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This publication is intended for users of the cobas® u 411
urine analyzer.

We have made every effort to make sure that all the
information contained in this publication is correct at the
time of publishing. However, the manufacturer of this
product may need to update the publication information
as output of product surveillance activities. A new version
of this publication is then created.

& General attention

To avoid serious or fatal injury, make sure that you are
familiar with the system and safety information before you
use the system.

» Pay particular attention to all safety precautions.
» Always follow the instructions in this publication.

» Do not use the instrument in a way that is not described
in this publication.

» Store all publications in a place that is safe and easy to
access.

N\ Incident reporting

» Inform your Roche representative and your local
competent authority about any serious incidents that
occurred when using this product.

Do not perform operation tasks or maintenance actions
unless you have received training from Roche Diagnostics.

The images in this publication have been added exclusively
for illustration purposes. Configurable and variable data in
screenshots, such as tests, results, or path names visible
therein must not be used for laboratory purposes.

Any customer modification to the system renders the
warranty or service agreement null and void.

For conditions of warranty, contact your local sales
representative or refer to your warranty contract partner.
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Always leave software updates to a Roche Service
representative, or perform such updates with the
assistance of the Roche Service representative.

© 2025, Roche Diagnostics GmbH. All rights reserved.

cobas® u 411 urine analyzer software is protected by
contract law, copyright law, and international treaties.
cobas® u 411 urine analyzer contains a user license
between F. Hoffmann-La Roche Ltd. and a license holder,
and only authorized users may access the software and
use it. Unauthorized use and distribution may result in civil
and criminal penalties.

cobas® u 411 urine analyzer may include components or
modules of commercial or open-source software. For
further information on the intellectual property and other
warnings, as well as licenses pertaining to the software
programs included in cobas® u 411 urine analyzer, refer to
the electronic distribution included with this product.

This open-source and commercial software and

cobas® u 411 urine analyzer as a whole can form a device
regulated in line with applicable law. For more information,
refer to the corresponding user documentation and
labeling.

Note that the respective authorization is no longer valid in
line with the corresponding legislation should any
unauthorized changes be made to cobas® u 411 urine
analyzer.

COBAS, COBAS U, COMBUR-TEST, CHEMSTRIP, and
NAVIFY are trademarks of Roche.

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

Combur™ Test® M test strips are marketed in the U.S. as
Chemstrip® 10 UA test strips and in Canada as Chemstrip®
10 A test strips.

Control-Test M calibration strips are marketed in the U.S.
as Chemstrip® Calibration Strips.

We have made every effort to make sure that this
publication fulfills the intended use. All feedback on any
aspect of this publication is welcome and is considered




Approvals

IVD
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during updates. If you have feedback, use the feedback
function under every topic in the User Assistance. Your
feedback is transferred to the responsible person for this
user documentation. You can also contact your Roche
representative.

The cobas® u 411 urine analyzer meets the requirements
laid down in:

Regulation (EU) 2017/746 of the European Parliament and
of the Council of 5 April 2017 on in vitro diagnostic
medical devices and repealing Directive 98/79/EC and
Commission Decision 2010/227/EU.

Directive 2011/65/EU of the European Parliament and of
the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic
equipment.

Directive (EU) 2015/863 of 31 March 2015 amending
Annex Il to Directive 2011/65/EU of the European
Parliament and of the Council as regards the list of

restricted substances.

Compliance with the applicable directives is provided by
means of the declaration of conformity.

The following marks demonstrate compliance:

For in vitro diagnostic use.

Complies with the provisions of the applicable EU
regulations and directives.

Demonstrates that the product meets the Eurasian
Economic Union (EAEU)’s regulations and standards for
customs clearance and trading.

Issued by Underwriters Laboratories, Inc. (UL) for Canada
and the US.

Issued by the TUV SUD for Canada and the US.
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Contact addresses

Roche Diagnostics GmbH
M Sandhofer Strasse 116

68305 Mannheim

Germany

Made in Switzerland

Roche affiliates Alist of all Roche affiliates can be found at:

www.roche.com/worldwide

eLabDoc Electronic user documentation can be downloaded using
the eLabDoc e-service on navify® Portal:

www.navifyportal.roche.com

For more information, contact your local affiliate or Roche
Service representative.
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Intended use

The cobas® u 411 urine analyzer is a semiautomated
urinalysis system intended for the in vitro qualitative or
semi-quantitative determination of urine analytes,
including pH, leukocytes, nitrite, protein, glucose, ketones,
urobilinogen, bilirubin, and blood, as well as specific
gravity and color.

