Ortho Clinical Diagnostics

403, Leela Business Park, Andheri Kurla Road,
Andheri East, Mumbai - <00059

T:+491 226787 9300

F: +91226787 9333

Calibration Certificate

The below mentioned instrument has been calibrated and tests performed to check the system

performance.

Instrument : VITROS V5600

Seriai No : 5600 0703

Customer Name : Central Clinical Laboratory Pravara Rura! Hospital-Loni
Calibration performed on :29/11/2021

The system’s calibration includes optics calibration and checking the reproducibility performance
of the instrument as per the guidelines provided by the manufacturer.

Next Calibration will be performed in MAY 2022.

F.  Ortho Clinical Diagnostics India Pvt Ltd.

=

Mitesh Shah Date: 29/11/2021
Sr.Zonal Service Manager-Ortho Care

Pune
Ortho Clinical Diagnostics India Private Limited

Registered Office: 403, Leela Business Park, Andheri Kurla Road, Andheri East, Mumbai - 400059 | T: +91 226787 9300 | F. +91 226787 9333 | CIN: US1397MH2015FTC262650



Ortho Clinical Diagnostics

403, Leela Business Park, Andheri Kurla Road,
Andheri East, Mumbai — 400059

T:+91 226787 9300

F: +91 226787 9333

Calibration Certificate

The below mentioned instrument has been calibrated and tests performed to check the system

performance.

Instrument : VITROS V5600

Serial No : 5600 1041

Customer Name : Central Clinical Laboratory Pravara Rural Hospital-Loni
Calibration performed on :26/11/2021

The system’s calibration includes optics calibration and checking the reproducibility performance
of the instrument as per the guidelines provided by the manufacturer.

Next Calibration will be performed in MAY 2022.

For Ortho Clinical Diagnostics India Pvt Ltd.

i

Mitesh Shah Date: 26/11/2021
Sr.Zonal Service Manager-Ortho Care

Pune
Ortho Clinical Diagnostics India Private Limited

Registered Office: 403, Leela Business Park, Andheri Kurla Road, Andheri East, Mumbai - 400059 | T:+91 22 6787 9300 | F: +91 226787 9333 | CIN: US1397MH2015FTC262650



Ortho Clinical Diagnostics
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Revision-02
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,, CALIBRATION REPORT SYSTEM NAME: 5600703
o ASSAY: GLU CAL DATE/TIME: 17/12/2021 10:24:20
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 00098952
Status: Passed
OP ID:
SITE TEMP: 28.4C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.267241 mg/dL
SLOPE: 97.6219 1 1 33 0.270005
CURVATURE/SLOPE2: 0.424132 2 2 293 1.12527
3 3 565 1.57205
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:21:39



, CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: CREA CAL DATE/TIME: 30/11/2021 14:19:18
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 15319728
Status: Passed
OP 1ID:
SITE TEMP: 26.8C SUPPLY HUMIDITY: 16
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.0343734 mg/dL
SLOPE: 112.430 1 1 0.6 0.003698
CURVATURE/SLOPE2: 0.000000000000 2 2 1.5 0.009392
SUB DEP DENS: 0.425994 3 3 13.2 0.065449

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:23:20



- CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: ALTV CAL DATE/TIME: 30/3/2022 17:07:23
FLUID: Serum KIT LOT: 0320 REAGENT GEN/LOT: 56064173
Status: Passed
OP ID:

SITE TEMP: 27.7C SUPPLY HUMIDITY: 9

PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.324064 U/L

SLOPE: 99.9461 1 1 9 0.011655
CURVATURE/SLOPE2: -0.0798065 2 2 216 0.139018
SUBS DEPL DENS: 0.508329 3 3 761 0.416151

DELTA DENSITY: NA
1ST POINT REF: 3.17388

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:24:37



; CALIBRATION REPORT

SYSTEM NAME: 5600703

ASSAY: AST

CAL DATE/TIME: 9/3/2022 11:11:58

FLUID: Serum 0320 REAGENT GEN/LOT: 73285153
Status: Passed
OP ID:
SITE TEMP: 28.7C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 1.54187 U/L
SLOPE: 96.7002 1 1 15 0.005061
CURVATURE/SLOPE2: 2.09016 2 2 208 0.072773
SUBS DEPL DENS: 0.489897 3 3 690 0.217001
DELTA DENSITY: NA
1ST POINT REF: 7.03519
End of Report PAGE 1 PRINT DATE/TIME: 5/4/2022 11:12:27



. CALIBRATION REPORT

SYSTEM NAME: 5600703

ASSAY: TBIL CAL DATE/TIME: 10/1/2022 12:34:57
FLUID: Serum KIT LOT: 0460 REAGENT GEN/LOT: 14483001
Status: Passed
OP ID: -
SITE TEMP: 29.9C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -3.43022 . mg/dL
SLOPE: 30.3032 1 1 1.1 0.190473 0.199040
CURVATURE/SLOPE2: 6.71292 2 3 9.8 0.408122 0.328641
3 2 17.6 0.516902 0.418307
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:23:36



;éALIBRATION REPORT

SYSTEM NAME:

5600703

- L ASSAY: Bu
FLUID: Serum
Status: Passed
OP ID:
SITE TEMP: 28.4C

KIT LOT: 0460

CAL DATE/TIME:
REAGENT GEN/LOT: 02079935

SUPPLY HUMIDITY: 35

20/10/2021 11:47:15

PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: 2.41299 mg/dL
SLOPE: 237.587 1 1 0.6 0.136440 0.162043
CURVATURE/SLOPE2: -186.980 2 2 6.8 0.654255 0.581417
3 3 9.7 0.482628 0.322557
4 4 21.7 0.808774 0.545860
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:35:01



S e

_ZALIBRATION REPORT

SYSTEM NAME:

5600703

.

ASSAY: Bc CAL DATE/TIME: 20/10/2021 11:47:15
FLUID: Serum KIT LOT: 0460 REAGENT GEN/LOT: 02079935
Status: Passed
OP ID:
SITE TEMP: 28.4C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -3.78743 mg/dL
SLOPE: -133.900 1 1 0.1 0.136440 0.162043
CURVATURE/SLOPE2: 254.194 2 3 1.0 0.482628 0.322557
3 4 8.0 0.808774 0.545860
4 2 20.1 0.654255 0.581417
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:34:40



CALIBRATION REPORT

SYSTEM NAME: 5600703

ASSAY: ALKP CAL DATE/TIME{ 21/2/2022 15:54:28
FLUID: Serum KIT LOT: 0320 REAGENT GEN/LOT: 65242735
Status: Passed
OP ID:
SITE TEMP: 28.2C SUPPLY HUMIDITY: 11
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 6.29555 U/L
SLOPE: 96.6893 1 1 21 0.000478
CURVATURE/SLOPE2: -0.170077 2. 2 128 0.004588
SUBS DEPL DENS: 0.263819 3 3 1298 0.042905
DELTA DENSITY: NA
1ST POINT REF: 8.87934
End of Report PAGE 1 PRINT DATE/TIME: 29/4/2022 10:24:22



CALIBRATION REPORT SYSTEM NAME: 5600703
ASSAY: TRIG CAL DATE/TIME: 14/12/2021 10:24:10
FLUID: Serum KIT LOT: 0230 REAGENT GEN/LOT: 07049833

Status: Passed
OP ID:
SITE TEMP: 27.2C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -2.56962 mg/dL
SLOPE: 90.1671 1 1 27 0.292350
CURVATURE/SLOPE2: 2.14201 2 3 200 0.892900
3 2 463 1.58789
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:32:16



'CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: CHOL CAL DATE/TIME: 24/1/2022 12:31:37
FLUID: Serum KIT LOT: 0230 REAGENT GEN/LOT: 08459641
Status: Passed .
OP ID:
SITE TEMP: 26.1C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 3.07877 mg/dL
SLOPE: 96.9900 1 1 45 0.494310
CURVATURE/SLOPE2: 0.129873 2 2 184 0.900709
3 3 410 1.29231

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:31:16



"CALIBRATION REPORT SYSTEM NAME: 5600703
ASSAY: Mg CAL DATE/TIME: 1/4/2022 15:09:50
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 32068342

Status: Passed
OP ID:
SITE TEMP: 28.1C SUPPLY HUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.382835 mg/dL
SLOPE: 108.008 1 1 0.8 0.969862
CURVATURE/SLOPE2: 99.0107 2 2 3.8 1.35466
3 3 9.6 1.95383
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:29:11



