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Type: Roche OMNI C

186 [18aASE  []BG/AQC  []BGASE/AQC

Power Rating: 100-240 V~ 50/60 Hz 150 W

Roche Diagnostics GmbH,
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2

Specifications

2.1 Measurement parameters
merer | toecied | specified range | precision B\ e
PO, B/Q 0 - <60 mmHg SD < 4.0 mmHg SD < 6.0 mmHg < % 8.0 mmHg
60 - 140 mmHg SD < 2.0 mmHg SD < 3.0 mmHg + 4.0 mmHg
> 140 - 500 mmHg SD < (2% - 0.8 mmHg) SD < (4% - 2.6 mmHg) <=+ (8% - 4.4 mmHg)
> 500 - 800 mmHg SD < (4% - 11.8 mmHg) SD < (8% - 22.6 mmHg) < =x (12% - 34.4 mmHg)
PCO, B/Q 4 - < 15 mmHg SD <2 mmHg SD < 3 mmHg + 4 mmHg
15 - 80 mmHg SD < 1.5 mmHg SD < 2.0 mmHg + 2.5 mmHg
>80 - 200 mmHg SD < 4.5 mmHg SD < 6 mmHg + 8 mmHg
pH B/Q 6.0 -<6.8 SD < 0.020 SD < 0.035 + 0.06
6.8-7.6 SD < 0.008 SD < 0.015 + 0.02
>76-8.0 SD <0.015 SD < 0.030 + 0.04
Na* B/S/A/D/Q | 20 - <120 mmol/L SD < 4.5 mmol/L SD < 6 mmol/L + 8 mmol/L
120 - 170 mmol/L | SD < 1.5 mmol/L SD < 2.0 mmol/L + 2.5 mmol/L
> 170 - 250 mmol/L | SD <6 mmol/L SD < 8 mmol/L + 10 mmol/L
K+ B/S/A/D/Q 0.2 - < 3.0 mmol/L SD < 0.15 mmol/L SD < 0.35 mmol/L + 0.5 mmol/L
3.0 - 6.0 mmol/L SD < 0.06 mmol/L SD < 0.15 mmol/L + 0.2 mmol/L
> 6.0 - 20 mmol/L SD < 0.4 mmol/L SD < 1 mmol/L + 1.4 mmol/L
Cr B/S/A/D/Q | 20 - <70 mmol/L SD < 3 mmol/L SD < 4 mmol/L + 8.0 mmol/L
70 - 130 mmol/L SD < 1.5 mmol/L SD < 2.0 mmol/L + 4.0 mmol/L
> 130 - 250 mmol/L | SD < 4.5 mmol/L SD < 6 mmol/L + 12.0 mmol/L
Ca?* B/S/A/D/Q | 0.1 - < 0.6 mmol/L SD < 0.06 mmol/L SD < 0.1 mmol/L + 0.2 mmol/L
0.6 - 1.5 mmol/L SD < 0.03 mmol/L SD < 0.05 mmol/L + 0.1 mmol/L
> 1.5 - 4.0 mmol/L SD < 0.15 mmol/L SD < 0.25 mmol/L + 0.5 mmol/L
Hct B/Q 10 -<20% SD<3% SD<5% +6.0%
20 - 60% SD<1.5% SD < 2.5 % + 3.0 %
< 60-80% SD <3 % SD<5% +6.0%
tHb B 3-<6g/dL SD < (3.09% + 0.27 g/dL) | SD<(3.3% + 0.30 g/dL) | <% (-3.3 % + 0.70 g/dL)
6 - 18 g/dL SD < 0.45 g/dL SD < 0.5 g/dL <t 0.5 g/dL
> 18 - 25 g/dL SD < (2.1% + 0.06 g/dL) | SD<(2.1% + 0.11 g/dL) | <* (7.1 % - 0.78 g/dL)
Q 3-<12g/dL SD < 0.36 g/dL SD < 0.40 g/dL <+ 0.36 g/dL
12 - 25 g/dL SD<3.0% SD<3.3 % <*3.0%
S0, B 50 - < 60 % SD < (5.0 % + 4.0 %) | —-mmmmmmmmmmmemmeeee <+ (-20 % + 14 %)
60 - 100% SD<1.0% | memmmmmmmmmmmmme <t2.0%
Q 50 - 100% SD<1.0% SD<1.1% <+ 20%
Baro 300 - 800 mmHg | ---m--mmmmmmmmmmmmmomm | e < 5.0 mmHg

D Accuracy and standard deviations: specified for the standard temperature range of 15 - 31 °C!

2)

3)

initial start up!

