PROMEPLA ==

EVC COMPOUNDS

AM3-W17

Certificate Number : M0344 dated:10/05/2004

printed:27/06/2017
Technical data
Specific weight ISO 1183 1.23 gr/cm3
Hardness ISO 868 76 shore A
Tensile strength ISO 527 15 N/mm?2
Elongation at break ISO 527 320 %

Acute systemic injection test in the
mouse

USP XXIII Ed. |PASS

Intracutaneaous injection test in the
rabbit

USP XXIII Ed. |PASS

Implantation test in the rabbit

USP XXIII Ed. |PASS

Reverse mutation in salmonella
typhimu.

ISO 10993-3

PASS

Guinea pig maximization test

ISO 10993-10

PASS

Cytotoxicity in vitro

USP XXIII Ed. |PASS

Hemolysis test

PASS

Main Medical Compliance:

Recommended Uses:

Granule color:

European Pharmacopeia II Ed.
ISO 10993-3-10
USP XXIII Ed.

USP Class VI

Extrusion
Moulding
Blowing

Natural
Red
Blue
White
Other:

D00 O8O

Recommended Sterilization *: *must be [ E.O.

validated by the customer with his
sterilization cycle

M Gamma radiation

O Steam

Note:  PVC Souple Latex free - ESB RISK FREE Gamma sterilization 25 kgy
(2.5 mrad) maximum - DEHP 25-30 %- BPA free -RoHS free - MSDS
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