" CALIBRATION REPORT SYSTEM NAME: 5600703

o ASSAY: dHDL CAL DATE/TIME: 5/1/2022 12:34:55
FLUID: Serum KIT LOT: 2540 REAGENT GEN/LOT: 11322283
Status: Passed
OP ID:
SITE TEMP: 27.1C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.511405 mg/dL
SLOPE: 100.498 1 1 7 0.337742
CURVATURE/SLOPE2: 3.33635 2 2 34 0.591347
3 3 108 0.836992

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:33:



* © CALIBRATION

REPORT SYSTEM NAME: 5600703
ASSAY: URIC CAL DATE/TIME: 30/11/2021 14:20:25
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 05489467
Status: Passed
OP ID:
SITE TEMP: 26.6C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.0466648 - mg/dL
SLOPE: 103.999 1 1 0.9 0.227342
CURVATURE/SLOPE2: 10.2910 2 2 5.8 0.697498
3 3 16.6 1.36498
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:27:59



" CALIBRATION REPORT SYSTEM NAME: 5600703
ASSAY: PHOS CAL DATE/TIME: 9/12/2021 10:43:57
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 12483461

Status: Passed
OP ID:
SITE TEMP: 28.3C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.597449 mg/dL
SLOPE: 88.2428 1 1 1.2 0.212526
CURVATURE/SLOPE2: 226.099 2 2 5.6 0.466079
3 3 12.9 0.672439
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:30:40



"' * CALIBRATION REPORT

SYSTEM NAME:

5600703

ASSAY: UREA CAL DATE/TIME: 30/11/2021 14:19:47
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 01318070
’ Status: Passed
OP ID:
SITE TEMP: 26.7C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.113747 mg/dL (A)
SLOPE: 100.413 1 1 8 0.151459
CURVATURE/SLOPE2: 5.92787 2 2 105 0.950080
3 3 236 1.74326
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:22:14



"*+ CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: AMYL CAL DATE/TIME: 7/10/2021 10:51:00
FLUID: Serum KIT LOT: 0320 REAGENT GEN/LOT: 60169168
: Status: Passed
OP ID:
SITE TEMP: 28.5C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 9.29706 U/L
SLOPE: 106.919 1 1 51 0.009868
CURVATURE/SLOPE2: 2.79488 2 2 392 0.047469
SUB DEP DENS: 1.18899 3 3 997 0.094086

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:25:44



"< CALIBRATION REPORT

SYSTEM NAME:

5600703

ASSAY: Ca ) CAL DATE/TIME: 30/11/2021°14:21:03
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 03039170
Status: Passed
OP ID:
SITE TEMP: 26.5C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.00562739 mg/dL
SLOPE: 89.1140 1 3 1.7 0.698419
CURVATURE/SLOPE2: 0.000000000000 2 2 9.0 1.15114
3 1 13.9 1.38325
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:28:35



SYSTEM NAME:

5601041

CALIBRATION REPORT
ASSAY: GLU CAL DATE/TIME: 17/12/2021 10:33:26
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 00098952
Statusg: Passed
OP ID:
SITE TEMP: 29.7C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 1.63615 mg/dL
SLOPE: 96.2517 1 1 33 0.266175
CURVATURE/SLOPE2: 0.584552 2 2 293 1.12835
3 3 565 1.57345
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:10:25



CALIBRATION REPORT SYSTEM NAME: 5601041

ASSAY: CREA CAL DATE/TIME: 30/11/2021 14:31:11
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 15319728
Status: Passed
OP ID:
SITE TEMP: 27.6C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.0541661 mg/dL
SLOPE: 111.969 1 1 0.6 0.003826
CURVATURE/SLOPE2: 0.000000000000 2 2 1.5 0.009536
SUB DEP DENS: 0.430258 3 3 13.2 0.065823

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:14:01



CALIBRATION REPORT SYSTEM NAME: 5601041

ASSAY: ALTV CAL DATE/TIME: 27/11/2021 17:35:12
R FLUID: Serum KIT LOT: 0320 REAGENT GEN/LOT: 56060225
Status: Passed
OP ID:
SITE TEMP: 26.8C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.180227 U/L
SLOPE: 100.658 1 1 9 0.011726
CURVATURE/SLOPE2: 0.252039 2 2 216 0.137514
SUBS DEPL DENS: 0.505881 3 3 761 0.404376

DELTA DENSITY: NA
1ST POINT REF: 3.15859

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:15:50



4CALIBRATION REPORT SYSTEM NAME: 5601041
ASSAY: AST CAL DATE/TIME: 9/3/2022 11:47:24
. FLUID: Serum KIT LOT: 0320 REAGENT GEN/LOT: 73285153
Status: Passed
OP ID:
SITE TEMP: 29.1C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 1.44557 U/L
SLOPE: 98.6854 1 1 15 0.005001
CURVATURE/SLOPE2: 0.983398 2 2 208 0.072998
SUBS DEPL DENS: 0.489488 3 3 690 0.226543
DELTA DENSITY: NA
1ST POINT REF: 7.03013
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:14:34



5601041

R CALIBRATION REPORT SYSTEM NAME:
ASSAY: TBIL CAL DATE/TIME: 10/1/2022 12:54:51
FLUID: Serum KIT LOT: 0460 REAGENT GEN/LOT: 14483001
Status: Passed
OP 1ID:
SITE TEMP: 30.3C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -3.55472 mg/dL
SLOPE: 31.8012 1 1 1.1 0.189014 0.197460
CURVATURE/SLOPE2: 3.80023 2 3 9.8 0.408233 0.329984
3 2 17.6 0.520751 0.424288
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:14:17



CALIBRATION REPORT SYSTEM NAME: 5601041
ASSAY: Bu CAL DATE/TIME: 20/10/2021 11:56:17
FLUID: Serum KIT LOT: 0460 REAGENT GEN/LOT: 02079935

Status: Passed
OP ID:
SITE TEMP: 28.5C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: 2.86560 mg/dL
SLOPE: 249.097 1 1 0.6 0.130505 0.164592
CURVATURE/SLOPE2: -207.053 2 2 6.8 0.641979 0.556780
3 3 9.7 0.476381 0.314441
4 4 21.7 0.789259 0.520370
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:21:30



~ CALIBRATION REPORT

SYSTEM NAME: 5601041

ASSAY: Bc
FLUID: Serum
Status: Passed
OP ID:

SITE TEMP: 28.5C

KIT LOT: 0460

CAL DATE/TIME: 20/10/2021 11:56:17
REAGENT GEN/LOT: 02079935

SUPPLY HUMIDITY: 34

PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -4.57232 mg/dL
SLOPE: -135.721 1 1 0.1 0.130505 0.164592
CURVATURE/SLOPE2: 275.017 2 3 1.0 0.476381 0.314441
3 4 8.0 0.789259 0.520370
4 2 20.1 0.641979 0.556780
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:21:57



CALIBRATION REPORT

SYSTEM NAME: 5601041

ASSAY: ALKP CAL DATE/TIME: 21/2/2022 16:04:11
FLUID: Serum 0320 REAGENT GEN/LOT: 65242735
Status: Passed
OP 1ID:
SITE TEMP: 28.9C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 5.71241 U/L
SLOPE: 97.6871 1 1 21 0.000493
CURVATURE/SLOPE2: 0.310304 2 2 128 0.004533
SUBS DEPL DENS: 0.251355 3 3 1298 0.040835
DELTA DENSITY: NA
18T POINT REF: 8.60456
End of Report PAGE 1 PRINT DATE/TIME: 29/4/2022 10:31:37



} CALIBRATION REPORT

SYSTEM NAME: 5601041

ASSAY: TRIG

CAL DATE/TIME: 15/12/2021 09:53:55

FLUID: Serum 0230 REAGENT GEN/LOT: 07049833
Status: Passed
OP ID:
SITE TEMP: 28.3C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -23.8010 mg/dL
SLOPE: 109.158 1 1 27 0.361645
CURVATURE/SLOPE2: -1.55834 2 3 200 0.886041
3 2 463 1.62546
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:20:19



