012 + AC:2012
Standard(s): Pedicat devices - Quality management systerms -
Requirements for regulatory purpases
{150 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012
The-Certification Body of TUV-SUD Product Service GmbH cerfifies 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 overieaf.

Report No.: 713078802
Valid from: 2016-08-01
Vatid uatil: 2019-07-31
Date, 2016-07-27
Stefan Preif
Page 1 of 1 ﬁ DAKKS
Aderaditiorungaoie
D:?2M-12321-01-00
TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80338 Minchen - Germany Tov®
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EC Certificate
Full Quality Assurance System

Directive S3I42/EEC on Medical Devices EEE Annex Il excluding {4)
(Dovices in Class iis, iib or 1}

No. G117 11 66097 086

Manufacturer: B. Braun Avitum AG
Schwerzenberger Weg 73-7¢
34212 Meisungen

GERMANY

Facility(ies): B. Braun Avitum AG, Werk Glandorf
Kattervenner Siratle 32, 49219 Glandor!, GERMANY

8. Braun Avilum ltaly S.p A
Via XXV Luglio, 11, 41037 Mirandota (MO), ITALY

Product Sterile and non-sterile hemodlatysis
Category(ies): concentrates {cless lib), solid dosage
form for hemadialyzis (class lib),
and Irrigation solutions (class {la)

?%gﬁémgggg inrea that the aft
1 @ quality &uﬁ:.ﬂa&npaﬂéﬁ!&ﬁﬁ
gsggggsggsgﬁ;ﬁg:g
A=m=.< systerm of this Directive and ks subjec!
it For h i%ﬁn_ggﬂﬂnﬂ&gf&%ﬁ
mandatory. See also notes overleal.

Report No.: 713120020
Yalid from: 2018-02-17
Valid untli: 2023-02-16
Date, 20171129 ’ m

Stafan Prei

TOV SOD Product Service GmbH I Notifiad Body with dentification no. 0123
Pags 1 of 1

@
TV S0 Product Service BmbH - Zerthizlerstalle - Ridlerstrafe 85 - 0332 Ménchen - 6 ¥ oV

= L — —s —— Traducere din limbs englezd
COMPLET DE gnﬁg A CALITATIX

a.O Eéww\AN\QngSui Disporzitivele medicale), Anexa Il excluzind (4)
(Dispozitive in clasa Ia, b sau )

nir G117 11 66097 085

Sigla TUV
ducEtor: B. Braun Avitam AG
Schwarzenberger Weg 73 — 79
34212 Melsangen
GERMANTA

L= Unitafi: B. Brann Avitum AG, Werk Glandorf Kattenvenner Strasse 32, 49219

Glandorf, ﬁgb

B, Bramm Avitam Italia S.p.A.
Via XXV Luglio, 11, 41037 Mirendola (MO}, ITALIA

: Categorie (i) Produse: Concentrate de hemodializi sterile 5i nesterile (tlasa JIb), form3 solidi de

dozare pentru hemodielizi (clasa Ib) g solutii de irigare (clasa IIx)

{Organismul de certificare al TUV Product Service GmbH declard ca producitoral mai sus menfionst a
“implemental un sistem de asigurare a calititii pentra productie in conformitate cu Anexa II din Directiva
ivind Dispozitivele medicale. Acest sistem de asigurare a calithfii este in conformitate cn ceringele prezentei

tive si este supus voei ﬂ.m?iwmwg periodice. Pentru punerea pe piafi a dispozitivelor din clasa HI, este
iu un certificat supli Anexa 1 (4). A sc vedes, de 2sernenes, notele de pe verso.

| Rapart nr. 713120020

Valzbil de la: 17.02.2018
Valabil p&ng la: 16.02.2023

Data, 29.11.2617

S ceomito indescifrabils/

L =1 SwfanPreiss

| Subsemnata, VALERICA PATRU, interpret si
) :?Sz.ﬂwgng_s_an%aazgu@ﬁamo I Justifiei din Romdnia, certific

Sigla TUV

TUV Product Service GmbH este un Organism Certificat cu rendr de identificare 0123,

i _En..?s_nmzarﬂ».gm.

ggﬁ&:—ﬂw&ﬁhﬁ?r:&&ﬁ@%& &g_ﬁgnwﬂn%mmnoﬁgy
g ard omisiuni, §1 c&, prin waducere, s ETEQ&EEGSQEM.EE
- M_ aiforizat

