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KONFORMITATSERKLARUNG @IWE@ LARATION OF

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

Neue Rottenburger Str. 50

72379 Hechingen

Germany

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

Dialyse Katheter ST gem&R Anhang /
Dialysis Catheter ST according to the annex

der Klasse lla / of class lla
nach Anhang IX der Richtlinie 93/42/EWG / according to Annex IX 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 it.

Konformitdtsbewertungsverfahren / Conformity assessment procedure

gemaB Richtlinie 93/42/EWG, Anhang 1l ohne Abschnitt (4) /
according to direclive 93/42/EEC Annex Il without section (4)

Konformitétsbewertungsstelle / Notified Body

DEKRA Certification GmbH
Handwerkstr. 15

70565 Stuttgart

Germany

ID: 0124

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

Hechingen, 2018-11-30

e~ P il
Michael Eisenlohr " Marian Wenzel
Director QA/RA

Site Manager
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ANHANG — PRODUKTLISTE /

ANNEX - PRODUCT LIST

Single Lumen Short Term

DCPT 8/10 DCPT 8/17,5 PH PKSLO8P150C
DCPT 8/15 DCPT 8/20 H-PH PKSLOBP175
DCPT 8/15 H-PH DCPT 8/20 PH PKSLO8P175C
DCPT 815 PH DCPT 8/25 PH PKSLOBP200
DCPT 8/17,5 H-PH PKSL08P150 PKSL08P200C
Single Lumen ST (Handler / Distributor)
-PKSL0O8P150 -PKSLO8BP175 -PKSL08P200
Double Lumen Short Term Extra Flow Kits
HF-DLS 11/12,5 KEF11P100 KEF11P250R
HF-DLS 11/125C KEF11P125 KEF11P300
HF-DLS 11/15 KEF11P125C KEF11P300C
HF-DLS 1115C KEF11P125R KEF11P300R
HF-DLS 11/15C 14 KEF11P150 KEF11PH125R
HF-DLS 11/17,5 KEF11P150C KEF11PH150C
HF-DLS 11175C KEF11P150R KEF11PH150R
HF-DLS 11/20 KEF11P175 KEF11PH175
HF-DLS 11720 C KEF11P175C KEF11PH175R
HF-DLS 11/20C 14 KEF11P175R KEF11PH200
HF-DLS 11/22,5 KEF11P200 KEF11PH200C
HF-DLS 11/25 KEF11P200C KEF11PH200R
HF-DLS 11/25C KEF11P200R KEF11PH250
HF-DLS 11/25C 14 KEF11P225R KEF11PH300
HF-DLS 11/30 KEF11P250 PKHF11P150
Double Lumen ST Extra Flow (Héndler / Distributor)
-PKHF11P150 -PKHF11P200 -PKHF11P150R
-PKHF11P175 -PKHF11P250 -PKHF11P175R
Double Lumen Short Term Standard - Einzelkatheter und Kits
DLS 11/20 C KDL11P150R KDL11PH125C
DLS 11/12,5 KDL11P175 KDL11PH125R
DLS 11/15 KDL11P175C KDL11PH150
DLS 11/15C KDL11P175R KDL11PH150C
DLS 11/17,5 KDL11P200 KDL11PH150R
DLS 11/17,5C KDL11P200C KDL11PH175
DLS 11/20 KDL11P200R KDL11PH175C
DLS 11/25 KDL11P225 KDL11PH175R
KDL11P100 KDL11P225C KDL11PH200
KDL11P100C KDL11P225R KDL11PH200C
KDL11P125 KDL11P250 KDL11PH200R
KDL11P125C KDL11P250C KDL11PH250
KDL11P125R KDL11P250R PKDL11P125
KDL11P150 KDL11PH100R PKDL11P125R
KDL11P150C KDL11PH125 PKDL11P150

2/4

PKSLO8P250
PKSLO8P250C

-PKSL08P250

PKHF11P175
PKHF11P200
PKHF11P250
PKHF11P150R
PKHF11P175R
PKHF11P125
PKHF11P225
PKHF11P125R
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
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Double Lumen ST (Héndler / Distributor)