5601041

CALIBRATION REPORT SYSTEM NAME:
s
ASSAY:- CHOL CAL DATE/TIME: 24/1/2022 12:41:31
FLUID: Serum KIT LOT: 0230 REAGENT GEN/LOT: 08459641
Status: Passed
- . OP ID:
SITE TEMP: 27.3C SUPPLY HUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 5.02189 mg/dL
SLOPE: 93.7497 1 1 45 0.490888
CURVATURE/SLOPE2: 0.812442 2 2 184 0.904349
3 3 410 1.29182
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:20:06



CALIBRATION REPORT SYSTEM NAME: 5601041

-

ASSAY: Mg CAL DATE/TIME: 16/9/2021 11:21:29
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 32068342
Status: Passed
: B OP ID:
SITE TEMP: 28.8C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.361532 mg/dL

SLOPE: 101.621 1 1 0.8 0.976550
CURVATURE/SLOPE2: 103.589 2 2 3.8 1.38205
3 3 9.6 1.99126

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:19:



CALIBRATION REPORT

SYSTEM NAME:

5601041

CAL DATE/TIME: 5/1/2022 12:42:27

ASSAY: dHDL
FLUID: Serum KIT LOT: 2540 REAGENT GEN/LOT: 11322283
Status: Passed
B OP ID: )
SITE TEMP: 28.2C SUPPLY HUMIDITY: 31
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.244157 mg/dL
SLOPE: 93.8445 1 1 7 0.342356
CURVATURE/SLOPE2: 9.57231 2 2 34 0.598629
3 3 108 0.836760
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:20:43



_ CALIBRATION REPORT SYSTEM NAME: 5601041

ASSAY: URIC CAL DATE/TIME: 27/11/2021 16:02:07
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 05489467
Status: Passed
OP ID:
SITE TEMP: 27.3C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.00268656 mg/dL
SLOPE: 102.623 1 1 0.9 0.236541
CURVATURE/SLOPE2: 8.31990 2 2 5.8 0.707108
3 3 16.6 1.38348

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:18:



CALIBRATION REPORT

SYSTEM NAME:

5601041

CAL DATE/TIME:

9/12/2021 10:53:30

ASSAY: PHOS
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 12483461
Status: Passed
_ OP ID:
SITE TEMP: 29.0C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.546283 mg/dL
SLOPE: 86.2334 1 1 1.2 0.217389
CURVATURE/SLOPE2: 213.892 2 2 5.6 0.473451
3 3 12.9 0.680923
PAGE 1 PRINT DATE/TIME: 4/4/2022 11:19:40

End of Report



CALIBRATION REPORT SYSTEM NAME: 5601041
ASSAY: UREA CAL DATE/TIME: 30/11/2021 14:31:37
. FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 01318070
Status: Passed
OP ID:
SITE TEMP: 27.6C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.209745 mg/dL (A)
SLOPE: 99.6223 1 1 8 0.149922
CURVATURE/SLOPE2: 7.26464 2 2 105 0.949782
3 3 236 1.73500
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:13:12



:CALIBRATION REPORT SYSTEM NAME: 5601041

ASSAY: AMYL CAL DATE/TIME: 7/10/2021 10:58:30
a FLUID: Serum KIT LOT: 0320 REAGENT GEN/LOT: 60169168
Status: Passed
OP ID:
SITE TEMP: 28.5C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 11.1882 U/L
SLOPE: 112.761 1 1 51 0.009416
CURVATURE/SLOPE2: 2.95956 2 2 392 0.045173

SUB DEP DENS: 1.18001 3 3 997 0.091037

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:17:



 CALIBRATION REPORT

SYSTEM NAME: 5601041

CAL DATE/TIME: 30/11/2021 14:32:53

ASSAY: Ca
g FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 03039170
va Status: Passed
OP ID:
SITE TEMP: 27.5C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.0384845 mg/dL
SLOPE: 95.6149 1 3 1.7 0.683448
CURVATURE/SLOPE2: 0.000000000000 2 2 9.0 1.12001
3 1 13.9 1.33930
PAGE 1 PRINT DATE/TIME: 4/4/2022 11:18:35

End of Report
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Ortho Clinical Diagnostics

I. APPROVAL OF THE IQ PROCEDURE:
Both Central Clinical Laboratory Pravara Rural Hospital and Ortho Clinical Diagnostics

are responsible for installation of VITROS® 5600 Immunodiagnostic System bearing Sr. No
J5600-0703 in Central Clinical Laboratory, Pravara Rural Hospital as per the attached

protocol.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name . Mitesh Shah Signature:

e LB e e T A TR e T et S e TR T e

" Designation .7 Sr. Zonal Manager " Date: 23/0612018
Company : Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name TS KON Hod ean Senar
Designation : Aﬁg@’ m pg . Az - Date: Q%—QQQ J ‘Z,Q))% .
Department : %’PBO}UQW') S‘W

Name RV %{HM e 9.R Signature :° 4
Designation D Se, L%Q_: TQ—Q/Q’V Date : 015\ \‘?/O

‘Department % 7 C};em ) %\f

Customer Authorizations:

Name R v YA P ']Q%PQ‘ [

D§§ignati0n: poo @ - F‘F%Cﬁ 19~Q9+ -of %{?}Q&)@f()i5"€f‘f ,

Signature SN Ty b

Date : "I&%Q@‘&Ql%’

PROFEESOP & HEAD
DEPARTMENT OF BIOCHEMISTRY
RURAL MEDICAL COLLEGE .
LOML413736 0.5 JINDIA Page 3 of 17
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Ortho Clinical Diagnostics

II. INSTRUCTIONS:

1. This document is to be completed at the time the system is installed to its location and set
up for operation.

2. An authorized Ortho Clinical Diagnostics representative will check the system and enter
the specific data as outlined in the appropriate Installation Qualification.

ks ~ LR

Sorpimpisyees of Central Chitneai Lavotain,; Tiavara Rucal Hospial wilk verify cach resun
and sign in the each page. The member of the validation team will carry out this
procedure.

4. ALL deviations from normal specification during installation will be noted under
COMMENTS. All resolution to such problems will also be noted in the COMMENTS
section. Additional space is provided at the end of this protocol for the same.

Page 4 0of 17




IIL.

Ortho Clinical Diagnostics

SCOPE

This Installation Qualification protocol will be performed on the VITROS® 5600
Immunodiagnostic System, and the Sr. No. -562QE322 Jocated at

This protocol will define the documentation that will be used to evaluate the instrument’s
installation in accordance with the manufacturer’s specifications and intended use. Successful
completion of this protocol will verify that the instrument identified has been installed in
accordance with the intended usage.

Installation checks will also be performed to verify that the Instrument has been installed with
proper connections and utilities.

Trained, knowledgeable personnel will perform Installation Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated and the appropriate course of action
determined. All documents will be initialed and dated.
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IV.

a.

b.

Ortho Clinical Diagnostics

ANCILLARY INFORMATION

Certification of Purchase Order Compliance

I certify to the best of my knowledge, the instrument VITROS® 5600 Immunodiagnostic System

and Sr. No. 56000 F02

Verified By: Miteshc’ Shah Date:

installed on 2o (06 [=0]g.

268/<6 201

Utilities
Sr. - Verified by
No Utility & date
Environmental condition: / Mitesh ¢ shaly
1. | As per requirement (To be free from Dust, Electrical & | Yes/No 2 olb6]200g
magnetic Interferences and free from vibration) - K
, | Adequate space for installation: Y\esﬁ\lo Mitesh t.shah
" | (Length 110 inches x Width 35 inches x Height 84 inches) 20[06o(®
Electrical Outlets: mitesh e shal,
Actual Voltage on site [200 Vac — 240 Vac] -
3 Electrical Input: Yes/No | 2oloeizoig
" | Voltage supplied through ON LINE UPS (232Vac @ 50Hz
frequency, Earthing <2.0Vac)
Capacities: - L
resgh €. shak
4 e 90 samples (80 Routine positions & 10 STAT positions \?gj No o )
' are available) 20l06 /2012
e 150 Reagent Positions are available.
Temperature: ‘ Mitedn e Sherk
5. 115°Cto30°C Y‘éNo a2o/o&l2cip
15% to 75% relative humidity
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Ortho Clinical Diagnostics

The instrument has been verified for the following:

Sr. . . Verified by
No. Verification & date
1. | Equipment is identified chNo ooloslzolg
2. | Manufacturer’s specifications are included Yg/ﬂNo 20|06 )201g
. . \/
3. | Accessories / Consumables are listed Yes /No 20| 06/2019
. /
4. | Equipment manual from the manufacturer is documented Yes / No 2006 |01Q
5. | Manufacturer’s Certificate of compliance attached Yes / No 20f06lzolg

Page 7 of 17
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A. Equipment Description

Ortho Clinical Diagnostics

- INSTALLATION QUALIFICATION:

The VITROS® 5600 Integrated System is a Random access, walk away system intended for use in the in
vitro quantitative, semi-quantitative, and qualitative measurement of a variety of analytes of clinical
interest, using VITROS Chemistry Products MicroSlides, VITROS Chemistry Products MicroTip reagents
and VITROS Immunodiagnostic Products Reagents.

