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CERTIFICATE

CLASS VI -121°C PLASTIC TESTS (USP 35 <88>, REV. 5/2012)

Name: Durlon 9000
Physical Description: PTFE Gasket Material

Total Quantity Received for Testing: 8 SOmm x 60mm pieces, 8 Imm x 10mm pieces
Storage Condition: Room Temperature
Date Received: 3/19/13

Class VI - Intracutaneous Test

PBL Report No.: 13C0320R-X02

Class VI - Systemic Injection Test
PBL Report No.: 13C0320R-X03

Class VI - Implantation Test
PBL Report No.: 13C0320R-X04

The test article met the requirements for Plastic Class VI - 121°C testing per USP <88>.
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551 Linus Pauling Drive - Hercules, CA 94547 - 510.964.9000 - 510.964.0551 fax - PacificBioLlabs.com

F.D.A. REGISTRATION No. 28-14117 Reports are submitted to clienls on a confidential basis. No reference to the work, the results, or to Pacific Biolabs in any form of advertising, news release. or other
public announcement may be made without our written authorization. Test results are applicable anly to the samples being tested within the limits of the testing procedures identified and are not necessarily
indicative of the characteristics of any other samples from the same or other lots. Pacific BioLabs shall not be fiable under any circumstances for any amount in excess of the cost of the test performed.
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Walter Lee 9 Morgan
Irvine, CA 92618

Inertech, Inc.
641 Monterey Pass Road
Monterey Park, CA 91754

CERTIFICATE OF COMPLIANCE
USP BIOLOGICAL REACTIVITY TESTS, IN VIVO

USP PLASTIC CLASS VI

Test Article: INERTEX® SQ-S Expanded PTFE Gasket Sheet
1D No. Lot #: 882538072414

USP Systemic Toxicity Study in the Mouse: The test article was prepared as indicated below and injected into mice
The saline, alcohol in saline, polyethylene glycol 400 and sesame oil extracts did not produce a significantly greater

systemic reaction than the blank extractants.

USP Intracutaneous Toxicity Study in the Rabbit: The test article was prepared as indicated below and injected
infracutaneously into rabbits. The saline, alcohol in saline, polyethylene glycol 400 and sesame oil extracts did not

produce a significantly greater tissue reaction than the blank extractants.
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USP Muscle Implantation Study in the Rabbit: The macroscopic reaction of th article,
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muscle for one week, was not significant when compared to the USP negative contro

The test article was prepared at a ratio of 60 cm?:20 ml and exiracted at 121°C for 1 hour. The test article extracts

met the requirements of a USP Plastic Class VL
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