These measurements are useful in the evaluation of renal,
urinary, hepatic and metabolic disorders. This systemis
intended to be used by trained operators in clinical
laboratories.
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Quick reference tables for analyzing

samples

/\ WARNING!

Incorrect results due to bending of test strips

The test strip presence detector 2 (behind the test strip
transporter) cannot detect a bent test strip, so the test
strip is not analyzed.

The results of the next test strip are then assigned
incorrectly to the sample of the bent test strip which may
cause incorrect results.

» Do not bend test strips.
» Observe appropriate test strip handling.

» For details on test strips, refer to the package insert of
the test strips.

In this section

Single sample without sample ID (9)
Single sample with sample ID (11)

Samples with sample IDs from worklist (13)

Single sample without sample ID

Roche Diagnostics

The following table is a quick reference for analyzing a
single sample without sample ID.
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Incorrect results due to sample mismatch

If you load a sample without sample ID on the analyzer
while there is a sample on the worklist, the analyzer
assigns the results to the sample on the worklist which
may cause incorrect results.

Without sample ID, you can only identify the results by
sequence number. Incorrect identification may lead to
incorrect results.

» Before you load a sample without sample ID, ensure
that the worklist is empty:

e Onthe Overview tab, no open orders are
displayed.

e Alternatively, on the Worklist panel, no samples
are displayed.

» Before you load a sample without sample ID, take note
of the sequence number that will be assigned to the
results:

* Onthe Overview tab, the next free sequence
number is displayed in the Next free sequence
No. field.

* Alternatively, configure the status bar of the
analyzer to display the next free sequence number.

» Without sample ID, the sequence number is the only
reference for the analysis and the results are only
identified by the sequence number. It is therefore the
responsibility of the user to link the results to the
correct patient.

Step Description

1 Prepare the test strip. ” 1. Briefly (1 second) dip all test pads of the test
< strip completely into the sample.

2. Towipe off excess liquid while removing the
test strip from the sample tube, wipe the side
of the test strip against the rim of the sample
tube.

N

-Q’— Do not bend test strips. Do not touch the
sample tube with the test pads.

BB Quick reference for analyzing a single sample without sample ID

Roche Diagnostics
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Step Description

2 Load the test strip on the
analyzer.

1. Load the test strip on the test strip loading
area of the test strip tray.

- Test pads facing upwards.

- The end of the test strip touching the
ledge below the test strip presence
detector 1.

3 Check the results by sequence
number.

Sample results

Workplace

1. Choose Workplace > Sample results.

Sample ID

2. ldentify the sample by sequence number.

[Seq. No. Daterime

>

K4ES

(=1

=

~
e~ '@ Viewing and filtering results (18)
e = '@ Editing results (19)
e o »@ Printing, storing, deleting, and uploading
== results (20)

=]

EB  Quick reference for analyzing a single sample without sample ID

For a detailed description, refer to the Operator’s Manual
of the analyzer.

Single sample with sample ID

Roche Diagnostics

The following table is a quick reference for analyzing a
single sample with sample ID.

Incorrect results due to sample mismatch

If you load a sample on the analyzer that is not scheduled
next for analysis, the results will be assigned to the wrong
sample which may cause incorrect results.

» Asingle sample that you enter on the Sample panel is
still added to the worklist and displayed on the
Worklist panel until analysis starts. You must always
load the samples in the order of the worklist.

