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MEM Elution Final Report

Test Article: MEO#1 and MEO#2
Purchase Order: 8347
Study Number: 973894-S01
Study Received Date: 29 Jun 2017
Testing Facility: Nelson Laboratories, LLC, a Business Unit of Sterigenics International
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: 801-STP0032 Rev 09

Summary: The Minimal Essential Media (MEM) Elution test was designed to determine the cytotoxicity
of extractable substances. An extract of the test article was added to cell monolayers and incubated.
The cell monolayers were examined and scored based on the degree of cellular destruction. All test
method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820. The test procedure(s) listed
above were followed without deviation.

Results:
Test Article:
Results Scores k : Amount Tested / Extraction
e T Solvent Amount
0.2 g/mL
Pass 2 2 2 2 0.1 g/mL 75.8 g/ 405 mL
Controls:
Scores Amount Tested /
Identification Extraction Ratio Extraction Solvent
#1 #2 #3  Average Amount
Negative Control -
Polypropylene Pellets 0 0 0 Ll i b i
Media Control 0 0 0 0 N/A 20 mL
Positive Control -
Latex Natural Rubber A " R AR
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These results relate only to the test article listed in this report. Reports may not be reproduced except in their entirety. Subject to NL terms and conditions at www.nelsonlabs.com.