B..... whole blood

Q ... aqueous QC material

According to NCCLS within the specific range

A..... dialysis solutions containing acetate

D .... dialysis solutions containing bicarbonate

When used within the range of 300...450 mmHg, the barosensor must be calibrated by customer service before

S ....serum or plasma
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2.2

2.3

Sample throughput

Activated / installed Typical sample throughput
electrodes [samples/hours]
Syringe Capillary
BG - tHb/SO, 30 30
BG - ISE - tHb/SO, 30 30
Sample volumes

Activated / Typical sample Typical withdrawal Volume limitation by
. volume volumes the sample sensor
installed electrodes

[l [pl] [pl]
BG - ISE - tHb/SO, <60 90 68

Sample types

Whole blood, serum, plasma, dialysis solutions containing acetate and bicarbonate,

QC material

Calibrations
Length
Calibrations Time intervals (typical)
[min]
Sys cal every 24 hours (alternatively 8, 12 or 24 hours) <15
1P cal every 30 minutes (alternatively 1 hour) <2
2P cal every 12 hours (alternatively 4, 6, 8 or 12 hours) <7
Warm-up phase .... when turning ON D <25
Warm-up phase .... power failure < 1 minute <2
Electrode exchange as needed <27

Dincl. calibration
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2.6 Environmental parameters

2.6.1 Temperature / humidity / stability

Instrument

Operating conditions:
Ambient temperature +15°C to +33 °C

Relative humidity 20-95%,if T > +15 to < +31 °C
20 -90%, if T > 31 <33 °C

Measurement chamber temperature (BG & ISE) 37 °C £ 0.2 °C

Storage and transportation conditions:

Temperature -20 °C to +60 °C
Humidity up to 95% (not condensed)
Shock resistance <30g

Electrodes

Operating conditions:

Operating tempPerature ....ccoceveenvinieniinieniinienneaneenss +37 °C

Relative humidity ...ccovvvviniiiiiiniiiiiiiiiiinininninee, 20-95%,if T>+15 < +31 °C
20 - 90%, if T > 31 <33 °C

Storage conditions in original packaging:
Temperature ..cooceveuvieniiiiniiniiiiiiiiniiiicireneenen. +15 °C to +30 °C
Humidity ooooiiiiiiiiiiiii 20 to 85 %

Transportation conditions in original packaging:

TemMPErature...occeeveeiieiieeeeeieeeeee et -5°Cto +40 °C
over a period of 3 days
Humidity....ooooiiiic 20 - 80 %

over a period of 3 days

Shock reSisStance ......coevveveveeveeenenicecceeeeeeene e <50g
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Solutions

Operating conditions:

Ambient temperature ..............

Relative humidity .....cc.ccccue..e.

Storage conditions in original packaging:

Temperature ......coceeeeeeverneennen.

Humidity .ccovvvnvinniiinienniinnneen.

Transportation conditions in original packaging:

Temperature ......ccceeevveeverneennen.

Relative humidity .....cc.coceue...e.

Shock resistance.......ccccoeeuunenne.

Stability during operation

+15 °C to +33 °C

20 - 95%, if T = +15 < +31 °C
20 - 90%, if T > 31 <33°C

+2 to +30 °C
20 to 95 %

+2 °C to +45 °C
over a period of 7 days

20-95%
<30¢g

with ambient temperature
Solutions Description of 15 - 33 °C
[weeks]
C1 calibration solution 1 Calibration solution 4
C2 calibration solution 2 Calibration solution 4
C3 fluid pack Solution pack 6




2.7

2.7.1

2.7.2

2.7.3

2.7.4

2.9

Product data

Electrical data

Mains voltage range ..........ccceeeiiuniiinnnnn. 100 to 240 VAC (+6% / -10% permissible tolerance)
Frequency....ccoviviiiiiiiiiiiiiiin 50/60 Hz

Required pOWer .....ccoveevniiiiiiiiieenneennens 150 W

Classification

Protection class ....cceoveeniiinniiiieinneenneen. I

Overvoltage category ...oceuvvevnveeneenneenn. II

Contamination level ........c...ooiiiiniee. 2

Dimensions

Width oo 35.4 cm

Height voveieieiiii e, 46.7 cm

Depth e 41.0 cm

Weight

Roche OMNI C (instrument) .............. about 17 kg (without calibration solutions!)
Roche OMNI C ready for shipment...... about 23 kg

Printer

T YD ettt thermal printer with integrated paper cutter
Resolution .....coeeeeiveiiiiiiiiiiiiiiiiiinie, 12 dots / mm

Full graphics...cooeeuveiiiiiiiiiiiinie, 576 dots / line

Printing speed ...ccoeevnviiiiiiiiiiiiiiiiieenn. 8 mm / sec

Paper width ...cooeiiiiiiiiiin, 58 mm

Paper length ..ooooiiiiiiiiin, about 30 m

Screen

TYPe ettt integrated flat LCD screen

Format ..cooeeviniiiiiiiiiiiiieeeeeen, 5.7 inch

Resolution ....oeeeeeveiiiiiiiiniiinieineen. 320 x 240 pixel
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2.10 Barcode scanner

TYPE et MT 9060/4 Wedge PS2 hand-held scanner with integrat-
ed decoder

Manufacturer....co.cceeeeuieineeinneennnen. Marson Technology Co., LTD

Reading speed .....coeeuveinieinieincnnnees up to 45 scans/sec.

