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M.d. o

MED-TECH ENGINEERING

: Matenal Coml s Sfloplus® Medfcol (Peromde Cured) Silicone (VMQ Guality — Medical Grade
ST T Nopm Reqzcied) for UltraSafeTM process :

Agpearance . Transparent’

1%2 7x13

-.Cozi_qu_lz Sy . None ST EE———
ST e > % SN 8>é1'1".--_.-
<Shapa: . o ,Clrcui ST

. Termperature Range .. .-AS“‘C to +180°C R . .
T R S . . : ) Bxh Z-"8X13_'_
B “x o Bxcellentheat stahility, transparent, odourtess, tasteless, non-toxic, sterilizable SEEEEE :
-Properties .. " (plasma, steam, E10 a,0.), unmeltable, highly elastic, non deformab e, tsp ' © 4xT . 8x 14

mechanical properties, top safety . 9 ]2
R . &

. From1.D.x00=1,0%2,0 mm upto LD. x0D=125x19,0mm (over 150 o 1d
X x

;Diménsionér et
O - combinations). Other dimensions after request

.- Suctien (single use), liquid transportation & drainage in 2l human & veterinary : - - 10% 14
- surgical operations. Connection of all types medicat equipment & devices o a9 C 10x15

L Uses

Length/ Package - 25m rolls (or other length on request) in PE transparent bags firmly sealed .~ """ gxig | qgxig

,Standards/ % 6.x12 1 1xis

0 ENISO 90CT:2015, EN IS0 13485:2018, CE Mark
- Certification B - BN

Coman | sk

- Classification "> Class I (MBR 2017/745 EU) e
7x11 and over.150
e e | COmb= L

A2 o nations




P.d. 6

Please note that all our Class | silicone tubings for medical use are free of pyrogens,
this is why we announce it via our CE declaration and the RoHS & BSE/TSE as well.
But, in order to provide a special declaration for biocompatibility tests, we need to
proceed specific materials which are accompanied with specificdocuments by our
suppliers. '

Ppa. Evan Delibaltas
Dipl. Chem. ing.
Geschaftsflihrung

MED-TECH E:

Pentasil Med-Tech Engineering UG
{haftungsbeschrankt)

MEDICAL TECHNOLOGY ENGINEERING
Waldhofer Str. 102

DE-65123, Heideiberg

Germany

T: +49 (0)6221 8259980

F. +49 (0)6221 8259981
info@pentasil.eu

www. pentasil.eu



PentaSil Med-Tech Engineering UG

Deklaracsja apie biosudeﬂnamuma o

Frankfurt a.M. 18.05.2019

3 Declaratlon for. Bmcompatubﬂnty Test for Raw Material for Silicone Tube
{Elkem Siibione MM 730((X)

To Whom it May Concern,

We hereby certify that Pentasil Silicone Tube is manufactured from Elkem Silbione MM 7XXXX USP
family of materials, as per attestation attached, which has been evaluated as per Biocompatibility
Test According to I1SO 10993 and USP VI, Biological Evaluation of Medical Devices and successfully

passed all tests.

Below are listed the completed tests and applicable standard parts, as per attachment.

Study Title SO 10993 Standard

Which Lab / Lab
Report No

Which Lab / Lab
Approval Date

Cytotoxicity, MEM Elution

ISO Guinea Pig
Maximization Sensitization

| UsP Rabbit Pyrogen Study~ [ Acc. To USPVI-~

Sk Product Stewardsh:p_' 1
.Department/SlL :
- '_016 0419 :

ISC intracutaneous Study Acc. To USP VI Elkem Bluestar EU Elkem Bluestar EU

in Rabbits Product Stewardship | Product Stewardship
Department / SIL Department / 2016-06-01
016-0419

ISO Systemic Toxicity Acc. To USP VI Elkem Bluestar EU Etkem Bluestar EU
Product Stewardship | Product Stewardship
Department / SIL Department / 2016-06-01
016-041%9

ASTM Hemolysis Study

. :f Elkem Bluestar EU . | Elkem Bluestar EU *

Product Stewardshtp :
o Department / 2016 06 01:.. i

Signed for and on behalf of PentaSil

Med-Tech E aeemg

ngl M OK.68325, Frankhurt .0,
1 13 I a' f Fan: o49 (014928036406

E.: infopperdasfien- L - [d Nr.: DEIGRE22664

Evan Delibaltas
CEQ




Manufacturer's Name:

Manufacturer's Address:

Electrochem’

TPE
EU DECLARATION OF CONFORMITY
(MDR 2017/745 EU)
ELECTROCHEM SILICONES LTD
industrial. Area Thessaloniki (Sindos), DA 11 Str, 39* Sqr

GR-57022, Heflas, Tel.: +30 2310 796680
Fax: +30 2310 215236 - www.electrochem.eu

SRN (Single Registration Number): GR-MF-000020994

Basic UDI-Dt:

Products' (Devices) Names:

Products’ Codes:

Ciassification (Risk Class):
Related Standards:
Notified Body/ Name:
Notified Body/ ID-No.:

Assesment Route:

Declaration:

Additional Information:

5214001866MTMEDICALS2
5214001866MTXMEDICALAS

Silicone Tubing for medical use, MT Type
Silicone Tubing with Radio-Opagque Line for medical use, MTX Type

MT MEDICAL, MT Type (mono-filament silicone tubing in 25

meters rolls, various diameters, from 1.D. 2 mm up to 1.D. 10 mm)

MTX MEDICAL, MTX Type, (Silicone tubing with X-Ray visible blue line,
in 25 meters rolls, various diameters, from 1.D. 2mm up to 1.D. 10 mm )

Class | (MDR 2017/745 EU — Annex VlII, Rule 1)
EN 150 13485:2016

N/A

N/A

Annex |l {Technical documentation) and Annex Il (Technical documentation
on post market surveillance)

The products {devices) covered by the present declaration are in
conformity with MDR 2017/745 EU. This declaration of conformity is
issued as per Annex IV of the above mentioned Regulation and

by sole responsibility of ELECTROCHEM SILICONES LTD.

All additional information and supporting documentation is kept at the
premises of the manufacturer acc. to the internal procedures as described
in the master file of the quality management system of the manufacturer,

Signed for and on behalf of ELECTROCHEM SILICONES LTD,

Place: Thessaloniki, Hellas (Greece)

Date: 02 March 2022

Name: Evangelos Delibaltas

Function: QA Manager, General Manager
o Electrochem®
o g !

E ECT] ocmziu SIICON

cones ¢
ou 5B IMEDICA ;P vM&Rs
(ss = DA 175tk Joa Ifodt
{ia
Tetb.: +302 10 ?sssao F.u -r:m 15233

VAT: EL B98523184

m—: L sr
iﬂ L #.&r:a
da X

ELECTROCHEM SILICONES LTD

SILICONE ELASTOMERS — MEDICAL POLYMERS

150 9001:2015 - IS0 13485:2016 LLOYD'S CERTIFIED
PRODUCTION SITE: Industrial. Area Thessaloniki (Sindos), DA 11 Str, 39* Sar, GR-57022, Hellas, Tek.: +30 2310 786680 - Fax: +30 2310 215236 - £.: info@electrochem.su
CUSTOMERS SERVICE: Lyoner Strasse 14, Frankiurt a.M., DE-60528, Germany, Tel.: +49 6966554388 - Fax: +49 6966554388 ~ E. infode@electrochem.su

www, eiectrochem.eu