» To ensure that you load the correct sample, check the
sample ID:

e Onthe Worklist panel, the next sample is listed at
the top of the worklist.

e Alternatively, configure the status bar of the
analyzer to display the sequence number and the
sample ID of the next sample.
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Steps Description

1 Scan or enter the sample ID. e

Sample

Seq. No. Sample ID Color  Clarity

1. Choose Workplace > Sample.
2. Enter the sample ID.

3. Alternatively, scan the sample ID with the
hand-held barcode reader.

2 Optionally, enter the color. Workpleee

>Color

Seq. No Sample ID

Color

21>

K[

To enter the color (if manual color entry is
configured), do the following:

1. Onthe Sample panel, choose the Color
button.

2. Choose acolor.

3. Choose the Confirm button.

3 Optionally, enter the clarity. Workoteee

>Clarity

Seq. No. Sample ID

[Ciarity

To enter the clarity, do the following:

1. Onthe Sample panel, choose the Clarity
button.

2. Choose a clarity.

3. Choose the Confirm button.

4 Confirm the sample. Workpiace

Sample

Seq. No. Sample ID Color  Clarity

1. Onthe Sample panel, choose the Save
button.

2. Toreturnto the Workplace tab, choose the
Cancel button.

5 Prepare the test strip.

1. Briefly (1 second) dip all test pads of the test
strip completely into the sample.

2. Towipe off excess liquid while removing the
test strip from the sample tube, wipe the side
of the test strip against the rim of the sample
tube.

3@'— Do not bend test strips. Do not touch the
sample tube with the test pads.

#B  Quick reference for analyzing a single sample with sample ID

Roche Diagnostics
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Steps Description

6 Load the test strip on the 1. Load the test strip on the test strip loading

analyzer. area of the test strip tray.
- Test strip pads facing upwards.
- The end of the test strip touching the
ledge below the test strip presence
detector 1.
7 Check the results by sample ID. Workotece 1. Choose Workplace > Sample results.
SmgEh 2. ldentify the sample by sample ID.
[Seq. No.  Dateftime: K [Test Result Flags K
~ B A '@ Viewing and filtering results (18)
E— = '@ Editing results (19)
T C—— »@ Printing, storing, deleting, and uploading
MigEg==Fy results (20)
(== =]

EB  Quick reference for analyzing a single sample with sample ID

For a detailed description, refer to the Operator’s Manual
of the analyzer.

Samples with sample IDs from worklist

The following table is a quick reference for analyzing
multiple samples with sample IDs from the worklist.
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Incorrect results due to incorrect analysis order

If you do not load the samples in the order of the worklist,
the results will be assigned to the wrong samples which
may cause incorrect results.

» Number the samples in a suitable manner to avoid
mixing up the samples.

v

Print the worklist before starting the analysis and sort
the samples in the order of the worklist.

v

Always load the test strips in the order of the samples
on the worklist.

v

Always ensure that the test strip that you load next
corresponds to the first sample on the worklist. The
first sample is listed at the top of the worklist.

v

If sorting of the worklist is enabled on the analyzer and
you scan a sample ID, confirm its location on the
worklist. If you already scanned the same sample ID
previously, scanning the sample ID again will move the
sample to the top of the worklist.

v

If sorting of the worklist is enabled on the analyzer and
you scan a sample ID again to move the sample to the
top of the worklist and prioritize its analysis, ensure
that you load the test strip of the prioritized sample
next.

v

Configure the status bar of the analyzer to display the
sequence number and sample ID of the first sample on
the worklist.

Roche Diagnostics
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Steps Description

1 Via the Worklist panel:
Add the sample IDs to the
worklist or download the

Worklist

Seq.No. ~ Samy

le 1D,

>

worklist from the host.

Optionally, add color and/or

clarity.

= - |

>Clarity

Seq. No.

Sample ID

(Clarity.

To add the sample IDs to the worklist, do the
following:

1. Choose Workplace > Worklist.

2. Scan the sample IDs with the hand-held
barcode reader.

To download the worklist from the host, do
the following:

1. Choose Workplace > Worklist.

2. Choose the Download button.

To enter the color (if manual color entry is
configured) and/or clarity of a sample, do the
following:

1. Onthe Worklist panel, choose the sample.

2. Choose the Edit button.

3. On the Edit panel, choose the Color button.
4. Choosea color.

5. Choose the Confirm button.

6. Onthe Edit panel, choose the Clarity button.
7. Choose a clarity.

8. Choose the Confirm button.

9. Onthe Edit panel, choose the Save button.

10. Repeat for all samples.

2 Alternatively, via the Sample

panel:
Seq. No. Sample ID

Sample

Add the sample IDs to the =1

worklist. EEE

Optionally, add color and/or

[ Color Clarity }

oooooon
ot Dooooonnon

¥ BEDooononn
o e L]

>Clarity

Seq. No.