Resolution .....ccceevvvvviiiiiiiiiniiin. 0.1 mm

Reading distance ....c..ccoeeeueennienn.es up to 5 cm

Reading width .......cooooiiiiii. up to 9 cm

Preprogrammed code types: .......... Full code 39 / code 39

EAN/UPC, Codabar
Interleaved 2 of 5
Code 11

EAN-13

UPC-A

Code 128

MSI / Plessey

2-6



3.2

W W W w
N

A o DN -

W W w w w w w
N N DN NN DN DNDDN
~N o OB~ N

(2P cal) o 3-1
(AP cal) oo 3-1
........................................................................................ .3-1

3-1






Roche OMNI C ) (C1
1 C2 2) AC02. pH. Na*. K. Ca* CI- o
3.1
3.1.1
8. 12 24( ) )
)
o ( 24 )
)
) 2
TIP: o Roche OMNI C
3.1.2 2 ( 2P cal)
2 o
4. 6.8 12 ( )
3.1.31 (1P cal)
1 ( 02).
30 ( ), 1
3.1.4
; 02 1 0

3-1



3.2
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3.2.3
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4.1.3

15

30
02

15

( 60
200mmHg (26kPa)
(15-337C).

b

(15-33°C).

b

15

4-8°C.

4-8°C.

tHb. S02

o

Hct

4-3



4.2
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easuring data

“Close flap” , , .

“ 7 “ 7 )- “More functions”
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Input
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S armple twpe
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T ernperature
Specimen 1D
FunctureSine
ALLEM Test
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Arterizl
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“line up/ line down” ) .

, Roche OMNI C
“Setup — Display & reports — Measuring data — Result screen”,

“« 2 “« 2
> ( > )

i'].'l
H

Display & report — Measuring data — Measuremetn

report,

“« »” “« »”
( )

i'_].'l

ol 1325.0-148.0
] 100.0 ol 92.0-7107.0
pH 7406 7.360- 7450
Ca 1.270 rrnoll 1.120-1.320
K 4.60 rornol’L 2.60- 480
POz 106.0 [+) rrnHg 20.0-100.0
PCOZ 424 rrnHg 26.0- 450
tHE 12.9 a'dL 11.6-17.4
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( , , )o . tHb/ 02

® COMBITROL TS
® AUTO-TROL TS

5.1

TIP: .

= “QC material — Set ranges’

-
=] T
[ 05 Not ready [Sys.cal.07.00 [0955

“line down”

“QC material”.
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(BG  tHb/ %02 )
Roche OMNI C

5.1.1 -
‘Mat ” taterial ” Level” LDtnumber‘
A, AUTO-TROLTS 1 21711903
B AUTO-TROLTS 2 21711302
[ AUJTO-TROLTS 3
O Undefined
E Undefined
F Undefined
2

“Material”:
“New mat”:
( )
EES
(14 mat »

(18

(2-32

(A-F).

).

20,



TIP: mat ( “

“@ bed )’ R
5.2
Roche N o

5.2.1

° = QC measurement

o ( . COMBITROL TS) ( level 1).

. “mat” R

° .

°

A » °

otart measurement

ici; Adtach syringe

TIP: !



N| Start measurement

Close flap

5
° , .
° .
° , QC

“Database” , “ 7
5.2.2
Auto QC o
Auto QC (AUTO-TROL TS) ( level 1).



5.3

Westgard* 2 .

: ( » COMBITROL TS,
AUTO-TROL TS)-

ot “Parameters - Misc.settings — Multirules”.

FParameters @l
bultirules
Rules Electrodes a8
| v
_.
Fule 2 PO
s
Fule 3 x|lroz
Fule 4 Ma
Eule & y - K a
Fule i Cl
250 Range iCa
[ [
ez [ [ Peady 1Pcall0l | 0918
6
( 1-6), (  29D).
. 2SD ( 1-6) 3

5-5



Run.......coovvininnns . 2
Nre e, (T = Total)
] (L=Level)
M e s .
X , 20 100
G
Rule Description
1. 1,5 QC measurement value (m) is outside
X+ 20
2. 154 QC measurement value (m) is outside
X * 30
3. (2 0f 3)y4 Two of three QC measurement values are outside
X t20
Observation time period: 1 series (within run)
NT == 3
4. 255 2 QC measurement values (m) are outside X + 20
Observation time period: 2 series
Np =2
5.6016 6 QC measurement values (m) are outside X £ 10
Observation time period: 3 series
Nt 26
6.9, 9 QC measurement values (m) are on the same side as
the mean value.
Observation time period: 5 series
Nt 29
28D range Defined target values (ranges)
TIP: .

