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Canon No. 2J586-520EN*E

INSTALLATION QUALITY CHECK SHEET
FOR
AUTOMATED BIOCHEMICAL ANALYZER
MODEL TBA-120FR
(2J586-520EN*D)

CANON MEDICAL SYSTEMS CORPORATION

© CANON MEDICAL SYSTEMS CORPORATION 2017-2022
ALL RIGHTS RESERVED



No. 2J586-520EN*E

IMPORTANT!

No part of this manual may be copied or reprinted, in whole or in part,
without prior written permission.

The contents of this manual are subject to change without prior notice
and without legal obligation.

The contents of this manual are correct to the best of our knowledge.
Please inform us of any ambiguous or erroneous descriptions, missing
information, etc.




No. 2J586-520EN*E

REVISION RECORD

Rev.| pate | REASON PAGE SER. DoC.

: (YYYY-MM) /AUTHOR CHANGED No. PRODUCT.
INI. [ 2017-05 Mr. Sato| = - TM-WP07
*A 2018-01 |Change of company name Mr. Yamauchi TM-WPQ7
*B 2020-05 |Development of start package Ms. Muramatsu |P. 9 CM-WP7G
*C 2022-03 |Correction related to change P.7,9 10 CM-WP7G

of reagent Ms. Muramatsu




No. 2J586-520EN*E

Installation Quality Check Sheet

1ZQ U
Model name © TBA-120FR SerialNo.: _|HB 2! I
7 RO
Customer name : @éff/\ % 73 & RSN /l
Subsidiary

" Indicate the responsible subsidiary

Z2 7 A RA S
/%-2’0 %;\ﬂi/}]ﬂ /ﬁ FG( "\<'

Distributor name

Installation completion date (YYYY-MM-DD)

Installed by (Name) : (Signature)

Installation result . Pass/Fail _ xS
Checked by (Name) : :‘?.} ® S (Signature) ‘ﬁ) 7= B4
Approved by (Name) ! (Signature)

Approval date (YYYY-MM-DD)

[Comments on the installation quality check]




No. 2J586-520EN"E

* Column "Result": Enter v (OK) or fill in with measurements.

If some work has been done, indicate the type of work using the corresponding number shown below.

1. Replaced, 2. Repaired, 3. Adjusted, 4. Tightened, 5. Cleaned, 6. Lubricated, 7. Other work done

~ Result Check
No. Item (Method) Standards (Work) avathnd
Check the composition. All items must be supplied correctly. [ )( ) |Packinglist
2 | Check the external appearance. | There must be no scratches or damage | [ ]( ) |Packing list

on the exterior.

3 | Check the installation 2C586-519EN

conditions. _ Subsection
1) Water supply/drain Water supply : The water supply must [ 1) 23 ,
conditions, required capacity ' support the supply of Subsection
pressurized deionized 4.1
water.
Drainoutlet : The drain outlet must

be within 3 m from the
rear of the analyzer.

Drain capacity: 200 L/H or more

4 Checking during unpacking and

2C586-519EN
assembly

Subsections
1) Movable section elevator arm | The transportation bumper must have [ 1) 4.2104.10
section been removed.

2) Isothermal water bath light The window surface of the light path [ 1C)
path section section must be clean.
3) System levelness Bath water level
(Front side)
37.5 mm to 38.5 mm [ 1)
(Float-switch section) .
37.5 mm to 38.5 mm [ 1)
(Rear side)
37.5 mm to 38.5 mm [ 1( )
(Overflow section)
37.5 mm to 38.5 mm [ 10)

(Water level at float thch)-
(Water level at overflow)

Ommto 0.5 mm - [ 10)

4) Cuvette The cuvettes must have been washed [ 1)
and mounted.

5) lsothermal water filter The cartridge must be installed in the [ 1( )
filter.

6) Water supply/drain tubes There must be no water leakage at the | [ 10 )
joints.

7) Water leak There must be no water leakage atthe | [ ]( )
time of overflow of isothermal water.

8) Pump mechanical section There must be no interfering objects in | [ 1( )
the path of operation.

9) Printer paper Set printer paper in the printer, [ 1( )




* Column "Result": Enter v (OK) or fill in with measurements.

No. 2J586-520EN"E

If some work has been done, indicate the type of work using the corresponding number shown below.

1. Replaced, 2. Repaired, 3. Adjusted, 4. Tightened, 5. Cleaned, 6. Lubricated, 7. Other work done

No.

5

Result

Check
Item (Method) Standards (Work) ke
Power connection checks The system must be connected to a [ 1( )|2C586-519EN
power supply that meets the line voltage ' Subsection

specification.

For the procedures for electrical safety tesling, refer to 2Y549-903E.
Electrical safety testing must be carried out as required by national laws, local
regulations, etc. Electrical safety testing is carried out in a similar manner in
accordance with the contract with the customer.

U: based on national laws and local regulations
0O: based on contract with the customer
0O: N/A

Electrical safety testing

1) Leakage current

Ground line leakage current |3.5 mA orless (
(Measurement should be performed with
the grounding terminal of the power cable
disconnected from the ground.)
Enclosure leakage current 0.5 mA orless [
(Measurement should be performed
between the analyzer module and the
grounding terminal of the power cable,
with the grounding terminal connected.)