Valerica Pétra (17662)




Joline

JOLINE GmbH & ColKG * Naut Rotier

er Sir. 50  0-72379 Hechingen

KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Name und Adresse der Firma / Name and address of the firm
Joline GmbH & Co. KG

Neue Roitenburger Str. 50

72379 Hechingen

Germany

Wir erklédren in alleiniger Verantwortung, dass das Medizinprodukt /
We declare under our sole responsibility that the medical device

Dialyse Katheter ST gem3f Anhang /

Dialysis Catheter ST according to the annex

der Klasse lla/ of class lla

nach Anfiang IX der Richilinie $3/42/EWG / according to Annex X of directive 93/42/EEC

allen Anforderungen der Richtlinie 93/42/EWG entspricht, die anwendbar sind /
meets all the provisions of the directive 93/42/EEC which apply to i,

Konformitdtsbewertungsverfahren / Conformity assessment procedure

gemaR Richtlinie 93/42/EWG, Anhang Il ohne Abschnitt (4) /
according to directive 93/42/EEC Annex Il without section {4)

Konformitatsbewertungssteile / Notified Body
DEKRA Certification GmbH

Handwerkstr. 15

70565 Stuttgart

Germany .~ = . . e

ID: 0124

Diese Erklarung ist glltig bis zum 29.11.2023 bzw. bis zur Ausstellung siner revidierten Erkldrung. /
This declarafion is valid until 2023-11-29 or until a revised declaration comes into effect.

Hechingen, 2018-11-30

Dr/ Marian Wanza

/ Director QAIRA

Site Manager

al
ry

Joline

JOLINE GribH & Co. KG » Neus,Ratenburger SIr. S0« D-72379 Hechingan’

Single Lumen Short Term

DCPT 8/10

DCPT 8115

DCPT 8/15 H-PH
DCPT 8/15 PH
DCPT 8/17,5 H-PH

ANHANG — PRODUKTLISTE /

ANNEX — PRODUCT LIST

DCPT 8/17,5 PH
DCPT 8/20 H-PH
DCPT &/20 PH
DCPT 8/25 PH
PKSL08P150

Single Lumen ST (Handler / Distributor)

-PKSL08P150

-PKSLO8P175

Double Lumen Short Term Extra Flow Kits

HF-DLS 11/12,5
HF-DLS 11/12,5C
HF-DLS 11415
HF-DLS 1115 C
HF-DLS 1115 C 14
HF-DLS 11/17,5
HF-DLS 11/17,5C
HF-DLS 11420
HF-DLS 11/20 C
HF-DLS 11/20 C 14
HF-DLS 11/22,5
HF-DLS 11/25
HF-DLS 11/25C
HF-DLS 11/25 C 14
HE-DIS 11/30

Double Lumen ST Extra Flow {Handler / Distributor)

-PKHFE11P150
-PKHF11P175

KEF11P100
KEF11P125
KEF11P125C
KEF11P125R
KEF11P150
KEF11P150C
KEF11P130R
KEF11P175
KEF11P175C
KEF11P175R
KEF11P200
KEF11P200C
KEF11P200R
KEF11P225R
-KEF11P250 .

-PKHF11P200
-PKHF11P250

PKSL08P150C
PKSL0O8P175
PKSLO8P175C
FKSL08P200
PKSLO8P200C

-PKSL08P200

KEF11P250R
KEF11P300
KEF11P300C
KEF11P300R
KEF11PH125R
KEF11PH150C
KEF11PH150R
KEF11PH175
KEF11PH175R
KEF11PH200
KEF11PH200C
KEF11PH200R
KEF11PH250
KEF11PH300
PKHF11P150

-PKHF11P150R
-PKHF11P175R

Double Lumen Short Term Standard - Einzelkatheter und Kits

DLS 11/20C
DLS 11/12,5
DLS 1115
DLS 11/15C
DLS 11117.5
DLS 11/178C
DLS 11/20
DLS t1/25
KDL11P100
KDL11P100C
KDL11P125
KDL11P125C
KDL11P125R
KDL11P150
KBL11P150C

KDL11P150R
KDL11P175
KDL11P175C
KDL11P175R
KDL11P200
KDL11P200C
KDL11P200R
KDL11P225
KDL11P225C
KDL11P225R
KDL11P250
KDL11P250C
KDL11P250R
KDL11PH100R
KDL11PH125