5-6

( , CONBITROL TS).




5.4
Roche OMNI C

“ Setup »»”

F—_f “Parameters — Misc.settings — QC consequences”
I

Oy

Ignore W FCOZ
~/ QC errar /X FOZ
Ma
A | b
C
iCa
W | 1>
e [ 15| Reacy 1Pcal10:00 | 0418
5
Ignore : ; o
QCwarning : , Ready
QCeror : ) o
Ready .
54.1
/ , .
“QC unlock” .

5-7
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E..

E E

“Parameters—Misc . settings— QC unlock ”



6.2

6.3

6.4

6.5

6.6

6.2.1
6.2.2

6.3.1

6.4.1

6.5.1
C1
C3
6.5.2

6.5.3

6.6.1
6.6.2
6.6.3
6.6.4

C1 L 6-11

6-1



6.7

6-11

6.6.5
6.6.6
6.6.7
6.6.8
6.6.9



®

6.1

6.1.1

Roche

6-20

» Roche OMNI

H H

70% .

“ »»”

“ »»”

6-14

(Roche

113

15

»»”



6-20

i!l'l

113

b

»»” ]

“System —Wash & clean — Decontaminate all tubes’

Ci.Cc2z C3 .

ct c2 (D

TIP:

TIP:

C3

Ci1 cC2 o

c3 | 67 - cl 1, C2



70%

(Roche



6.2

6.2.1
(1 1. C2 7) .
@ “Fill levels” .
full in
2
. ( 611 ¢ cl 1
» )0
6.2.2
. , ( 200
, 15 L) 615  “ Y
TIP: , .

6-4



6.3

6.3.1

- !
! !

° “Anayzer” , “System- Wash and clean —

Clean sample port module”

Damphy clean and dry red areas.

4 ) @ ©)

6-5



6.4

6.4.1
“Analyzer” , r?
- “System — Tools — Tubing exchange — Peristaltic pump tube”
° .
° C e ( )
5/1).
° ( ) ( 5/2).

od

ooono

ooooog

5 @) 2

° . :
!

° .

L C e °

° .



6.5

6.5.1

C1

C3

-C1

1,

full i

—Fjd

Cc2

2

C3

2-4

4-6

6-7



)
;

® )
) )
® RocheOMNI C
)
)

TIP:
)
) o

6-8

L)

OK



6.5.2

Flasct

‘I Leere Flasche herausnehmen
2 E arcode won neuer Flasche lesen

H)

6-9



6-10

P

10

11

-

10).

11).

)



C1 1

TIP: ,

Sl
T
C71 Calibration Sr.rl'!r_.rﬁun 1
=3

Roche OWNT €

17540 mi

HEFMa. 3148046001
Haarm ot

C1 o
12

(  12).

W Waste Container

Roche QAN (

S0°C
FOR [N MTRD
-5 c-’iﬁ DEAGHISTIC LIsE

&=

( ) Cl “Wn
N “ Wasen

»»”
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6.5.3

® A L

° “Analyzer” ; r? “System —Wash and clean
— Clean sample port module”
° ( B
1 ( )- :
( 13/1).
: !
° ( 13/2).

14

6-12



'),

15

).
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6.6

6.6.1
° . ( 8-
° ;
° ( ) .
( 6-11 C1 1 ” 6-11
“ ")
TIP: o
° “Anayzer” ; “System — Tools — Fluid
actions— Auto preparation routines”
° “Prepare Calibration Solution C1”  “Prepare Calibration Solution C2”,
6.6.2
!
® A o

“Anayzer” ,
Clean sample port module”

Damply clean and dry red areas.

16

6-14

“System — Wash and clean —

Clean sample port module

Damply clean and dry red areas.



° ( )o
° ( 17/1).
°
° (  17/2).
° ( ) ( 17/3)
17 6] 2 ©)
°
°
°
°
°
6.6.3
TIP:
°
°
°
°
° “down”  ( D)o
° ( 18).
18

6-15



O
O
O
O
O
O
O
O
O

)

MCon

(

6.6.4

o
N

MConO O

21

6-16



/MCon ,
) /NCon

/NCon ( ).

T I P: » ° Mcon
° ( 22/1).
° , , (  22/2).

22 €Y @
/MCon

23

6-17



»»”

113

6.6.5

ooon

ogoo

25

6-18
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6.6.6

° o
o 6-16 “ MCon ” , o
[ ) ( ) o
° o
TIP: !
6.6.7
“Anayzer” , @ “System —Wash & clean
—Clean screen “,
30 o
( b ) o
!
30 o
6.6.8

6-20



6.6.9

“Analyzer”
Touch screen”

Tour

Test Calibrate
[t 18] System 1Pcal 10:26 | 10:06
28
iT&” y (
29).
29

“Calibrate’ )

“Test — PC components —

) 30

6-21



nd inthe right c

on will B2

30

6.7

e 6 06 0 ©
I
~
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» Roche OMNI C
) ,

7.1

Current cycle will be finished!