240Vac

Instrument Identification Verified by Date
Equipment Name Automated Integrated System | Mitesh €. Shal | 20 [o6l20lg
Model VITROS® 5600 miresh ¢, Shab| 2e]cél2oig
Manufacturer grstho Clinical Diagnostics, Inc., oresh € shal, | 20l061201Q
Marketed by gzﬁitglinical Diagnostics India rireth € Shab| ac(c6laoig
Serial Number 5600 0Z0D mitesh ¢.Shah| 20l06 [208
Lab Id No. 1 mateth ¢ Sy | ao|eoe =0l
Software Name QNX Mikedy, ¢. Shaly | 20leel201€
Software Version : V. 3.3.1 m?*es\o C.Shah| aeloe lzejR
Adequate for installation:

Size (in inches) g:‘e):.ngth 170 x Width 83 x Height |mjtech ¢. Shabh | 2.0/06 |20
Power 1600W@ S0Hz of 220Vac — oikesh ¢ Shah | 2cloehelg

Page 8 of 17
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B.

C.

Ortho Clinical Diagnostics

Accessories/Consumables

The following accessories were supplied with the instrument. Check (\) ‘verified by’ in case they

are found to be in order.

Description Quantity Verified Date
User Training Manﬁal 1 v 20/ 06|20
Application Software-Revelation I " 20lo€l2og
Universal Sample Tray 9 N scleg|zolR
Backup DVD R/w 3 (e 20l06lh01R
Printer Cable I v 20l06l2018
Printer Software 1 (e oo |vej20®
Power Cords 3 N 20[06]2018
Printer 1 v 20|b6]2018
Air filter 1 et so[oel=zo18
Waste can 5L | 1 v as]oé 209

List of Manuals :

Ortho Clinical Diagnostics has supplied following manual.

Page 9 of 17




Ortho Clinical Diagnostics
D. Maintenance :

The instrument listed within this document will be placed under the control of the purchasing
institution with respect to proper maintenance procedures as detailed in the Training and Reference

Guide. The maintenance procedures will be filed separately.

A trained analyst using the manuals provided with the instrumentation can perform simple
maintenance. Upon expiration of the warranty period Johnson and Johnson Ltd offers several levels
of Maintenance Agreements and Performance Testing services to assist you in maintaining
GLP/GMP compliance. Contacting your local representative and requesting the additional Service

Agreement can supply additional information.

Page 10 of 17




Ortho Clinical Diagnostics

VI. INSTALLATION PROCEDURE
| (The following steps Performed at the time of original installation at the initial location)

1. Locating & unpacking the instrument.
2. Reaffix/verify the circuits boards & CPU
3. Nominal Line voltage frequency selection of transformer.
4. Load Supply & Power ON the system.
5. System Configuration.
6. Systems Tests & Adjustments. ,
7. Subsystems Performance Verification & calibration
8. Setting and installing printer.

The Above mentioned steps has completed successfully by trained field Engineer as described below.

VI.1 Locating & unpacking the VITROS® 5600 instrument:

(\ServicePublications\5600\5600Service\J32845 Unpack-Install_Intact\J32845.pdf)

e Check the Tip & Tell Label.
e Verify the serial no / J number of the system match those indented for delivery.

o Place the pallet in a position with a minimum of 7 m (24 ft.) of clearance in front of the end with the
LABELS

e Remove the STRAPPING and the RAMPS from the pallet..
e Assemble the 2 piece RAMP and hok the RAMPS to the end of the pallet
e Move the system down the ramps. Do the same for the second half of the system.
¢ Place the instrument in the lab leveled floor.
¢ Join the two halves of the system as per manufacturer’s instructions.
e Remove the packing material from
e VERSATIP supply carousel

e Under side of sample supply cover

Page 11 of 17
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Ortho Clinical Diagnostics
e SR metering Nozzle
e Well Wash Nozzles
e Beneath SR Pumps
e Luminometer & Micro ImmunoAssay VERSATIP ring
e Supply 4 load doors & Reagent Well shuttle
e SR carousel
e Remove the wire Tie, tape & Foam from UIA REAGENT METERING ARM.
e Remove the moisture separators behind the compressor installed on it bracket.

e Remove the Foam supporting from the compressor.

)
V1.2 Reaffix/verify the circuits boards & CPU:

(\ServicePublications\5600\5600Service\J 32845 Unpack-Install Intact\J32845.pdf)

Open the right side front door and open the card rack metal cover.

Remove the RC labeled DSP boards and reaffix it back.

Open the right side rear panel and open the card rack metal cover.

Remove the UC labeled DSP boards and reaffix it back.

Open the Middle front door and open the CPU top cover & verify the boards.

V1.3 Nominal Line voltage / frequency selection of transformer:

(\ServicePublications\5600\5600Service\J32845 Unpack-Install_Intact\J32845.pdf)

)

Connect the Primary T2_H6 on Label no H6 for 0Vac.

Connect the Primary T2 H# on label no H2 for 230Vac.

Connect the Secondary T2 X1 on label no X1 for 230Vac.
Connect the Secondary T2_X# on label no X2 for 200Vac.
Connect the Secondary T2 X3 & T2 X3 on label no X3 for OVac.

V1.4 Load Supply & Power ON the system:

(\ServicePublications\5600\5600Service\J32845 Unpack-Install Intact\J32845.pdf)
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Ortho Clinical Diagnostics

o VersaTip & Sample Trays.

e Signal Reagent & Universal Reagent.

e Check the supply and Earthing voltage.
e Switch ON the Instrument.

VL5 System Configuration.: 16902906_3600-RefGd_Ltr-EN.pdf)

Click on Set Access Level from Status Menu and type password
Option -> Configure System ->

e Configure Current Date & Time:

Select the format and set the Date and Time.

e Configure System Name & J Number
Enter the System Name & J number.
e Configure the Screen Saver
Set the Screen saver delay time.
e Configure the Site Temperature
Set the site temperature tolerance for the nominal site temperature.

Status -> Diagnostics -> Select the required task

e Touch Screen Calibration:

Touch “Calibrate Touch screen” at the bottom of the DIAGNOSTICS Menu.
Touch center of the target appear on the screen.
When you have finished, touch “Save Calibration”
e Country Code Selection:
Touch “Diagnostics” then Select “V-Docs”

Press [Alt] and [S] to Access the service Scripts.

Page 13 of 17




Ortho Clinical Diagnostics
Select “Configure Country Code”
Select the appropriate country from the List.
Select “ Set country code”
Touch “Return®.
Touch “Shut Down”. Configure the Language from the System Menu button.

Touch “Final Shutdown”. Then reset the system.

VI.6 System Tests and Adjustments: (\6902906_3600-RefGd_Ltr-EN.pdf)

Adjustments are diagnostic functions used to fine-tune or define various system Parameters to
ensure proper system performance. With the exception of the IRS Calibration, all other adjustments are
-~ available only to trained service personnel.
¢ Microlmmunnoassay (LIA) Metering
e MicroSensor
e MicroWell Reagent Metering
e MicroWell Wash Metering
e Signal Reagent Metering
¢ Luminometer

e Scrap Run

V1.7 Subsystems Performance Verification & Calibration : (\.6902906_3600-RefGd_Ltr-EN.pdfpdf)

) e Well Wash Dispense & Aspiration Calibration.
e Signal reagent Dispense calibration.
e 30PSI & 10PSI calibration.
e Soak Volume Verification

e [RS Calibration

VI.8 Setting and installing printer: (\.6902906 3600-RefGd_Ltr-EN.pdf)

e Remove the Packing material form the printer and assemble the accessories.
e Connect the USB cable and Switch ON the Printer.

e Set report control and print the test page.
Page 14 of 17




VII. Installation Report :

Ortho Clinical Diagnostics

connected to the system.