KDL11PH125C
KDL11PH125R
KDL11PH150
KDL11PH150C
KDL11PH150R
KDL11PH175
KDL11PH175C
KDL11PH175R
KDL11PH200
KDL11PH200C
KDL11PH200R
KDL11PH250
PKDL11P125
PKDL11P125R
PKDL11P150

PKSL08P250
PKSL08P250C

-PKSL0O8P250

PKHF11P175
PKHF11P200
PKHF11P250
PKHF11P150R
PKHF11P175R
PKHF11P125
PKHF11P225
PKHF11P126R
PKHF11P200R
PKHF11P225R
PKHF11P250R
PKHF11P150R 21
PKHF11P150C 21
PKHF11P175C 21

-PKHF11P200R.
-PKHF11P250R

PKDL11P150 21
PKDL11P150C 21
PKDL11P150R
PKDL11P175
PKDL11P175 21
PKDL11P175C 21
PKDL11P175R
PKDL11P200
PKDL11P200R
PKDL11P250
PKDL11P250R
PKDL11PH200



line

JOLINE BmeH & Co KG'+ Nove

ser Sir, 56« 072372 gens

Douhle Lumen ST (Handler / Distributor}

-PKDL11P125 -PKDL11P200
-PKDL11P150 -PKDL11P250
-PKDL11P175 -PKDL11P125R

Double Lumen Short Term High Flow Kits

HF-DLS 13/15
HF-DLS 13715 C
HF-DLS 13/17,5
HF-DLS 13/175C
HF-DLS 13/20

HF-DLS 13/20 C
HF-DLS 13725
HF-DLS 13/22,5
PKHF13PH150
PKHF13PH150 21

-PKDL11P150R
-PKDL11P175R
-PKDL11P200R

PKHF13PH150C 21
PKHF13PH150R
PKHF13PH175
PKHF13PH175R
PKHF13PH200

High Flow Double Lumen ST (Hindler / Distributor)

-PKHF13PH150
-PKHF13PH175

“PKHF13PH200
-PKHF13PH250

Double Lumen Exira Flow - Padiatrisch

KDLO6P075 KDLO8PO75C
KDLO8PO75C KDLO8PO75R
KDLOGPO75R KDLG8P100
KDLO8BP100 KDLO8P100C
KDLO6P100C KDL08P100R
KDLO6P100R KDLOSP125
KDLO&P125 KDLO8P125C
KDLO8P125C KDLOBP125R
KDLO6P125R KDLOBP150
KDLO8P150 KPLO8P150C
KDLO6P150C KDLO8P150R
KDLOSP150R P-DLS 6,5/10
KDLO8PEZE— - - — —P-BLSE5M06€ -

Extra Flow Double Lumen (Hindler / Distributor)

-PKDL08P100 -PKDLO8P100R
-PKDLO8P125 -PKDLO8P125R
-PKDLOSP150 -PKDLOGP150R
Triple Lumen Short Term
KTL12P125 KTL12P175R
KTL12P125R KTL12P200
KTL12P150 KTL12P200C
KTL12P150C KTL12P200R
KTL12P150R KTL12P225
KTL12P175 KTL12P250
KTL12P175C PKTL12P150
Triple Lumen ST Handler
-PKTL12P150 -PKTL12P200
-PKTL12P175 -PKTL12P250

-PKHF13PH150R
-PKHF13PH175R

P-DLS 6,5/7,5
P-DLS6,5/75C
P-DLS 8/15
P-DLS 8/10 C
P-DLS 8/12,5
P-DLS 8/t25C
P-DLS 8/7,5
P-DLS 810
PKDLO6P075
PKDLOSPG73R
PKDLOGP100
PKDLO6P100R