Flease wait

Warm-up! o

7-1



Out of operation!

AQC cover open!

(
Auto QC

)

Auto QC o
Auto QC o

Bottle compartment
Cover open!

Conductivity cal.

error!

Fatal error!

“Reboot”

o

Flash memory full

Fill level alarm!

“ empty )70

Flap open!

Measurement chamber

cover open!

7-2




PCMCIA memory full PCMCIA PCMCIA
- PC
- Roche OMNI C
(
- - PC — PCMCIA
” N )
Sample detection (SS1  SS2) !
failed! o
!
Pump cal. failed! o “Analyzer” ,
“More functions — Test — Valves &
aggregates —Peristaltic pump.”
: 40-70u 1
FMS : 920-12001 1
!
Noncorrectable o “Reboot” .
error! o
!
System error! o
Temperature error! o / o
: 37.00 C+0.2TC ;
: 37.00C+0.2C !
tHh/ L0, : 37.00C+0.2TC
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Waste Container

switch!

Waste Container
full!
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7.2

M mwuw

not calibrated

1P - 552 aspirate Mix2 3180
2F - 352 aspirate Mix2 3180

3

3 o
) “Calibration for Ready”,
. (14 » (14
. (14

113

7?'

»»”

MCon

2).

3).

»»”

°
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7.2.1

“line up/line down”

riot calibrated

1P info =552 aszpirate Mix1 3190
2P info =552 aspirate Mis2 3180
Lot number 11111111
E vpiration date 28122001

Fevision u}

=]

“Sensor status”



8.2

8.3

8.4

0 © 0 0 ™
N e T )
13, I O SUREY OB

c 0O 0 0 0o
W ww ww
g ~r W N -

O 0O O O ©
T S T R S S
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Roche OMNI C

a) Analyzer ( ):
b) Setup ( ):

¢) Database ( ):

d) Info ( ): Roche
8.1
“Analyzer”
2 Ready”
8.1.1 -

8.1.2 “Ready”
Ready

P

113

N tHb/SO2

7?'

o “Ready”

EEEEE




8-2

, Specimen 1D ( )

)| (5

==
= e
SpecimenlD |mﬁﬁa|
|

Specimen 1D,

, "Ready”

Analyzer 4

e
SR
= i ive |

rd prot

3
=
TIP: ’
Ready
é




8.1.3

[— R &
£ Tools
CO Test

£ Diagnaostics
CJ Service

= Calibration

(="Ready” B




8.1.4

tanual economy mode
QC materials

Language
Date/Time A
v
e |13 | System 1Pcal 10:26 | 10:06
6
r Sl 4 0

8.15

8.2

1 Times

1 AC materials

£ Interfaces

£ Displays & reports
T Instrument

1 Password -~
1 Service area

v
.|IE| 1P calibration 1P cal —— 09:23

8-4
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(="Ready” )o

8.3

DE quer

(1 Measuring data
1 Calibration data
1 0C data

1 Instrument data




“Database”

mark
[T i ( )
i search
« )
sort
2t « ) Date / Time ( / ) (
)
OpID( ) ( )
Patient 1D ( ) «( )
last name ( ) ( )
- -Z- >A).
- -A- >7).
ﬁ QC statistics

Levey Jennings

Bl

8-6




far

10

overview (

» PCMCIA

“More functions” ( )
9
Export data( ) PACNCIA
Delete data( )
Screen shot of the database (

8-7



8-8

PCMCIA
TIP: PCMCIA

11

far

11).

Filename

Target FCMCIA card
Export format ASCI
Separator TAB

Decimal paoint .

Headline Internal names

12

113

»»”

»»”



8.3.1

Fatient data

L szt narms First name D ate of

5 1F

171181 Fiegina

5171162 B aver Horst

B171245 EBecker Luise i

B171341 Eraun Fiupert

B171148 Fizcher K.arin

B17112E Hofer E ernhiard

E171317 Hafrmann M atthiaz %

171203 Kilizn Morbert

w
kldl13.1 A

B e N EE
it Read 1P cal 11:57 11:54

514 =1=lEfy cal 11: .