Activity Observation Remarks Verified By /
Date
Mitesh . Shah
Locating &  unpacking  the | Instrument was located and Ok
instrument. unpacked 21loel20l3
Reaffix/verify the circuits boards & | Reaffixed/verified the circuits | Ok mitssh < Shab
CPU boards & CPU >4 |ocliorg
Nominal Line voltage frequency | Nominal Line voltage | Ok mikesh <. Shab,
selection of transformer. frequency was sated. > [oél2013
Load Supply & Power ON the | Supply Loaded & Powered ON | Ok miteh ¢ Shah
system. the system. 21\ [og 2018
mitesh < Shaly
System Configuration. System was configured as per | Ok 24 156 (205
the requirement.
. Mitesh C. Shaly
System Tests and Adjustments System Tested and | Ok at\loglhog
Adjustments done.
miresh < shah
Subsystems Performance | Subsystems Performance | Ok 2t | oel20lg
| Verification & calibration Verified & calibrated
successfully.
Mitegh ¢ shah
Setting and installing printer Printer was installed and | Ok 21|06 l2a?
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VIII. COMMENTS :

Deviation:

MR

Impact On Operation:
NA

Corrective Action:
NA

Ortho Clinical Diagnostics
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Ortho Clinical Diagnostics

IX. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all
criteria outlined in this Installation Qualification Protocol, or exceptional conditions have
been identified and documentation included. Exceptional conditions, if any, have been /
not been addressed. The system is ready for Operation Qualification.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name : Mitesh Shah Si gnatureE

_ Designation : Sr.Zonal Manager

T M e AR T S S

Company . Ortho Clinical Diagnbs{ics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name C MY KR Holeay Signature)

Designation S As SN mﬁmm: | Date: L%ﬁm ‘(;m))‘fg
Department : %V\Q Q,b%m Lﬁy‘&r\/ﬁ

Name SRR %?WMWQ— Q.8 . Signature :

Designation - se. Leds Feohpician. Date : gafo 4 | Q[T

Department e @}D QJU\MEW

Customer Authorizations:

Name : @ggﬁ, W S0
Designation: OB - ¢ HQQ’\OD %"b&jw\\gw

‘Signature S Il

Date : [ PROFES30P & HEAD
DEPARTMIENT OF BIOCHEMISTRY

=
GE
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Ortho Clinical Diagnostics

I. APPROVAL OF THE OQ PROCEDURE:
Both Central Clinical Laboratory Pravara Rural Hospital and Ortho Clinical Diagnostics

are responsible for installation of VITROS® 5600 Immunodiagnostic System bearing Sr. No
J5600-0703 in Central Clinical Laboratory, Pravara Rural Hospital as per the attached

protocol.

Protocol Performed By: Ortho Clinical Diagnostics Representative

e~
Name . Rathod Vijaykumar Signature
Designaﬁon s ‘Terriftor‘y Manaéer ‘ - ' Déte:\Oi/‘O7/2f‘O‘1;8
Company : Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name Ve ke N Hodegd - Signature:

Designation CAsso Pl . pae OHOHSQT
Department A C’}}meﬂ‘o\f ’

Name LRy s ovs 2.Q . Signature : W
Designation L e &Qs T@j\mcj a0 Date : ¢4 Qy:)LP 20K

Department

Customer Authorizations:
Name s 'JC\T\(%@%,., Sy

Designation : MQ & H'QD\E} &}5 Q)\ ‘Qm\ 8@

Signature St 43 T emiln
Date : Qﬂ Q':H\ 20 \ 9
PROFEESOP & HEAD

PARYMENT OF EIC}CHEHESJ' RY
P'RURAL VEDICAL COLLEGE N
LOMI-413736,{M.5 JINDIA age 3 of 2




Ortho Clinical Diagnostics

II. INSTRUCTIONS:

1. This document is to be completed at the time the system is installed to its location and set
up for operation.

2. An authorized Ortho Clinical Diagnostics representative will check the system and enter
the specific data as outlined in the appropriate Installation Qualification.

-~ - 1 ~

o= Lenproyees of Ceatral Chmeal Laboratory Pravara Rural Hospital will vaiily cach iesult
and sign in the each page. The member of the validation team will carry out this
procedure.

1T ™ b

4. ALL deviations from normal specification during installation will be noted under
COMMENTS. All resolution to such problems will also be noted in the COMMENTS
section. Additional space is provided at the end of this protocol for the same.
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II1.

Ortho Clinical Diagnostics
SCOPE

This Operational Qualification protocol will be performed on the VITROS® 5600 Integrated
System, bearing =~ Sr.  No. ::TV;)EO'C?‘ 040%  located at Department of
(G10 chemidky .

This protocol will define the documentation that will be used to evaluate the instrument’s
operational check in accordance with the manufacturer’s specifications and intended use.
Successful completion of this protocol will verify that the instrument identified has been operated
in accordance with the intended usage.

Operational checks will also be performed to verify that the Instrument has been operated with
proper information / sequence and utilities.

Trained, knowledgeable personnel will perform operational Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated and the appropriate course of action
determined. All documents will be initialed and dated.
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Ortho Clinical Diagnostics

OPERATIONAL QUALIFICATION:

Instrument Identification

1. Model Name

2. Serial Number

JREE0 0%

Verified Date

VITROS® 5600 Integrated System <20 [ & i 1%

Following is a list of tests to be performed and verified:

20 |6 |18

;{?()St Test Name Test purpose Initial / Date

o1 Systen_l centers To make the operator to identify the 2 lq 12
Overview instrument subsystem. ‘

o2 | Startup & Shutdown To make the equipment ready for 9 ;"\‘ g

operation.

03 User Inter Face Different functionality of software utility | 1, <
Overview available for the operator interaction. 2 \:} \)8
Sample programming | To process samples either by manual ,

04 | and Analysis assigning or through LIS. Z l?} l\X
Performing To calibrate the system for every new lot

05 | Calibration of assay or after calibration expiry. > ] i \‘1 R
Maintenance & To perform maintenance process to keep 7

06 . 2)9)13
System clean the system operating properly.

P

o7 Reagent Management | To ypdate & monitor the status of 9
& supply reagents required for assay processing. \"f l\g
Performing  Quality | TO confirm that systems, reagents and

08 consumables are acceptable and working
control A&

within specifications for each assay used

09 Result Review To review the processed results in the 2 I:’ ]\ ¢

system.

10 Result Intellicheck. To check the Intellicheck function of the Q,]q \ 18

system. -
Option &

1 Configuration To getup the system as per Laboratory A‘\q ,\%

requirement.

Page 6 of 23




N

Ortho Clinical Diagnostics

Test: 1 : : System Hardware Overview

Purpose : To make the operator to identify the instrument subsystem.
Reference : Operator Reference Guide - Pages 4-1 to 4-5

Summary:

For better understanding purpose, Instrument has been divided into several parts according to its operation
mode, so we call this partition as centers. And those centers are named as mention below.

Procedure:

This will list the available system centers in the instrument and its subsystem contend to operator
understanding. The operator has to overview the Service V-Docs to get an idea about the system centers
overview.

e Sampling Centers
o Sample Supply
o Primary Tip sealer
o Micro sensor subsystem
e Micro Immunoassay Center
o Micro Immunoassay Metering & Reagent Mctcring
o Micro Immunoassay Versa Tip Ring
o Micro Well Incubator
o Micro Well Wash Assembly
o Signal Reagent Assembly
o Luminometer
e Command Center
o Master Computer & Monitor
o Keyboard & Touch system

e System Frame and Cabinetry

Page 7 of 23




Test: 2
Purpose
Reference

Summary:

Ortho Clinical Diagnostics
: Starting Up and Shutting Down
. To make the instrument ‘READY” for operation

: Operator Reference Guide - Pages 3-0 to 3-25

Instrument will check status of different parts of the instrument automatically after booting up to system
status screen; if there is an error code posted, initialize the system and follow corrective action instructions
provided for the error code.

Procedure:

Starting Up the System

Check the room temperature and switch on the Air Conditioner.

Check the UPS.

Switch on the Printer & Load the paper.

Switch on the VITROS® 5600 Integrated System by lift the main switch up and hold it
for about 5 sec.

Wait for the instrument to get ready after initialization.

The machine is ready for next step if it displays “READY” on the status console.

If not, initialize by pressing the initialize button on the error code screen.

Follow the instructions provided for the error codes.

