English

PL Chip Reservoir set Package Insert

Contains accessories for use with the PL Chip

INTENDED USE:

The PL Chip Reservoir set contains accessories for use with the PL Chip.

SUMMARY:

The PL Chip Reservoir set contains disposable accessories that are used with the PL Chip for measuring primary
hemostatic ability of whole blood samples.

For additional details about the use of the PL Chip Reservoir set, please consult the PL Chip instructions for use and the T-
TAS 01 User’s Manual.

MATERIALS PROVIDED:

The PL Chip Reservoir set contains 100 sets of reservoirs, caps, and over-caps.

Item Contents

Catalog Number

PL Chip Reservoir set 100 sets

18003

WARNINGS AND PRECAUTIONS:

e  For in vitro diagnostic use only.

e  For professional use only.

e Used reservoirs, caps and over-caps are potentially infectious. Proper handling and disposal methods should be
followed in accordance with local, state and federal regulations.

o Carefully follow the instructions and procedures described in this package insert.
o Do not use materials that are bent, deformed, broken, or contain foreign matter.

STORAGE AND HANDLING REQUIREMENTS:

Store unused PL Chip Reservoir set contents at room temperature. Do not remove the reservoir, caps, or over-caps from
their bag until ready for use.

ASSISTANCE:

For assistance, please contact your local distributor.

DEFINITION OF SYMBOLS:

Symbol

Definition
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Do Not Re-use
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CE Mark
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Consult Instructions for use

Batch Code

PL Chip Reservoir set
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Symbol Definition

Catalogue number

<
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In Vitro diagnostic medical device

Manufacturer

Authorized representative In the European Community

Contains sufficient for <n> tests
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Rx on |y This product is restricted to sale by or on the order of a licensed healthcare practitioner
% Importer
ZACROS Corporation

1-1-1 Koishikawa, Bunkyo-ku,
Tokyo 112-0002 Japan

L

Medical Device Safety Service GmbH
EC | REP Schiffgraben 41 30175 Hannover, Germany

MedEnvoy
Prinses Margrietplantsoen 33 - Suite 123
2595 AM The Hague
The Netherlands

T-TAS® is a registered trademark of ZACROS Corporation
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