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CRP 1l CAL FAILED MON FLAG

Date of the failure CAL: 01-01-2024
Equipment : BS800

The 3 and 4t Points of the CAL do not
correspond with the normal response
indicating that the problem is in the dilution
process of the analyzer.
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Information send from customer:

-Only picture from the flag

Information asked from IVD :

- Values and the curve from the CAL, CAL
configuration, lot number of the CAL, Last
CAL of the item.

| 3042 481273

4990 839029
4341 219777

3691 930528

2393 012021
1743, 532769
1094.073518
213604266 g

204 863986

PCR cAaLn

PCR cAL N 34.4

PCR CAL Il 921
PCR CAL NI 164.0
PCR CAL Il 295.0

ot Wy i
CRP... ‘ Ca“b}rudur il it 12[18/2023 02:67:51 PM 318.8616 8554.2770
i i =
CRP... \ ‘Calibradﬂ“"‘ it “12/1 3/2023 09:06:30 PM 284.5586 10436.4186
e gl SEHENEA KRR Ll e e 73
CRP... l ; 12/05/2023 05:59:21 AM 382.9726 97659.7542
m— b et - -

:::::




IThe issues description

CRP 1l CAL FAILED MON FLAG

The configuration of the Dilution is correct,
and the configuration of the parameter is also
correct.

Volume and positions are correct
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The troubleshooting process

I CRP Il CAL FAILED MON FLAG

After getting accurate information from the customer,
we proceed to analyze the problem, The calibrator
used is Specific proteins CAL

e Perform cleaning and
. We check stability and dates of the reagents and mantainance of probes and

consumibles. DW wasnt changed in long time mixers. (there is a posibility

that the probe is dirty or DW
contaminated)

Checking the conditions of the analyzer and
environment, values, storage, reconstitution etc.

Configuration of the parameter and dilute calibrator
settings is good

No specific action or problem was found, we decide
to perform a Cal after specific actions : Considering
the CAL point failed in the dilutions process
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Me-r m Fechhora calib |1 2/26/2023 08335 .

Comments

Comparing abnormal curve calibration(down)

vs new one Normal (up)

Because the calibration the first points had a low
response, the dilution process was affecting the
results, in this case the sample probe probably
was clogged. After doing the maintainance we

rerun calibration and CRP was calibrated.
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FRl| The verification process

CRP 1l CAL FAILED MON FLAG

The problem was that the sample probe

probably was dirty.

Actions:
oo 77 e ‘ | ‘ 1) Cleaning and mantainance of probes
ey il } and mixers
e 2) Dw change
: . Recomendation:
i e ) (o) (i) (i) Cleaning and mantainance should be a

priority action even if the customer said

that it was done
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