Sample ID

[Clarity

I CEIINPIPY

1

To add the sample IDs to the worklist, do the
following:

1. Choose Workplace > Sample.
2. Enter the sample ID.

3. Alternatively, scan the sample ID with the
hand-held barcode reader.

4. Toenter the color (if manual color entry is
configured), choose the Color button. Choose
a color and choose the Confirm button.

5. Toenter the clarity, choose the Clarity
button. Choose a clarity and choose the
Confirm button.

6. Onthe Sample panel, choose the Save
button.

7. Repeat for all samples.

#B  Quick reference for analyzing samples with sample IDs from the worklist

Roche Diagnostics
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Steps Description

3 Optionally, prioritize a sample o 1. Onthe Worklist panel, scan the sample ID
within the worklist. o again (resorting of the worklist must be
Seq.No. ~ Sample ID \ﬁ‘ enabled).
N
4
N
[— =] |
4 Optionally, print the worklist. Lt 1. Onthe Worklist panel, choose the Print
o button.
T oo A
/N
4
v
=N | =]
5 Prepare the test strips. m For each sample, do the following:

1. Briefly (1 second) dip all test pads of the test
strip completely into the sample.

2. Towipe off excess liquid while removing the

— - test strip from the sample tube, wipe the side
of the test strip against the rim of the sample
tube.

(L2

Do not bend test strips. Do not touch the
sample tube with the test pads.

6 Load the test strips on the
analyzer in order of the
worklist.

~_ Foreach test strip, do the following:

1. Load the test strip on the test strip loading
area of the test strip tray:

- Test pads facing upwards.

- The end of the test strip touching the
ledge below the test strip presence

detector 1.
7 Check the results by sample LR 1. Choose Workplace > Sample results.
|D ] Sample results )
s S 2. Identify the samples by sample IDs.
~ B A '@ Viewing and filtering results (18)
I = '@ Editing results (19)
v — = »@ Printing, storing, deleting, and uploading
v == results (20)
=R — = =

B Quick reference for analyzing samples with sample IDs from the worklist

Roche Diagnostics

cobas® u 411 urine analyzer - Software version 3.4 - Quick Reference Guide - Publication version 1.0



For a detailed description, refer to the Operator’s Manual
of the analyzer.
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Quick reference tables for working with
results

In this section

Viewing and filtering results (18)
Editing results (19)

Printing, storing, deleting, and uploading results (20)

Viewing and filtering results

The following table is a quick reference for viewing and
filtering results.

Steps Description

1 View the results via the B 1. Choose Workplace > Sample list.
Sample list panel_ Sample list

2. Optionally, filter the results:

Seq. No. _Sampie D Fost Flags

Al
/N
1) Choose the Filter button.
- 2) Choose the filter criterion.
e 3) Choose the Save button.
M
, 3. Choose the sample.
== . [
p— 4. Choose the Details button.
~ ~
Y = o
v v
(== - =] =
2 View the results on the L 1. Choose Workplace > Sample results.
Sample results panel. e
P P Smgel 2. Choose the sample.
[Seq. No. Datetime A est Result Flags A
~ B
Y = o
v v
HEl B

#R  Quick reference for viewing results
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Editing results

For a detailed description, refer to the Operator’s Manual

of the analyzer.

The following table is a quick reference for editing results.

Steps Description

1 Choose the sample. 1. Choose Workplace > Sample list > Details.
2. Alternatively, choose Workplace > Sample
results.
3. Inthe left table, choose the sample.
2 Edit a test parameter result. R 1. Intheright table, choose the test parameter
Samplesresu‘\lsm resu lt
oot e Al™ ™A 2. Choose the Edit button.
N - N
- 3. Onthe Edit panel, from the table, choose the
e new result.
v KET [ v
v == 4. Choose the Save button.
e - =
Sample ID ‘ ‘
Seq. No. ‘ ‘ \Value A
Color "—“ 2
Clarity
Test “‘ v
Vv

#B  Quick reference for editing results

Roche Diagnostics
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Steps Description