2) Grounding resistance Measurement should be performed
between the grounding terminal of the
analyzer module power cable and the
pump unit securing screw.)

<1> Pump unit securing screw| 0.2 O or less

] mA

] mA

2.2

Check the following items at

power ON.
1) Power cable Must be connected to a dedicated power ||
distribution board.
2) Turn ON the power switch. Operation of the reagent refrigerator and ||
refrigerator fan must start.
3) Turn ON the power control Power must be supplied to each section. ||
switch.

4) Positioning of the probes at | The sample probe and reagent probes 1 ||
the home positions and 2 must have been installed and they
must stop at their home positions.

5) Positioning of the stirrers at | Stirrers 1 and 2 must have been installed |

the home positions and they must stop at their home
positions.
6) Lower limit adjustment The lower limit of the sample probe must ||

be adjusted using the sample tube used

for HbA1c measurement.

7) HbA1c measurement HbA1c setting must be performed (type ||

of patient sample, sampling position).

8) Sample probe wash water in | The flow volume must be set within the [
the pool specified range.

2C586-519EN
Subsections
413 104.15




* Column "Result": Enter v (OK) or fill in with measurements.

No. 2J588-520EN*E

If some work has been done, indicate the type of work using the corresponding number shown below.
1. Replaced, 2. Repaired, 3. Adjusted, 4. Tightened, 5. Cleaned, 6. Lubricated, 7. Other work done

No.

item (Method)

Standards

Result
(Work)

Check
method

B

9) Bending or looseness of tubes
10) Activate the wash pump.

11) Air purge of the isothermal
water filter

The tubes must not be bent or loosened.

Deionized water must be supplied and
drained.

There must be no air in the filter and the
isothermal water must be circulating.

(10 )
(10 )

10 )

7 | Check the start-up operation. 2C586-519EN

1) Activate the start-up The selected operation must be [ ]( ) |Section’
instruction. performed.

2) Activate the start-up Cuvette wash operation [ 1)
instruction. :

3) Activate the start-up Isothermal water replacement operation | [ ] ( )
instruction, '

4) Activate the start-up Probe wash operation [ 1(C)
instruction. ‘

5) Activate the start-up No air bubbles should remain in the [ 1( )
instruction. tube.

6) Activate the start-up Deionized water must be supplied to [ 1)
instruction. each wash pool.

7) Activate the start-up Each probe must be washed with [ 10 )
instruction. deionized water.

8) Activate the start-up ISE wash operation [ 1C)
instruction.

9) Activate the start-up REF replacement operation [ 1C )
instruction.

8 | Check using water. This
document
2J586-520EN

Checking the kit for photometric | List No.892400 [ 1] No.8-1
assays List No.891601 [ ] [Nos8-2

9 | Check using serum. This
document

(For photometric tests)

Checking the kit for photometric
assays

List No.892400
List No.891601

,_.,,_,

2J586-520EN
No.9-1
No.9-2




" Column "Result": Enter v (OK) or fill in with measurements.

No. 2J586-520EN*E

If some work has been done, indicate the type of work using the corresponding number shown below.

1. Replaced, 2. Repaired, 3. Adjusted, 4. Tightened, 5. Cleaned, 6. Lubricated, 7. Other work done

No.

10

"

(For ISE tests)
1) Calibration

2) Reproducibility

Result Check
ltem (Method) Standards (Work) method
2J586-522EN
The factor ratio displayed on the TEST | [ )( )
STATUS/CONFIGURATION screen
should be more than 80%.
The reproducibility measurement
results (measurement ranges) should
satisfy the following standards: (Value)
Control serum for ISE Ea ggoi ' g g
(unit: mmolL) Cl 30 > ()
3) Likelihood ratio test With each JCTCM130 (L, M, H), the 1.24S B
bias and the 95% confidence limit of (L)
mean value (1.24S) should satisfy the Na
following standards. K
Standards c__
(M)
Na 1.52 K
K 0.12 > Cc_____
Cl 14> +15> (H)
Na__
K
c__
4) Likelihood ratio correction if the standards are not satisfied in the [[Factor/Base]
above likelihood ratio check, use the Na
[Factor] and [Base] as parameters for K~
correction. c-

Check of sample clot detection
function

A clogging error must be detected for
Glycerol-H solution.

A clogging error must not be detected
for Glycerol-L solution.

(

J(

2J586-522EN

Final safety check

Explanation concerning the safety
precautions described before the table
of contents in the operation manual is
given to the customer.

2B586-548EN




*

O Kit for photometric assays (list No. 892400)

No. 2J586-520EN"E

» Place a checkmark in the checkbox above if the checks are performed using this kit.

» Place a diagonal line in the result column on the next page if the checks are performed using this kit.

Column "Resuit":

Enter v (OK) or fill in with measurements.