13

EN[EY :
el - :

beasuring data B rring data
All measurements - ; Ciutput
FatlD Opld Date Time 15.11.00
Tirne 10:38
o103 2001 0553 Sample E22.0 mmHa
01.02.2001 067 B 1aas ot
. 3 . lglpytel
28022001 0852 hy s
28022001 0548 oH Yomn S
Srozaom  1mos s 450 ol
e - [ 108.0 mmHg
MK Z7.0ZE001 016 A FO2 P mrmHg 9
2202200 14138 FCOZ 13.9 ardl
tHb 97.4 = I
el 11T n v = w
o ] ] [ == wnR e
Fure (13| Mot read 1P cal 11:57 1158 Pute (13| Mot read 1P cal 11:57 11:58
ac Iy 2P : 13 otreacy’ gallladp |

14




8.3.3

Calibration cata & alibration data
cal ion da =
E it rm calibrati
u ju 04.07. 2001
1P calibration 0z.07.20001 1727 7322 0 10:48
1P calibration 02.07.20001 1644 7322 O Baro 7301 rrnH S
1F calibration 02072001 1603 7324 o] Electrade perforrailce
+_
1F calibration 02.07.2001 121 7326 O Remark
1P calibration 03.07.20001 1437 7325 O Ea'n ;207-77 i " gt
1F calibration 02.07.2001 1364 7326 0 Sl'c'me conditioning m‘;’"“‘:‘
1F calibration ozorzom 1311 vezs o Slope drift conditioning nok y %
1F calibration 03.07.20001 1227 7331 ] ol fma 04 oy Ok
Cirift 0.3 rmmolll Ok
Llal 18T A v E
EaEE Y AR R EE
AuTo . -
e |13 | Peady [1Pealttas [ 11118 o[8[ Peady [1Pcaltias [117
15
, Roche OMNI C 0
b N N (=]
<[ :
EE] - :

Date | Tirne | Qc | Marne | Lawel
21.04.2001 11:23 QC COMEI-tral T 2
21.04. 2001 11:20 QC COMEl-tral Tt 3
21.04. 2001 1117 QC COME]-tral Tt 32
21.04. 2001 11:08  QC COME]-tral Tt 32
21.04.2001 11:02  QC COME]-tral Tt 32
21.04.2001 167 QC COME]-tral Tt 32
21.04.2001 163 QC COME]-tral Tt 1
1060 G COMEI-tral T: 1 A
o Qc 1

N [ERERN AEE

7= 5
" [13 | Ready |1Pcaltt4s [ 1117
16
» Roche OMNI C o
, “Zoom” 3
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04.07.2001
04.07.2001
04.07.2001
04.07. 2001
04.07 2001
04.07 2001
04.07 2001
04.07 2001

17

FLMEn

8.4

18

Error
Error
Error
Error
Errar
Errar
Errar
Errar

Swshem =
Change t
System =
System =
System =
System =
System =

taintenance Clean sa

Time
aroup

L=
Farameters
Irfa
Sample

Op D

n
10:51
Error

System stop
12

20




8.4.1 Roche

“Setup — Instrument — Roche info”
e —mail ( “

8.4.2

8.4.3

2

8.4.4

@Presenting the Instrurment
@Preanalytics
@Measuremem

@Ouality Contral
@Maintenance
@BasicTrDubleshDDting

@Miscellaneous -

=

e |13 | Not ready [1Pcal 1605|1617
19

8.4.5

“ »»” ]

8-12



Index

Index

Symbols

"Ready" screen

1P €Al e
1P calibration .
2P calibration .

2P calibration incl. O2 ...
2P calibration without O2
2P O2 calibration ... 3-3
A
Accessories ... 1-16
Additional maintenance procedures ..........o........ 6-22
Adjusting the SCTEEN .......cooveeeoneereeerrrmereeeesneeeessssnneenes 6-21
ANALYZET oo esisseesie s sesienes 8-1
Automatic calibrations ........vveeeeneveneesenenn. 3-1
B
Barcode SCAnNer ... 1-14, 2-6
C
(@F:1 100 15 (o) s KOO 3-1
Calibration data ... 8-10
Calibration for "Ready" ....
Calibration procedure ..........reeonreeenne.
Calibrations ...
Capillary mode
Capillary tubes
Check fill IeVELS ... 6-4
Check printer Paper ...ceeeoneeeeemereeseseseesessneees 6-4
ClaSSIICATION o.oeeveeeeeeeceeeee e 2-5
Cleaning
Bottle compartment ........ccccooeeeemeeeenerceerneeeene. 6-14
Measurement chamber ... 6-20
Sample drip tray ..o
SCIEEN .ot
Surfaces ...
Wash plate .....ccooovvecrnerreeenn.
Cleaning / decontamination
Cleaning of the needle and fill port .......ccccooevveuennee. 6-5
Cleaning the measurement chamber ........ccccco...... 6-20
Cleaning the SCreen .........ocneeecnmeeeesesneeeesesnne 6-20
ClLOt CALCRET oo 4-2
Clot INhIDItOTS ..o eaesaeeen 4-1
Conductivity calibration .........orcnneceennenens 3-3