3 Edit or enter the color (if D 1. Choose the Edit button.
manual color entry is e
] y sample 1D 2. Choose the Color button.
configured). o et - 0
A A
~E I~ 3. Onthe Color panel, choose a color.
e 4. Choose the Confirm button.
S = o
‘X uBG X
— 1 — ‘
>Color
Seq. No. ]—‘ Sample ID
4 Edit or enter the clarity. s 1. Choose the Edit button.
sample 1D 2. Choose the Clarity button.
o ma . e
% - N 3. Onthe Clarity panel, choose a clarity.
—— 4. Choose the Confirm button.
S = o
‘X UBG X
— I — - ‘

Workplace

>Clarity

Seq. No. Sample ID

(Clarity.

B Quick reference for editing results

For a detailed description, refer to the Operator’s Manual
of the analyzer.

Printing, storing, deleting, and uploading results

The following table is a quick reference for printing,
storing, deleting, and uploading results.

Roche Diagnostics
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Steps Description

1 Choose the samples. s 1. Choose Workplace > Sample list > Details
>Send
P A 2™ ™A 2. Alternatively, choose Workplace > Sample
N N
il results > Send.
= - B 3. Inthe From field and the To field, enter the
o = o range of sequence numbers.
‘X UBG X
L= [— =] |
a N
-_ [0
- Doon
e =]
[(=[=[=[—]
2 Print the results. s 1. Choose the Print button.
HDDE
From :] ;Hi‘bu
- HEERN
[ ]-]
L= (=== '
3 Store the results. Workplece 1. Choose the Store button.
, 2. Connect a USB flash drive to the analyzer.
jub J 3. Navigate to the export folder
-~_ g G |
T G0 4. Choose the Confirm button.
L‘ub‘ﬂ 5. Disconnect the USB flash drive.

\ (=]

Imedialusb1/

D>

#8  Quick reference for printing, storing, deleting, and uploading results

Roche Diagnostics

cobas® u 411 urine analyzer - Software version 3.4 - Quick Reference Guide - Publication version 1.0




Steps Description

4 Delete the results. e 1. Choose the Delete button.

>Send

2. Choose the Confirm button.
HODR
-~ OO
v L
L[]

0

Delete

(=]

5 Upload the results to the host. Horkplece 1. Choose the Upload button.

goos
~. HEED
: ooon
oEOn

(=l )= [—] (=]

B Quick reference for printing, storing, deleting, and uploading results

For detailed descriptions, refer to the Operator’s Manual
of the analyzer.

Roche Diagnostics
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Quick reference tables for QC

Analyzing QC samples

In this section

Analyzing QC samples (23)
Viewing QC results (24)
Printing, storing, deleting, and uploading QC results (25)

The following table is a quick reference for analyzing QC

Steps Description

1 Choose the QC material and
start the QC.

RunQC

=

|

Choose Workplace > Run QC.

Choose the QC material 1 button, the QC
material 2 button, or the QC material 3
button.

Choose the Confirm button.

2 Prepare the test strip.

Briefly (1 second) dip all test pads of the test
strip completely into the QC sample.

To wipe off excess liquid while removing the
test strip from the sample tube, wipe the side
of the test strip against the rim of the sample
tube.

Y- Do not bend test strips. Do not touch the

sample tube with the test pads.

3 Load the test strip on the
analyzer.

Load the test strip on the test strip loading
area of the test strip tray.

- Test pads facing upwards.

- The end of the test strip touching the
ledge below the test strip presence
detector 1.

#B  Quick reference for analyzing QC samples

Roche Diagnostics
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Steps Description

Workplace

4 Check the QC results.

QC results

Name Dateftime

(==

1. Choose Workplace > QC results.
B A 2. ldentify the QC sample by analysis date.
|
B »@ Viewing QC results (24)
‘ =
‘ *@ Printing, storing, deleting, and uploading QC
— results (25)
‘v
Close

EB  Quick reference for analyzing QC samples

Viewing QC results

For a detailed description, refer to the Operator’s Manual
of the analyzer.

The following table is a quick reference for viewing QC
results.

