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Device Regulatory Label

1 Purpose
This record describes the implementation for a Device Regulatory Label PAL Controller US and Canada.

2 Scope

This document defines the minimum design specifications for the Device Regulatory Label PAL Controller US
and Canada. All specifications are located in Section 3; all other sections are for reference purposes only.

3 Specifications
This section contains the artwork for the Device Regulatory Label.

3.1 Graphics: Per the supplied artwork file (zip file). All borders are represented by line-art.

3.2 Colors:
a. Background, Black per the supplied color chip Infinity LTL number RX32001.
b. Graphics, Reverse Process White, Blue PMS 3005c and Red PMS 1807c. See artwork for color
location.
3.3 Label Materials and Dimensions: Per CMP02869.

3.4  Shelf Life: Upon receipt, this component shall have a minimum of 12 months of shelf life remaining
determined by the Use-Before-Date.

3.5 Labeling: Label each package with part number, revision and the Use-Before-Date.
3.6 Packaging: Bulk package in polybags as to prevent damage and foreign material contamination.

O 3.7 Workmanship: Graphic content to be legible and free of ink woids and smudges.

Label Artwork — For reference only not to scale
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PAL" Controller for HeartWare™ Pump

14400 NW 60* Avenue
Miami Lakes, FL 33014
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Assembled in USA (from USA and imported materials)

4 Abbreviations, Acronyms, and Definitions
Term Definition
PMS Pantone Matching System for color

5 Change History

Revision Description of Change
01 Initial Release
02 Delete humidity symbol from artwork
Appendix A
None
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