Shutting Down the system

Touch Shutdown in the main menu.
Press ‘Y/N’ to continue the shutdown process.
Desire normal shutdown or final shutdown and then select desired menu.

If, you selected Final Shutdown, press the RESET button to restart the instrument, or
press the Main power switch down to make it OFF.

Observation

System status console shows “Ready”. Remarks Initial/Date

Instrument is ready for operation
Pass 9\ 7(\ 8
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Ortho Clinical Diagnostics

Test: 3 : User Interface Overview

Purpose : To make the operator to understand the system screens.
Reference : Operator Reference Guide - Pages 6-0 to 6-12
Summary:

The System status screen will make the operator to understand of different functionality of software utility
available for the operator. This will helps operator to check system status as well as to instruct any
commands to the system for required operation.

Procedure:

‘ The above (as shown in the Previous Page) picture is actual system software screen and the number
in the blue circle is to identify the several functionality of the software icons designed for the operator to
interact with the system. We call these software icon as mentioned below.,
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Ortho Clinical Diagnostics
1. Status Line
2. Status Console
3. Function Screen
4. Prompt Line
5. Time, Date and Version Display
6. Status Indicators

7. Process Buttons

Test: 4 : Sample programming and Analysis

Purpose : To program and process the samples

Reference : Operator Reference Guide (pages 9-1 to 9-13)

Summary: The operator can process assay by assigning program manually in the

Universal Sample tray in ‘Sample Program’ menu or they can download sample program through ‘LIS’.
Sample programming is the process of selecting assays and programming characteristics for samples. The
system uses the sample program to meter appropriate sample and select the right reagent for the assay,
" process and then report results with the correct identification.

Procedure:
Sr. . . Remarks Done By
No. Activity Observation Pass / Fail Date
01 | Sample Programming Desire the sample Programming P
methods & Overview method. x> 5\5) \20\3
02 | Loading and Processing of Tray cover opened and samples
samples loaded in sample tray placed in Pogs @p }% 8
sample supply.
03 | Programming samples Sample program assigned for
selected tray. fs ?)\’?r l ol
04 | Processing samples Samples are processed
automatically by the system. s 4 \/ﬂ 2018
05 | Unloading the samples Tray cover opened and processed
sample tray unloaded. Pass 4 )ﬂ ’%\S
06 | Viewing samples in process Sample under process are
displayed on the ‘View Sample pows 4 \q ’ 2018
Status’ Screen.
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Test: 5 : Performing Calibration

Purpose : To calibrate the system for every new lot of assay

Reference : Operator Reference Guide (pages 10-1 to 10-9)

Summary: The system requires its own calibration for every individual assay to

measure the analytic concentration as well as to accept reagent pack status ready for processing. Assay
calibration is a process that relates the response of the system to analyte concentration or activities.
Calibration is performed periodically to adjust for changes in the system, assay protocols, or assay reagent
lots. ‘

The system requires calibration for individual assays when:

* A new assay is uploaded to the system

« The calibration expires (up to 28 days after it is processed, depending on
the assay; refer to the package insert for expiration information)

+ An assay reagent lot number changes

» Government regulations specified

* An assay’s protocol changes

You also may need to perform calibration when:
» Certain service procedures are performed
* Quality control performance is out of range

- Procedure:
Sr Remarks | Done By
No. Activity Observation
) Pass / Fail Date
01 | Load New ADD via CD or Calibrator identified and
Downloaded file (New Gen | updated for protocol & master ‘ -
Lot, Protocol , reagent lot calibration data. rq» \Iﬂak’%
calibration , Diluents lot
1 information). ?)\? \%' 8
02 | Preparing calibrators. Calibrators are ready for Pasd 9)‘\3 ’20 R
processing. b
03 | Performing Calibration with | System recognizes the barcode
Bar code label. and processing the calibration ‘P&M 2% 9 ( 88
automatically.
04 | Performing Calibration with | In the sample programming, the
Sample processing screen. calibration program is assigned
and processed the calibration Ponb 51?\2@1 §
) assigned for each assay.
05 | Calibration report. Calibration completed s v
successfully. Report printed. ‘9 L\W )ze’\i
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Test: 6 : Maintenance & System Clean

Purpose : Clean appropriate modules to maintain Accuracy and precision.
Reference : Operator Reference Guide 16-13 to 16-17

Summary:

Maintenance procedures are tasks that are performed to keep the system operating properly.
Maintenance protocols to be performed according to the recommended schedule (daily, weekly, monthly,
or as required). Ensure that we need to use 70% Isopropyl alcohol to disinfect the appropriate module to
keep cleanliness and maintain the accuracy & precision.

The Maintenance is classified into four-category ie.,
1. Daily Maintenance

2. Weekly Maintenance

3. Monthly Maintenance

4. Asrequired Maintenance

Daily Maintenance: Pages from 16-14 to 16-15

Observation Remarks | Done By
| Sr. Activity
No. Pass/Fail | Date
01 | Perform Metering Maintenance Metering Maintenance fél«ﬁﬁ A \’()\t 8
Performed
02 |Empty Solid and Liquid waste | Solid &  Liquid waste P@% ﬁ\gwg
container containers are emptied.
03 | Remove outdated or empty reagent | Outdated empty  Reagent
packs, Signal Reagent packs and | packs, SR packs and UWR Pﬂés% "I\ff\] ¢
Universal Wash Buffer bottles are removed & '
discarded.
04 | Inspect sample trays and adaptors Sample Trays are cleaned. Fouss Lﬂﬂ ] 14
05 | Clean the SR Probe assembly SR Probes are cleaned. Fass 4 17/78
06 | Load required reagent packs, Signal | All the required reagent packs
Reagent pack and Universal Wash | are loaded and updated in the 2285 Ly } L}l 1¥
Buffer. system as required.
07 | Run Q.C fluids Q.C samples are processed ]%mb Ll‘?,\g
successfully.
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Weekly Maintenance: Pages from 16-15 to 16-16

Observation Remarks | Done By
Sr. Activity
No. Pass/Fail | Date
01 | Clean the Micro well Incubator. Micro well incubator — Inner
ring, outer ring, middle ring, 5\q\\g
shuttle weight, drop holes, ’f@ g
Luminometer FOB, Wash
reagent and signal reagent
probes are cleaned.
02 | Clean the Primary tip sealer. Primary Tip Sealer cleaned. P(UXS s \:’\\8
o) =]

03 | Clean the Secondary Tip Sealer. Secondary Tip Sealer cleaned. oS ] 12\15
04 | Clean the Sample Supply and Cap | Cap Retainer & Sample Pass 6\;*\3 3
Retainer. Supply cleaned. . ]
| 05 | Clean the Touch Screen Monitor & | Touch Screen Monitor & Key | o 5‘3(\5

Keyboard. board Clean Done.
06 | Run the maintenance Pack for | Maintenance pack is loaded; O 6\¢{‘\'§?
Subsystem cleaning. subsystem  cleaning  done -
automatically by the system.
w5 £ 4
07 | Run QC Fluids Q.C Processed successfully. i ) \ﬁ}l I
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Monthly Maintenance: Pages from 16-15 to 16-16

Observation Remarks | Done By
Sr. Activity
No. Pass/Fail | Date
01 |Clean Micro sensor Cover & | Micro Sensor Cover & Ring| fsd g\',} hg
Ring Area. Surface cleaned.
02 | Inspect/Clean Micro Immuno | Micro Immuno Assay Reagent
Assay reagent Supply top Cover. | Supply top Cover Inspected and Fosh
| ARANE
Cleaned.
03 | Clean VITROS Versa Tip supply | Versa tip Supply Registration Rail Q8 \‘W‘ \\2
Registration Rail. cleaned. ¢
04 | Inspect Reagent cooler filter for | Reagent cooler filter removed & |
cleanliness. cleaned. P ’Q\;] \’\g
-1 05 Replflce Vapors  adsorption | Every two months once, VAC Pars 4;’\:}\‘8
cartridge for every two months. replaced.
06 |Make a backup of Q.C,|Backup of QC, Calibration and fos é\g\\g
Calibration and Configuration. Configuration made successfully.
07 | Inspect / Clean Master Computer | Inspected and Cleaned Master | 3 fa[?lug
Filter. computer Air Filter.
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Test: 7 : Managing reagents Inventory and Supply

Purpose : To Maintain & monitor the status of reagents or supply required for assay
processing.