If some work has been done, indicate the type of work using the coresponding number shown below.
1. Replaced, 2. Repaired, 3. Adjusted, 4. Tightened, 5. Cleaned, 6. Lubricated, 7. Other work done

Result Check
No. item (Method) Standards (Work) metisd
8-1| Checks using water 2J586-522EN
1) Activate the instruction for The BLK value must be within range [ 1()
operation check using water. |-1.0to +1.0.
2) Activate the instruction for Sample aspiration must be performed [ 1)
operation check using water. |during BLK measurement.
3) Activate the instruction for The sample probe must stop at the [ 10)
operation check using water. | center of the cup.
4) Activate the instruction for The sample probe, while moving [ 10)
operation check using water. |down, must not reach the bottom of
the cup.
5) Activate the instruction for The reagent probe must stop at the {10
operation check using water. |center of the reagent bottle.
6) Activate the instruction for The liquid surface sensor must [ 1()
operation check using water. | operate correctly while the reagent
probe is moving down.
7) Activate the instruction for The measured values must be printed [ 1()
operation check using water. |out on the printer.
9-1 | Checks using serum 2J586-522EN
(For photometric assays)
1) Activate the instruction for Sample aspiration must be performed [ 1)
operation check using serum. during testing.
2) Activate the instruction for The sample probe must stop at the [ 1)
operation check using serum. |center of the cup.
3) Activate the instruction for The sample probe, while moving [ 1)
operation check using serum. down, must not reach the bottom of
the cup.
14) Activate the instruction for The reagent probe must stop at the [ 1( )
operation check using serum. |center of the reagent bottle.
5) Activate the instruction for The liquid surface sensor must [ 1)
operation check using serum. |operate correctly while the reagent
probe is moving down.
8) Activate the instruction for The measured values must be printed | [ ] { )
operation check using serum. |out on the printer.
7) Activate the instruction for The standards must be satisfied (for [ 1)
operation check using serum. |the three assays at the same time).
The standards are all CV% values.
Assay No. of data (Control serum)| (Value)
TP ' 20 TP <0.56 A
AST 20 AST <0.49 N
LD 20 LD <045 A




O Kit for photometric assays (list No. 891601)

* Place a checkmark in the checkbox above if the checks are performed using this kit.

* Place a diagonal line in the result column on the

this kit.
* Column "Result":

Enter v (OK) or fill in with measurements.

No. 2J586-520EN*E

previous page if the checks are performed using

If some work has been done, indicate the type of work using the corresponding number shown below.
1. Replaced, 2. Repaired, 3. Adjusted, 4. Tightened, 5. Cleaned, 6. Lubricated, 7. Other work done

No. Item (Method) Standards m:xz; ﬁgﬁ::d
8-2 | Checks using water 2J586-522EN
1) Activate the instruction for The BLK value must be within range [\/] (0#1
operation check using water. |-1.0to +1.0.
2) Activate the instruction for Sample aspiration must be performed (V] (c'(ﬁ)
operation check using water. during BLK measurement.
3) Activate the instruction for The sample probe must stop at the [ ‘/] (o,Q
operation check using water. | center of the cup.
4) Activate the instruction for The sample probe, while moving Y °b
operation check using water. down, must not reach the bottom of
the cup.
S) Activate the instruction for The reagent probe must stop at the [\/] ( «{4_
operation check using water. | center of the reagent bottle.
6) Activate the instruction for The liquid surface sensor must [ \/] (’a{‘}
operation check using water. | operate correctly while the reagent
probe is moving down.
7) Activate the instruction for The measured values must be printed [\/] (0(4—
operation check using water. |out on the printer.
9-2 | Checks using serum 2J586-522EN

(For photometric assays)
1) Activate the instruction for

2) Activate the instruction for

3) Activate the instruction for

4) Activate the instruction for

5) Activate the instruction for

6) Activate the instruction for

7) Activate the instruction for

Assay No. of data
TP 20
GOT 20
LDH 20

operation check using serum.
operation check using serum.

operation check using serum.

operation check using serum.

operation check using serum.

operation check using serum.

operation check using serum.

Sample aspiration must be performed
during testing.

The sample probe must stop at the
center of the cup.

The sample probe, while moving
down, must not reach the bottom of
the cup.

The reagent probe must stop at the
center of the reagent bottle.

The liquid surface sensor must
operate correctly while the reagent
probe is moving down.

The measured values must be printed
out on the printer.

The standards must be satisfied (for
the three assays at the same time).
The standards are all CV% values.

(Control serum)

TP <0.61
GOT  <0.69
LDH <055

10



TP GOT LDH

5.52 120 262
5.57 121 263
5.53 119 261
5.55 121 262
5.55 119 262
5.58 119 262
5.56 121 261
5.57 120 263
5.58 120 261
5.61 120 265
5.55 120 261
5.58 120 260
5.54 118 261
5.57 120 260
5.58 118 261
5.59 120 262
5.57 120 261
5.55 119 260
5.56 120 261
5.59 118 260
Mean 5.565 1198 26145
SD 0.02188487 0.69585237 1.23437604
Y 039%  058%  047%

Criteria 0.61% 0.69% 0.55%
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