- -— PKDLOBP1Z5

-PKDLO6P0O75
-PKDLOBP100
-PKDLOSP125

PKTLt2P150 C 21
PKTL12P150R
PKTL12P175
PKTL12P175 214
PKTL12P175C 21
PKTL12P175R
PKTL12P200

-PKTL12P150R
-PKTL12P175R

-PKDL11P2S0R

PKHF13PH200R
PKHF13PH250
PKHF13PH250R
PKHF13PH300

-PKHF13PH200R
-PKHF13PH250R

PKDLO6P125R
PKDLO8PO7S5 21
PKDLOSP100
PKDLO8P100R
PKDLO8P125
PKDLOSP125R
PKDLO8P150
PKDLO8P150 21
PKDLO8P150R

-PKDLOGPO75R
-PKDLOEP100R
-PKDLOEP125R

PKTL12P200C 21
PKTL12P200 21
PKTL12P200R
PKTL12P250R
PKTL12P250

-PKTL12P200R
-PKTL12P250R

R14 w\
p

Joline

JOLINE GrbH & Co KG » Neve Rettenburger Str 56 + 0-72379 Hechingen

Triple Lumen Short Term High Flow

HF-TLK 13/15 HF-TLK 13/25
HF-TLK 13115 C - HF-TLK 13/30
HF-TLK 13/17,5 HF-TLK 13/30 C
HF-TLK 13/17,5 C PKTHF13P150
HF-TLK 13/20 PKTHF13P150 21
HF-TLK 13/20 C PKTHF13P150 C 21
Triple Lurmen ST Handler
-PKTHF13P150 -PKTHF13P200
-PKTHF13P175 -PKTHF13P250

PKTHF13P150R
PKTHF{13P175
PKTHF13P17SR
PKTHF13P175C 21
PKTHF13P200
PKTHF13P200 21

-PKTHF13P150R
-PKTHF13P175R

PKTHF13P200R
PKTHF13P250
PKTHF13P250R

-PKTHF13P200R
-PKTHF13P250R

R
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DEKRA

EC CERTIFICATE |

Nurmber: 3804808CEQT

Full Quality Assurance System

Addendurm, tnitally datsd 25 Risréh 2011/ g

Directive S3/42/EEC on Medical devices, Annex |i o
(Davicas in Class fla, b or 1)
Manufaciurer. i
Cytosorbents, Inc.
7 Deer Park Dr., Suite K ;
Manmouth Jct. BJ 9BaS2 t
United States OF America :
For the product categary(les) \
Poiymer Based Adsorption System<’.
e

DEKRA grants the right 1o use the EE/f i
the CE Miarking af Conformity oft 816 prodic
Documantatian and meeling the ...,\ £L E

B
°Mhh .h.u_-\w ﬂ\‘\.%ﬁ\\
Documents, that form smaﬁsau__- iy

Thiy cefiificain is valld undf: 1 September 2019
Issuied for the firel ime: 25 Warch 2011
Relssuad: 1 September 2016

DEKRA Certificalion B.V.

=

drs. GJ. Zoetbrood ~ T
Marraging Director

© Intagr) publication of this cattitcale and adjoling reports is allowed
gggwk‘wgngésig

DEKRA Certificalion B.V, Msender 1051, 8525 MJ Amhem P.O. Bax 51 85, BE02 ED Amhem, The Natherands
T+31 88 5 63060 F +31 53 96 83100 ww,dekro- com Commny BOBS3RE

¥ n? coxsoar ey
o DEGIBALIL

ADDENDUM

longing to certificate: E01

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Polymer Based Adsorption Systems
Issued to:

Cytosorbents, Inc.

7 Deer Park Dr., Suite K
Monmouth Jot. NJ 08852
United Statea OFf Amarica \\

.\\‘ \
...:r%ﬁnus?i!\a%

@ Intsgral publication of thiy cartificats end sdisining reports is aRowed
DEKRA Certification B.V. b Notified Body with 1D o 0344

DEKRA Corfificaton B.V. Maander 1051, 6825 MJ Amhem P.0. Box 5165, 6802 ED Ambam, The Nethertends
T +31 88 B8 83000 F 427 80 66 83100 www.dekra-cartiication com Crrgmimy registalion 03085396




CERTIFICAT CE

Nurmdiral: 3804606CEO01

Sistemul Compief pentro Eﬁu?«g Cu _.§~=

Directiva 93/42/CEE privind Di: Je, Anexs 11 exch “
(Disporitivele din Clasele [la, IIb sau 1ry

Producitor:
‘Cytogerbeats, Toc.