-PKDL11P125
-PKDL11P150
-PKDL11P175

-PKDL11P200
-PKDL11P250
-PKDL11P125R

Double Lumen Short Term High Flow Kits

HF-DLS 13/15
HF-DLS 13116 C
HF-DLS 13/17,5
HF-DLS 13117,5C
HF-DLS 13/20

HF-DLS 13/20 C
HF-DLS 13/25
HF-DLS 13/22,5
PKHF13PH150
PKHF13PH150 21

High Flow Double Lumen ST (Héndler / Distributor)

-PKHF13PH150
PKHF13PH175

-PKHF13PH200
-PKHF13PH250

Double Lumen Extra Flow - Pidiatrisch

KDLO6P075
KDLOEPO75C
KDLO6PO75R
KDLO6P100
KDLOBP100C
KDLOGP100R
KDLO6P125
KDLO8P125C
KDLOBP125R
KDLO6P150
KDLO6P150C
KDLO6P150R
KDLO8P075

Extra Flow Double Lumen (Hindler { Distributor)

-PKDLO8P100
-PKDLO8P125
-PKDL08P150

Triple Lumen Short Term

KTL12P125
KTL12P125R
KTL12P150
KTL12P150C
KTL12P150R
KTL12P175
KTL12P175C

Triple Lumen ST Hindler

-PKTL12P150
-PKTL12P175

KDLO8BPO75C
KDLOBPO75R
KDLO08P100
KDL08P100C
KDLOBP100R
KDLO8P125
KDL08P125C
KDLO8P125R
KDLO8P150
KDLO8P150C
KDLO8P150R
P-DLS 8,5/10
P-DLS 65/10C

-PKDLO8BP100R
-PKDLOBP125R
-PKDLO8P150R

KTL12P175R
KTL12P200
KTL12P200C
KTL12P200R
KTL12P225
KTL12P250
PKTL12P150

-PKTL12P200
-PKTL12P250

-PKDL11P180R
-PKDL11P175R
-PKDL11P200R

PKHF13PH150C 21
PKHF13PH150R
PKHF13PH175
PKHF13PH175R
PKHF13PH200

-PKHF13PH150R
-PKHF13PH175R

P-DLS 6,5/7,5
P-DLS6,5/75C
P-DLS 8/15
P-DLS /10 C
P-DLS 8/12,5
P-DLS 8M125C
P-DLS 8/7,5
P-DLS 8/10
PKDLOBPO75
PKDLO6PO75R
PKDLO6P100
PKDLO6P100R
PKDLO6P125

-PKDLO6P0O75
-PKDLO6P100
-PKDLO6P125

PKTL12P150 C 21
PKTL12P150R
PKTL12P175
PKTL12P175 21
PKTL12P175C 21
PKTL12P175R
PKTL12P200

-PKTL12P150R
-PKTL12P175R

-PKDL11P250R

PKHF13PH200R
PKHF13PH250
PKHF13PH250R
PKHF13PH300

-PKHF13PH200R
-PKHF13PH250R

PKDL0O6P125R
PKDLO8PO75 21
PKDLO8P100
PKDLO8BP100R
PKDLO8P125
PKDLO8P125R
PKDL08P150
PKDLO8P150 21
PKDLOBP150R

-PKDLO6PO75R
-PKDLOEP100R
-PKDLO6P125R

PKTL12P200C 21
PKTL12P200 21
PKTL12P200R
PKTL12P250R
PKTL12P250

-PKTL12P200R
-PKTL12P250R
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Triple Lumen Short Term High Flow

HF-TLK 13/15
HF-TLK 13/15C
HF-TLK 13/17.5
HF-TLK 13/17,5C
HF-TLK 13/20
HF-TLK 13/20 C

Triple Lumen ST Héndler

-PKTHF13P150
-PKTHF13P175

HF-TLK 13/25
HF-TLK 13/30
HF-TLK 13/30 C
PKTHF13P150
PKTHF13P150 21
PKTHF13P150 C 21

-PKTHF13P200
-PKTHF13P250

4/4

PKTHF13P150R
PKTHF13P175
PKTHF13P175R
PKTHF13P175C 21
PKTHF13P200
PKTHF13P200 21

-PKTHF13P150R
-PKTHF13P175R

PKTHF13P200R
PKTHF13P250
PKTHF13P250R

-PKTHF13P200R
-PKTHF13P250R
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