Technical Data Sheet

. MITSUBISHI
CHEMICAL
AN GROUP

ChronoThane P™

| Aromatic Polyether-based Polyurethanes

Product Description

ChronoThane P is a family of medical-grade aromatic ether based polyurethane elastomers. With a long history of

reliable performance, this medical grade polymer has the versatility to be used across a broad range of

applications such as catheters, ports and access devices.

These biocompatibility tested materials possess characteristics such as low extractables, dimensional stability,

high impact resistance, and strong tear strength.

ChronoThane P allows for ease of manufacturability and can be processed using conventional extrusion or

injection molding equipment. These materials are available in hardness ranging from 75 Shore A to 75 Shore D.

Properties can be tailored to meet specific values based on customer requirements.

Key Features
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FDA Master Files. It is the responsibility of the user to establish safety with the FDA for their specific medical device.

DISCLAIMER: The information contained herein is believed to be reliable, but no representations, guarantees or warranties of any kind are made to
its accuracy, suitability for particular applications or to the results to be obtained. The information does not necessarily indicate end-product
performance. No warranties or guarantees either expressed or implied are made to the suitability or fitness of the materials for any particular
purpose. AdvanSource Biomaterials does not assume liability for the accuracy and completeness of the information and expressly disclaims any
liability warranties of any kind, either express or implied, including the warranties of merchantability and fitness for a particular purpose, are made
concerning the information and the materials. It is the customer’s responsibility to test and assess the suitability of the material in any given
application or for use in a finished device. Pre-assessment test results are for informational purposes only and are not guaranteed for any particular
application. The information is intended for use by technically skilled persons at their own discretion and risk to facilitate an initial assessment of the
biocompatibility of the material for a finished device. The user is solely responsible for testing and assessing the intended application, processes, and
uses. AdvanSource Biomaterials Corporation shall not be liable for, and the customer asses all risk and liability of any use, sale or handling of any
material beyond AdvanSource Biomaterials’ direct control. Nothing contained herein is to be considered as permission, recommendation, or
inducement to practice any patented invention without permission of the patent owner.
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Technical Properties

*Data provided herein is meant to show a
customer requirements.

Biocompatibility testing:

ChronoThane P™ ASTM Standard

Durometer Range Available 75 Shore A — 75 Shore D D2240
*8 Water Absorption 1.17 = 1.37% D570
5 Melt Flow (g/10 min) 2 —26 g/10 min | 190°- 205°C/3.26 kg D1238
% Example Product 80A 55D
g Ultimate Tensile Strength (psi) 4000 - 7000 5000 - 8000
§ Tensile Strength (psi)
-§ @50% elongation 650 - 850 3000 - 3500
-ch @100% elongation 800 - 1000 3400 - 3800 D638
g @200% elongation 1200 - 1400 4000 - 4700

@300% elongation 1650 — 2000 5000 - 5600
Ultimate Elongation (%) 680 — 850 300 - 500

general range for the ChronoThane P product lines; these properties can be tailored to meet specific values based on

Tests: MEM Elution, USP Class VI

The ChronoThane P product line was pre-assessed for biocompatibility by testing representative grades in the product line. A grade was

tested using a MEM Elution test and

was considered non-cytotoxic. Additionally, a grade was tested for USP Class VI, and the test article was

determined to meet the requirements of the USP guidelines for Class VI Plastics — 70 ° C. Please reach out for more specific information.

Pre-Processing Recommendations:
ChronoThane P processing can be optimized by drying to a moisture content equal to or less than 0.05% by weight prior to melt processing.

Typically, the pellets must be dried for 3-4 hours with a dryer inlet air temperature of 180°F +/- 20°F. We recommend a machine-mounted

desiccant-type hopper dryer, capable of reaching and maintaining a dew point of -40°F. If dry times are in excess of 8-10 hours, a hopper

dryer temperature of 120-150°F is usually sufficient to achieve optimal moisture content.
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