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Intended use
For single use in platelet aggregation function testing with sample volumes
of 300 μL whole blood on the Multiplate analyzer.

Precautions and warnings
For in vitro diagnostic use for laboratory professionals. Exercise the normal
precautions required for handling all laboratory reagents. 
Infectious or microbial waste:
Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures. 
Environmental hazards:
Apply all relevant local disposal regulations to determine the safe disposal. 
Test Cells are single use products. Do not reuse. Do not use volumes for
analyses below the minimum final test volume of 600 μL.
Note: Avoid touching electrode wires when handling new Test Cells.
Ensure that the stirring bar freely rotates at the bottom of each test cell
when inserted in the measuring position.

Storage and stability
Store the product at 15‑25 °C.
The unopened product is stable until the expiry date printed on the package
label when stored under these conditions. The plastic bag is filled with an
inert gas to ensure the stability of Test Cells. Reseal opened PET boxes
accordingly to avoid the exposure to air, moisture and direct sunlight. After
opening of the primary PET box, use Test Cells within 28 days. 

Materials provided
▪  0667559001, Test Cells, 6 x 10 pieces.
Materials required (but not provided)
▪ Saline solution, 0.9 % (without additives e.g. methyl ester)
▪ Distilled or deionized water
▪ General laboratory equipment 
▪ Multiplate analyzer. See operator’s manual and Quick Start Guide of the

analyzer for additionally required materials.
Assay
For optimum performance of the assay follow the directions given in this
document for the analyzer concerned. Refer to the appropriate operator’s
manual for analyzer‑specific assay instructions.
The performance of applications not validated by Roche is not warranted
and must be defined by the user.
Place Test Cells and samples in the designated positions. The minimum
final volume of the test cell is 600 μL.

Sample diluent (prewarmed to 37 °C) 300 µL

Blood sample (15‑25 °C) 300 µL

Incubation 180 seconds

Agonist appropriate amount

Measuring time 6 minutes

For further information, please refer to the appropriate operator’s manual
and quick start guide for the Multiplate analyzer, the respective applications
sheets, the product information, and Method Sheets of all necessary
components.
A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.
Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established. 

Symbols
Roche Diagnostics uses the following symbols and signs in addition to
those listed in the ISO 15223‑1 standard:

Contents of kit

Analyzers/Instruments on which reagents can be used

Reagent

Calibrator

Volume for reconstitution

GTIN Global Trade Item Number
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