7 Deer Park Dy, Snita K
Monmouth Jet. NY 03852
Statele Unice ale Americh

Pentru categoria(categeriile) de produse
Sirteme de Absarbiie pe Bocdi de Polimeri
DEKRA oferi dreptul dea gﬁzgﬁgﬁgaﬁzamﬂ»nﬁ%auﬂg

mgﬁra!nn&oﬂ_ docanitate CE 3 p ficete cere sunt conft Tebmick
§ indep prevederile Directi ﬁmgﬂ-vmnwnnnﬂﬂ.l

au
Documeatele cazxe staw la baza avestal coxtificet:

Notificare de Certificare STEDECN, Eiial di date de 20 septembeie 2010
Act Adigionsd, indjiel din dom de 25 murtie 211

DEKRA declord o prod I menionet mei sus Indepline il ale Beskat
Huly ' aDs §ﬁb_hn§n_§‘§

i T hicize ﬂn.ﬁ-« e witers ¥ e praivs Setrponia de produse

gﬂlﬂg?%ﬁggg:gg&ﬁsﬂ?ﬂw

realiznii de Prody -] 1 Cossilinks SIMVOEE din 14 iroie

1993, Pentr plassren pe !uﬂag&ﬂ.ﬁunmﬁ .Fﬂs%gﬁ%wig?
‘examinzre o design-alu CE conft b Informagiile
g.ﬂsﬁwﬁﬁﬁa d i

e Cstificyre cor Totegransd din norst certificat.

| EEEE

Acest cerdficat este y2l=b3 plc in date e  sepremivic 2619

Dt ellberdisdi inigiale: 25 mavtia 2011

Reclibenat 1 septemirie 2615

DEKRA Cextification B.Y.

drs. GJ. Zoetbrood ing. A AM. Laan

Director Executiv Directer de Centificere
Senusdturd indescifrobils - - . Senmdtard indescifrabili :

O.Wunuﬂﬂn%ﬂiﬂﬂwngg.mﬁ aseprztclor et

DEERA Cotficsrion B.Y, i o Urgaoias Notific: ag Dy, 0346

g§W< Mizzdes 1251, EE?E.I"_ bmnnuﬁ maoBmub_ﬂ.ﬂ__.oﬂanu
T431 1596 43000 F+3) 3696 kN0

ANEXA

_ Atagata la certificatul cu or. I804606CEN1

DECLARATIE DE CONFORMITATE CE
DISPOZITIVE MEDICALE :

Sisterne de abscrbtie pe bazi de polimer

Emis catre:

Cytosorbents Imc.

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

Acest certificat acopers wmitoarele produse:
Citokin, bilirubing, mioglobins, absorbiie (class Iib).

Deta inifialé de emitere: 25 martie 2011

Data revizuirii: 9 junie 2018

DEKRA Certification B.V.

semnditurd indescifrabild Senmdiurd indescifrabilé
Dr. G. J. Zoetbrood Ing. A. A. M. Laan
Director general Manager de certificare
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according the U__.mn:<m wwEmNmmO

applies a quality assurance system according to the Directive 93/42/EEC Annex Il for the medical
devices listed in the annex. The approval is based on the result of the re-certification audit report no.
50565-75-00, the decision am‘ma 2018-10-04 and is’ o:_< valid in connection with the successful
performance of the annua! surveillance audits.

This certificate is valid from 2018-11-3C to 2023-1 1-2

Registration No.: 50565-16-06
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Annex to the EC Certificate No. 50565-16-06

Valid from 2018-11-30tc 2023-11-28_ .

Revision status of the annex: U dated 2018-11-30

Devices/device categories inciuded in the certificate:

Class Il a:
MD 0102
- Dialysis Catheter ST
- Kits 1|
- Catheter
MD 0106
- Kyphoplasty Systems ALLEVO
- Kits
- Individual Instruments

- Diaiysis Accessories
- Intreducer Needie
- Guide Wire
- Dilator
- Trocar
- Connector LT

.

MD 0203
- Dialysis Catheter P
. Kits
- Cath _mﬁm_
- Dialysis Om?maﬂ m
- Kits
- Catheter
MD 0106
- Biopsy Forceps _Az:um>

For the piacing on the market of class lii devices covered by M.:m.m certificate an EC design-examination
certificate according to directive 93/42/EEC annex |t (4)is required:
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Valid from 2018-11-30 to 2023-11-29

Revision status of the annex: § dated 2018-11-30

Devices/device categories included in the certificate:

Class|s:

For the products listed below, review of the Quality Assurance System refers exclusively

manufacture concemed with securing and maintaining sterile conditions.
MD 0101
- Miniclamp
MD 0108
Mixer
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