Instructions for Use, Roche OMNI C, Rev. 2.0, October 2001

D
Data input .o 4-7
Database ... 8-5
Decontamination 1-6, 6-1
DEPTOLEINIZET oo eeissecesssesessesesenee 6-3
Description of the buttons and their function ....8-6
DIMENSIONS worrerrrverrrrrirnererieeseesisseesssssesessesnesessenseseesens 2-5
DiSPlay reSULLS ....ocuevveerceeieereieeceeisneseeseseeesneseseenes 4-8
Disposal
bottles ....... 1-6
EleCtTOdes oo 1-6
InStrument ........cccoeceeeeeveeescreseneneces 1-6
Waste Water ........ncrnecenecennas 1-6
E
Electrical data ......occeeeonccerneeciinnescesineeceeseseseenens
electrodes .........
Empty the waste water
Environmental parameters ............ccooeeeeesmmeeeeessrereeeenns 2-3
G
GeNeral NOTES ......creeeeereeeerreeeeeiseesesssseeseesssseesesssseseenes 1-2
H
Handling electrodes . 1-7
Handling samples 1-6
Handling solutions ...........cneceenne. 1-6
|
INLO e 8-11
FIll 1eVELS .covvomreeeiecrieecceieceiisessecseeeseeneneseenes 8-12
Help oo 8-12
Roche info 8-12
Version numbers 8-12
INStAllation ... eeeesee 1-16
Attach power cord and barcode scanner .....1-17
Attach pump tube ..o 1-21
AutoQC (OPLION) oo seeeeseeeeseeeeens 1-21
Begin installation routines ..........ocooeeeeeeen. 1-27
Check tubes at V2 and V9 ................ 1-20
Insert electrodes . 1-24
Insert FMS tubes ....ooocceneecevnneccerennecceeenns 1-20
Insert suction tube and filling port holder ..1-22
Insertion of bottles 1-23
Insertion of printer paper .............. 1-22
Insertion of the reference electrode ................ 1-25
Installing the AutoQC module .........cccconeveeeenn. 1-17
Quality cOntrol ......oconeecernneeeeceenn. 1-27
Select language ........cooeeceenneeccunnnne 1-19
Setting the date and time .......cccoeccc...n. 1-20

Index-1



Index

SWILCH O oo 1-19
Installation / shutdown .... .. 1-16
Installing the waste water bottle ..., 6-11
Installing the waste water container ... 6-11
TNSEIUMENT eoeeeeicicrcrrecerecriecrierieesiecreeeseecsenee 2-3
Instrument data ... 8-11
INEETTACE oot sesesee 1-14
INtroduction ... seeeeseseeene 1-1

L
LOCAtION ettt eeeeens 1-16
M
Mains SUPPLY CITCUIL ..oovvveeeceeiececeriererceseseeceenenee. 1-13
Maintenance

Dalily ...

Semi annual ... 6-6

Unscheduled ..... ..6-14

Adjusting the SCreen .......ooeeeecornenees 6-21

WEEKIY oot siiescesis 6-5

Material SEtUP ..vveeereeereerereereeeeeseeeeees et seeessseeeeens 5-1
MEASUTEIMENT «..ucevreereerrireieeieeisenisesiseciecseessensecssecssecens 4-1
Measurement and Calibration Procedure .............. 1-5
Measurement chamber .........comrcnecrnnecenenens 1-13
Measurement evaluation ..........oeeeoneeeenneneeeens 1-5
Measurement Parameters .............mmeeeeseenns 2-1
Measurement Procedure ........rceeeennes 1-5
Measuring data .........rceeneeemmmeeecesenesesseeeeesens
Measuring procedure ...
MiCrOSAMPLET ...coooereeeeeeeeeereeeeeeeeese s eeeeesaeseesens
MOTE fUNCHONS eoorreeereeeeerereeeeseeeeessssseseessseseesssseeseesens
Multirules ...

Overview

0
Operating INStructions ........ccoeceeenercernneccrnenescenes 1-2
Operating MOdES ........ooeveeeeercereeeereeeesceseseesesseneseesens 8-1
Overview of the Multirules .........occccoomreecrnmereeecnrencenens 5-6
P
Parameter
Display on the "Ready"” screen .......occcoomerveeennne. 1-8
Method of notation
Calculation values .......coocomerconerceonnncennenens 1-9
Calculation values at the patient's tempera-
TUTE e 1-10
Input parameters .......ecneconecrnecnenee 1-10
Input values—measurement information 1-
11
Input values—patient information ........ 1-11
Index-2

Measurement values .........cocomeeeerreereeenns
Parameter — depiction and buttons
Patient data ..o
Plasma ..o
Preanalytics .o reeeneeceeseeeeeessseseeseseesesssseseenes
PIINTET oot cciieecieeceieceisecesisee st eseesesees
printer ...........