Reference : Operator Reference Guide (pages 15-1 to 15-7)

Summary: The Reagent Management feature enables you to review current inventory

Information for the reagents loaded on the system. Using this function, you can load and unload reagents
as necessary. To maintain the required reagents in the system for processing, the operator should review
the Reagent management screen.

__Procedure:
| IS\Iro Activity Observation 1;22;?;1;81 %);Z By
01 | Review the reagent invento The reagent inventory for the
to plan for the c%ay. i day plar%ned. i '(\Do‘é'(S $ \ (:” 3
02 | Loading of Reagent Pack Required Reagent Packs loaded
automatically automatically by software Pans 2 ‘ 3 \\ 3
request. )
03 | Loading of Reagent Pack Requested Lot Information fed
' with help of Manual Lot and the reagent pack loaded. s ) \f—} l]%
Entry button. ]
04 | Loading of Signal Reagent SR Pack loaded in position 1 & 2 gmi 18
automatically. and accepted by barcode reading. Yas
05 | Loading of Signal Reagent SR packs information fed and “
with Manual Load Button. loading done. Pars “%\ i \B
06 | Loading of Universal Wash UWR buffer loading done
Buffer through Load supply Software Pass - g \’,} ‘ 1%
icons.
07 | Unloading of Reagents The entire Empty & expired
¢ ¢ reagents packspaile unloI;ded by Faxs 3 \ 7 l |3
Load/Unload software icons.

Page 15 of 23




Ortho Clinical Diagnostics
Test: 8 : Performing Quality control

Purpose : Quality Control (QC) is important in determining the performance and accuracy of the system.
To perform Quality Control, QC materials are run with either known, or unknown values along with
patient samples to determine whether the system is functioning within the established ranges for your lab.

Reference : Operator Reference Guide (Pages 9-6 to 9-8)

Summary:  Performing quality control procedures is an important part of using or maintaining the
system. This section explains:

» When you should perform quality control

» How to choose a control fluid
The recommended frequency for processing quality control fluids is once in every 24 hours. However, the
frequency with which you perform quality control procedures may vary, depending on the requirements

~ and regulations for processing control fluids by your national, state, provincial, and local governments.

Quality control procedures within your own Laboratory may also require a different frequency. You
should also perform quality control procedures when:

+ Assays have been calibrated

« Certain service procedures are performed, other than routine maintenance

Procedure:

‘| Sr. . . Remarks | Done By
No. Activity Observation - [Pass / Fail Date
01 | Choosing the Control Required control fluid identified.

o Fass | 4|13
02 | Preparing Liquid or Control fluid prepared and ready for o
Lyophilized control fluids | processing. o’ 4 ‘9 “g
03 | Creating QC file. Q.C file created for assay in the
: system according to control fluid. Founs 41\’3 \“%
04 | Process QC samples QC samples are programmed in the
sample programming window and
the QC samples are loaded and Youss Q\%[ 18
processed automatically .
05 | Review Q.C result. Processed Q.C results are reviewed ,
4 :
and found satisfactory. Fe 4 I;” 14
06 | Display & printing graph. | Q.C graph reviewed and printed. Orys 11’ 12 \\‘ 5
07 | Managing Quality control | Required reports printed and filed. Pass , ] a1 0
Reports qle \ |
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Test: 9
Purpose
Reference

Summary:

Ortho Clinical Diagnostics

: Result Review.

: To review the processed results in the system.

: Operator Reference Guide (Pages 11-1 to 11-6)

The Results Review function helps to evaluate result records for patient and

quality control samples. The results will be displayed along with the Reagents Lot information, Dilution
information & if there is any error codes or Flags.

Result records contain the data generated by the system when assays are processed. The system can
store up to 25,000 result records. When this limit is reached, new result records overwrite the oldest
records. The system permanently deletes the overwritten records from computer memory.

Procedure:
Sr. . . Remarks Done By
No. Activity Observation Pass / Fail Date
01 | Update List. Sample under process status
displayed with all information. ross 2 };}\ 13
02 | Monitoring Results. Completed Recent Assay Results
displayed on the screen. ol 2 } g \\ 8
03 | Filter Results. Processed Assay Results displayed R
as per the selected criteria. yoX 3\ i !)g
-1 04 | Edit Patient Data User can Edit/Add Patient
Demography information, but the ?‘l »4 K \ ;}\ 1 &
Patient ID will remain same.
05 | Retrieving and Reviewing Archived Results are updated
Archive Results by Set successfully in the CD/Pen Drive. g ) 18
Report Status. The same Retrieved from the ot \
CD/Pen Drive.
06 | Managing Reports by Set Required Reports got printed and
Report Status. filed. fons 9;)?‘ ],&
07 | Integrated Codes and Flags | Reported Codes and Flags are
referred in Flags and Code chart. fews \%W\ 1¢
Necessary corrective action taken.
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Test: 10 : Result Intellicheck.
Purpose : To check the Integrity of Performed assays.

Reference  : Operator Reference Guide (Pages 11-8 to 11-9).

Summary:  The Result Intellicheck screen to view Intellicheck Technology
Verifications performed for each sample and assay processed. For the selected result record, you can view
verification data and detected exceptions for each analyte.
Example:
e To Analyze Intelli Report, select the sample ID listed on result review screen.
e On Review results screen, touch the ‘Result Intellicheck’ Icon.

e Result Intellicheck report comes on the screen.

e Check the parameters of Sample Metering, Sample + Reagent volume, Signal reagent volume and
well wash verification for their acceptance.

e Take print of the Result intellicheck report.

Acceptance criteria:

Sr. Remarks Done By
| No. Parameter Acceptance limit
Pass / Fail Date
01 Sample Metering Against all the parameters,
e Clot “No” should be displayed 1.
e Bubble on screen fagﬁ 4 ’? ( 2018
e Short sample '
e Viscosity
e Thin layer of fluid
02 Reagent Metering No Exception.
Sample +  Reagent | Range: 12700 — 19000 Pans 2 ] 9 )7@8
volume
03 Signal Reagent No Exception .
Range: 17500 — 22800 P> 1) 3|20
04 Well wash verification No Exception 5
b .
Range: 21300 — 25000 | 4|7 | 2018
05 Luminometer — No Exception b %
Self calibration i 4 J i l%) 3
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Test: 9 : Option & Configuration
Purpose : To setup the system as per laboratory requirement

Reference  : Operator Guide (Pages 11-8 to 11-14)

Summary: The Options & Configuration function provides many features for customizing your VITROS®
5600 Integrated System. It is organized into three main groups:

* Configure Analyte Data & Review/Edit Calibration Data

* System Setup

* System Services
Selections within these groups allow you to customize analyte parameters, review calibration data, perform user
calibrations, configure and set system parameters, review usage inventory, configure e-Connectivity® and
network device parameters, configure printer, laboratory computer and auxiliary ports, perform backup for
quality control, calibration and configuration files and perform an archive procedure for result records.

Procedure:

Sr. . . Remarks Done By

No. Activity Observation Pass / Fail Date

01 | Configure Assays Analyte parameters are configured ¢

. S

as desired by laboratory. FO’% ¢ 1?}1

02 | Review / Edit Calibration Calibration data updated. o8

Data foes 1 a
03 | Configure System Setup Required subsystem configuration

pss | el

is done successfully.

04 | Configure Subsystem Setup | The required subsystem can be

disabled / deactivated as per needs. P’ 6 w 18
05 | Configure Report Control System report parameter has set for
printer & LIS. Pass (|7)18
06 | Configure Communication | System interface protocol set for
Laboratory Information System ‘
(LIS), Ethernet and e- FMA 4‘ ;7\ &
Connectivity® communications,
407 | Configure Demography Global demographic attributes to be
' used when configuring age, sex, »
and normal ranges for specific fasr> é( 7 ) '8
assay/body fluids is defined.
08 | System Services Shall be performed and reviewed
1.Datalogger as & when required.
2.Perform Backup Pass Q,I ?fl 18

3.Usage Counters
4.0Option Summary
5.Load System Data
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V. Operational procedure:
a. Certificate of Training
1. Technician Training

This certifies that the technicians have received basic user training in the following categories
for the system described in this Operational Qualification.

Mr.Vijaykumar Rathod , Territory Manager from Ortho Clinical Diagnostics has conducted
the training.

Sr.