Steps Description

1 View a list of QC samples with wortacs | 1. Choose Workplace > QC results.
QC results
results.
} ~
‘ =
|
‘ v
Y
D Dotais
2 View a specific QC result. Wt 1. Choose a QC sample.
>Concentration values
Name =X 2. Choose the Details button.
=
Dateltime pH o~
LEU
Range NIT —
| | Pro -
GLU
o
BIL {v‘
] [ o= ]

Quick reference for analyzing QC samples

Roche Diagnostics

For a detailed description, refer to the Operator’s Manual
of the analyzer.
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Printing, storing, deleting, and uploading QC results

The following table is a quick reference for printing,
storing, deleting, and uploading QC results.

Steps Description

1 Choose the QC samples. wortacs | 1. Choose Workplace > QC results.
e TR 2. Choose a QC sample of the desired type.
- 3. Choose the Send button.

4. Inthe From fields and the To fields, enter the
range of the analysis dates (day - month -

;J year).
= (=
el L
= arm D
s i BN
[ ][]
(=== [—]
2 Print the QC results. — 1. Choose the Print button.

G- ]
pemmon |
o EE BN
0 e ]

[ (=)= =] =l

#B  Quick reference for printing, storing, deleting, and uploading QC samples
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Steps Description

3 Store the QC results. — 1. Choose the Store button.

2. Connect a USB flash drive to the analyzer.

EEED 3. Navigate to the export folder.
= = L0

w H i [ . lJ 4. Choose the Confirm button.
?Ff@ 5. Disconnect the USB flash drive.

Imedialusb1/

DD

4 Delete the QC results. S 1. Choose the Delete button.

2. Choose the Confirm button.
Hoan
-mee L0
e =nnnn
]

(=== J[o=] =

5 Upload the QC results to the e 1. Choose the Upload button.
host. >send

e L
e 3 DN
N==nnnoE
D

(= [ )[=[—] =

EB  Quick reference for printing, storing, deleting, and uploading QC samples

For detailed descriptions, refer to the Operator’s Manual
of the analyzer.
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Quick reference tables for calibration

In this section

Calibrating the analyzer (27)

Printing and storing calibration results (28)

Calibrating the analyzer

The following table is a quick reference for calibrating the

analyzer.
Steps Description
1 Clean the test strip transfer 1. Open the front cover.
system. ) )
y 2. Pull out the test strip tray and empty the solid
waste compartment.
3. Pull out the test strip transporter and the test
strip pusher.
4. Clean and dry the all components.
5. Insertall components again.
6. Close the front cover.
2 Start the calibration. Luss 1. Choose Utilities > Calibration > Calibrate >
e Confirm.
i A e =
A~ B ~
M @ v
7| |e v

3 Load the calibration strip on
the analyzer.

1. Load the calibration strip on the test strip
loading area of the test strip tray.

- Calibration pads facing upwards.

- The end of the calibration strip touching
the ledge below the test strip presence
detector 1.

4 Finish the calibration. 1. Choose the Confirm button.

»& Printing and storing calibration results (28)

#R  Quick reference for calibrating the analyzer

For a detailed description, refer to the Operator’s Manual
of the analyzer.
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Printing and storing calibration results

The following table is a quick reference for printing and
storing calibration results.

Steps Description

1 Print a single calibration result. \ 1. Choose Utilities > Calibration.
e | e : 2. Choose a calibration.
//§ SG él
- e /E\ 3. Choose the Print button.
V) e S
v [= g
ENEE |
2 Choose the calibrations. \ 1. Choose the Send button.
S W VAl 2. Inthe From fields and the To fields, enter the
A A
= ~ range of the calibration dates (day - month -
B = year).
= ®
=) y‘
[ Send =
L]
[ —
3 Print multiple calibration 1. Choose the Print button.

Date

From (], =

DN
[ [0
BN
Lo [l

ER  Quick reference for printing and storing calibration results
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Steps Description

4 Store the calibration results. vulies 1. Choose the Store button.

>Send

2. Connect a USB flash drive to the analyzer.

DN

B @, — 3. Navigate to the export folder.
From [_l . E‘L‘E g p

7o = EE 4.  Choose the Confirm button.
@U‘j& 5. Disconnect the USB flash drive.

/medialusb1/
AN
N
v
2
0%

#B  Quick reference for printing and storing calibration results

For detailed descriptions, refer to the Operator’s Manual
of the analyzer.
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