Product data ...
Q
QC
Material entry
Barcode scanner ..., 5-2
Manually 5-2
Material Setup
Barcode scanner ........oeeconenceeenn. 5-2
Material SEtUP .veeeereeeeeeerereeereeeeeseeeeene 5-1
Manual entry ... 5-2
QC CONSEQUENCES ....oreercercercircrreeserseesenssenssenans 5-7
Removing the block ... 5-7
QC data ......... ) 8-10
QC measurement . 5-3, 8-4
AutoQC material (OPtion) .....coommeeermeeeene. 5-4
Quality control .......comeecennneccreenn. 5-1
QUICK ACCESS vt sassasees 8-4
R
Recalibration ... 3-1

NEr) o,
Replacement
Cl1 calibration solution 1
C2 calibration solution 2
C3 fluid packs oo
Electrodes
Fill port holder
MECON oot sieesisesresecsisecsasecsanecns
Peristaltic pump tubes .......ccooccormrenrrreernnreerencennnn.
Printer paper
Reference electrode . 6-18
Replacement of the electrodes and the MCon ....6-16
Replacing printer paper 6-15

S

Sample acquisition
Sample collection

Especially for tHb/SO2 measurement
Sample collection cONtaiNers ..........cecommeeerreeeenne.
Sample handling .......ccccommececmneccrnonencnns
Sample insertion module
Sample throughput ...
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Index

SAMPLE LYPES woorrreeerrereeeeeeeeee e eeeisseeeeessssseeeesessssesssee 22
Sample volumes
Sample-dependent maintenance procedures ........ 6-7
SCTCEIN ovvvrrrraeereeeesssssesssssesssssssssessssssessssesssssssssessssssssnsssesees 2-6
Buttons ..... 1-12
SEIUIM oot sesses s sesssesesasesenes 4-3
SELUD everrvervriecireerirecriecriecrieerieeiseessesssesseseeseseesesecssnecsans 8-4
SHULAOWI covereeciceieseeieecssieeseesesesesses 1-28
Insert the shutdown kit and connect it ........ 1-29
Less than 24 hours ..o 1-28
Longer than 24 hours .......cocneconeceonnees 1-28
Remove needle and fill port ......ooccooereecrnenrees 1-32
Remove printer paper .. .
Remove pump tube ..o,
Remove the electrodes. .......mrcecnneecenens 1-31
Remove the shutdown Kit. ....ccoococeoneccecrneccenens 1-30
Remove the tube under V1 and V2 ............... 1-32
Remove the V2 and V9 tube ends from the guides
1-29
Removing bottles .......cccmeeeneeecernneccrnnnencenns 1-28
Removing the waste water bottle .........cco...c.... 1-30
Return the V2 and V9 tube ends to the guides 1-
30
Shutting down the AutoQC module .............1-33
Uninstall the AutoQC module ... 1-33
SOIULIONS ot estieseesessesesseseeeesesnesees 2-4
SPecifications ........c.comeeeereeeeenmeeeerseeeeseeeee 1-2, 2-1
Stability during Operation ..........oeceeonnecees 2-4
States Of OPETatioN ......ccooovveeerereeerreereeeerneeeeseseeeeseeneees 8-1
Surfaces of the instrument .........cocccoomereeenrneceerrnnnees 6-2
SYMDOLS oot eseesess s eeses s
Syringe mode .
SYTINEES oorrvveererereieeeriineseesiseeesseesessesssesessesesessesnesees
SYS €Al et
SYSTEIM vt sisecseseesesessesecssnecsans
System calibration .........cccomeeeeecneeeeeesnneceeesnnees
System deSCriPtioN .......oeeeeeeeeeeeeeneeeeemeeseesesseseeseseenees
Bottle compartment ..
0281 014 <) TSP
PUMDP e
reverse side ..
Sample insertion module ... 1-13
SCIEM oo seneesenes 1-8

System stop
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AQC cover open! 7-2
Bottle compartment cover open! ... 7-2
Conductivity cal. error! .....ccomerceecnneccenreccennnns 7-2
Fatal error! ..., 7-2
Fill level alarm! 7-2
FLap OPEN! .ot eseeseseeeseonne 7-2
Flash memory full ........ccooneeevrvuneunnn. 7-2
Measurement chamber cover open! ................ 7-2
Noncorrectable error! .......ccnnecceonnencens 7-3
Out of operation! .......cccomreonmmeeeerneeenneees 7-2
PCMCIA memory full ..o 7-3
Pump cal. failed! . 7-3
Sample detection failed! .........cormrricrnenreennn. 7-3
System error! ..., 7-3
Temperature error! .......vmenenneenneeneennennne 7-3
Warm-up! e 7-1
Waste Container fulll ........cccoovveccrnerreeenn. 7-4
Waste Container SWitch! ........ccomcnecene. 7-4
SYSLEIM STOPS evernvirnrircricriecriecriecrisecrieeiseessesessesessseens 7-1
T
Temperature / humidity / stability .........ccccveeeeee. 2-3
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