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Sample Cup

REF

CONTENT

cobas’

MODULAR PRE-ANALYTICSEVO
cobas ¢ 111 analyzer
cobas ¢ 303 analytical unit
cobas ¢ 311 analyzer
cobas e 402 analytical unit
cobas e 411 analyzer
cobas ¢ 501 module
cobas ¢ 502 module
cobas ¢ 503 analytical unit
cobas e 601 module
cobas e 602 module
cobas ¢ 701 module

10394246001 5000 (20 x 250)

cobas ¢ 702 module

cobas ¢ 703 analytical unit
cobas e 801 module

cobas e 801 analytical unit
cobas 8000 ISE 900 module
cobas 8000 ISE 1800 module
cobas ISE neo analytical unit

cobas pro ISE analytical unit

English
Intended use
The Sample Cup is an IVD accessory intended to be used with the following

S

ystems:
COBAS INTEGRA® 400 plus analyzer
MODULAR PRE-ANALYTICSEVO
cobas ¢ 111 analyzer
cobas ¢ 303 analytical unit
cobas ¢ 311 analyzer
cobas e 402 analytical unit
cobas e 411 analyzer
cobas ¢ 501 module
cobas ¢ 502 module
cobas ¢ 503 analytical unit
cobas e 601 module
cobas e 602 module
cobas ¢ 701 module
cobas ¢ 702 module
cobas ¢ 703 analytical unit
cobas e 801 module
cobas e 801 analytical unit
cobas 8000 ISE 900 module
cobas 8000 ISE 1800 module
cobas ISE neo analytical unit
cobas pro ISE analytical unit

For professional use only.

Combination of devices

The Sample Cup is meant to be used only in combination with the following
devices:

COBAS INTEGRA® 400 plus analyzer

= COBAS INTEGRA® 400 plus analyzer
= MODULAR PRE-ANALYTICS EVO
= cobas ¢ 111 analyzer

= cobas ¢ 303 analytical unit

= cobas ¢ 311 analyzer

= cobas e 402 analytical unit

= cobas e 411 analyzer

= cobas ¢ 501 module

= cobas ¢ 502 module

= cobas ¢ 503 analytical unit

= cobas e 601 module

= cobas e 602 module

= cobas ¢ 701 module

= cobas ¢ 702 module

= cobas ¢ 703 analytical unit

= cobas e 801 module

= cobas e 801 analytical unit

= cobas 8000 ISE 900 module
= cobas 8000 ISE 1800 module
= cobas ISE neo analytical unit
= cobas pro ISE analytical unit

Summary

A small container used for sample, calibrator and control material.
Depending on the system, the Sample Cup will be loaded directly onto a
rack or sample disk or in a primary sample container. The Sample Cup can
be used on all systems listed. =

Please check the respective Operators Manual for spec

specificafidigtally signed by Lazari Cristina
Date: 2024.11.18 15:54:48 EET
Reason: MoldSign Signature
Location: Moldova

..rnq‘u Nume

(%)

2024-10, V 10.0 English

1/2



10394246001V10.0

Sample Cup

Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all biological samples. Do not
re-use the product.

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.

Storage and Stability

Do not expose the Sample Cup to UV-light. Store the Sample Cup in the
box. Store at 2 - 32 °C.

For further information, please refer to the appropriate Operators Manual for
the analyzer concerned, and the Method Sheets of all necessary
components.

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 1ISO 15223-1 standard (for USA: see dialog.roche.com for
definition of symbols used):

Analyzers/Instruments on which reagents can be used
Content of kit

GTIN Global Trade Item Number

Rx only For USA: Caution: Federal law restricts this device to

sale by or on the order of a physician.

FOR US CUSTOMERS ONLY: LIMITED WARRANTY

Roche Diagnostics warrants that this product will meet the specifications
stated in the labeling when used in accordance with such labeling and will
be free from defects in material and workmanship until the expiration date
printed on the label. THIS LIMITED WARRANTY IS IN LIEU OF ANY
OTHER WARRANTY, EXPRESS OR IMPLIED, INCLUDING ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR PARTICULAR
PURPOSE. IN NO EVENT SHALL ROCHE DIAGNOSTICS BE LIABLE
FOR INCIDENTAL, INDIRECT, SPECIAL OR CONSEQUENTIAL
DAMAGES.

COBAS and COBAS ISE NEO are trademarks of Roche.

All other product names and trademarks are the property of their respective owners.

Additions, deletions or changes are indicated by a change bar in the margin.
© 2024, Roche Diagnostics

C¢€

For USA: Rx only

M Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim, Germany

R +800 5505 6606

Distributed in USA by:

Roche Diagnostics, 9115 Hague Road
Indianapolis, Indiana USA

US Customer Technical Support 1-800-428-2336
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