No Training program Initials Date

-/

1. | Instrument Setup

2. | System Operation

3. | Basic trouble shooting and Maintenance

2. Operator Training

The users responsible for the operation of this equipment have been trained in the proper usage of the
system. Training focused on the basic operation and maintenance of the system.

Sr.
No.

1.

Operators Department Initials Date

) 2.
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b. Customer SOP / Manuals:

Ortho Clinical Diagnastics

Title Number Version Verified by Date
Vitros 5600 244 &
Integrated System \{}}CW)/ 9\‘ 7 \ el
Reference Guide ~
Microslide
Instruction for use Wi jaw 2lal 2018
Manual J 3/ ‘ﬂl
Microtip Chemistry
Instruction For Use Vijew ola |2
Manual J 3/ {9 ‘
Micro Well ‘ 8
Instruction For Use \ 1 2\q| 20!
Manual J C)/ \
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VI. COMMENTS:

Deviation:

Impact On Operation:

Corrective Action:

Ortho Clinical Diagnostics
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IX. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all
criteria outlined in this Installation Qualification Protocol, or exceptional conditions have
been identified and documentation included. Exceptional conditions, if any, have been /
not been addressed. The system is ready for Operation Qualification.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name . Rathod Vijaykumar Signature:

~ Designation _ :  Territory Manager ... . Dae07/072018 | _ .
Company : Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name T KN Yotbeory Signature

Designation L AN m@ ' Date: OFH 0 80| ¢
| Department B dﬁr%ml%f\v\f |

Name - Y- Q\O\)\DM 3 6 Signature :

Designation . Se . Ly\ﬁ) “Teoh N2 o Date: o7 Q| AQ [
Department : '%T\OQ}\%W’\\&M

Customer Authorizations:
Name : Os gﬂ]—q R Fy

Designation : M'P ) <§i_ 'H‘Q—Q’\A’ &TCBQ}\QM\ M

Signature - : s Tt
Date : M Q?\\ 20 13
1 PROFESSOP & HEAD

DEPARTMENT OF BIOCHEMISTRY
RURAL MEDICAL COLLEGE :
LOM413736,;M.5 )INDIA | Page230f13
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I. APPROVAL OF THE PQ PROCEDURE:
Both Central Clinical Laboratory Pravara Rural Hospital and Ortho Clinical Diagnostics

are responsible for installation of VITROS® 5600 Immunodiagnostic System bearing Sr. No
J5600-0703 in Central Clinical Laboratory, Pravara Rural Hospital as per the attached

protocol.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name . Rathod Vijaykumar Signaturé:
| Designation o Tel*fitory Man;ageAr o | Date: 07/07/2018
Company : Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name S ol (I <SP N HQF-\—%:_Q?; SignaturM

Designation : BRSO - m‘? , - Date: @:}JP Q,q/? 30\¢
Department . o Qh’““ ;gw
Name Wy @WO&Q vy XK - Signature :

Designation . S€. LQXJL TQQ}\ ’ Date : Qsﬂ %",}»‘ LO\T
Department : %‘TC)Q\W Q/mtsv’ﬁ

Customer Authorizations:

Name s - Q. % '—YQ\%DQ Q{\é
Designation : P‘G’B’@*‘ + '\r‘\—w . %\’DQ% WE’AY‘
Signature  : S R

Date : Q?’P\Q’;H &@\q\ .

mma VEDIGAL COLLEGE _
LOMI413736,{M.5.)INDIA Page 3 0f 13
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II. INSTRUCTIONS:

This document is to be completed at the time the system is installed to its location and set
up for operation. ~ ~

An authorized Ortho Clinical Diagnostics representative will check the system and enter
the specific data as outlined in the appropriate Installation Qualification.

LT D Y e B D T Y s TR e TR T Lt T T L LA T e e g
TR 0T L O G T ELTIVAL ALAUURANUL Y D adVada i dl Tiopital vyl v‘;.‘i'xij’ Caviz {Louil

and sign in the each page. The member of the validation team will carry out this
procedure.

ALL deviations from normal specification during installation will be noted under
COMMENTS. All resolution to such problems will also be noted in the COMMENTS
section. Additional space is provided at the end of this protocol for the same.
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Ortho Clinical Diagnostics

SCOPE

This Performance Qualification protocol will be performed on the VITROS® 5600 Integrated
System, and the Sr. No. T 50D Jocated at

This protocol will define the documentation that will be used to evaluate the instrument’s
performance check in accordance with the manufacturer’s specifications and intended use.
Successful completion of this protocol will verify that the instrument identified has been
performed in accordance with the intended usage.

Performance checks will also be performed to verify that the Instrument has been operated with
proper information/sequence and utilities.

Trained, knowledgeable personnel will perform Performance Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated and the appropriate course of action
determined. All documents will be initialed and dated.
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IV. PERFORMANCE QUALIFICATION
A. Instrument Identification
1. Model Name VITROS 5600
2. Serial Number J560000D

B. Following is a list of tests to be performed and verified:

Ortho Clinical Diagnostics

Verified Date
27|20l b,

2q)201 §

Sr.No Test Name Test Purpose

Initial / Date

01 To see the performance of quality
control material on the equipment on 9. 1 ;}] 2018

QC Run selected assay parameters

specifications given

as per the

02 To compare the obtained value with Qﬂ‘ g\ 2018
true values of processed control.

Accuracy Study

03 To check the precision performance of 97 / K i 2016

Precision Study the equipment
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C. Performance Testing:
Test 1

Test Name

Purpose

Method

Analysis of controls:
Note: Analyze controls for ALT (Microslide Rate Chemistry);
Sodium (Potentiometric Chemistry);
BuBc¢ (Microslide End point Chemistry)
Phenytoin (Microslide — Immunorate Chemistry)
dLDL (Microtip Chemistry)
Gentamycin (Microtip Chemistry)
IgM (Microtip Chemistry)
HIT (Microsensor Chemistry)
TSH (Microwell - Immunometric assay) &
TT4 (Microwell - Competitive assay).

Ortho Clinical Diagnostics

QC Run

To see the performance of quality control material on
the equipment as per the specifications given
Microslide — Rate Chemistry & Endpoint Chemistry
Microslide — Potentiometric Chemistry;

Microslide — Immunorate Chemsitry;

Microtip Chemistry

Microsensor Chemistry

Microwell - Chemiluminescence Immunoassay

Sr. | Activity Procedure done as per the | Remarks | Done By
No. protocol defined in Vitros 5600
V Docs — System Operation — | Pass/Fail | Date
Quality Control
01 Preparing Liquid or Lyophilized | “Instructions for use” of QC -’ )
control fluids material ' fcmﬁ \bj‘k}ﬁ\ahg
02 | Creating QC file V Docs — System Operation —
Quality Control — Define control Py 5’ 9 ‘ )8
fluids
03 | QC sample programming and V Docs — System Operation —
analysis Quality Control — Process Pass 5‘;) \“\8
Control fluid samples & Review
the Control sample results.
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Test IT
Test Name

Purpose

Method

Analysis of controls:

Ortho Clinical Diagnostics

Accuracy

To see the accuracy of obtained quality control value
in comparison with the expected mean values.

Microslide; Microtip; Microsensor and Microwell

method as mentioned above

Note: Analyze controls as mentioned above.

Sr.

Activity

Procedure done as per the
protocol defined in Vitros 5600
V Docs — System Operation —
Quality Control

Remarks

Done By

Pass/Fail

Date

01

Preparing Liquid or Lyophilized
control fluids

‘Instructions for use’ of QC
material

Pous

8[7 ot

02

QC sample programming and
analysis

V Docs — System Operation —
Quality Control — Process
Control fluid samples & Review
the Control sample results.

Poya

3\3\2&\8

03

Accuracy Analysis

Compare the obtained Q.C value
with mean of expected value as
mentioned in the QC Value
chart.

FoAS

g)\.;\ \ 2018
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Test 111

Test Name
Purpose
Method

Ortho Clinical Diagnostics

Precision Study
To see the precision performance of the equipment

Microslide — Rate Chemistry & Endpoint Chemistry
Microslide — Potentiometric Chemistry;

Microslide — Immunorate Chemsitry;

Microtip Chemistry

Microsensor Chemistry

Microwell - Chemiluminescence Immunoassay

Analyze Vitros Performance Verifier Level 1 control for the following tests :
ALT (5x 7 times), Na+ (5 x 8 times), dLDL (6 x 6 times), BuBc (5 x 7 times)

Analyze TDM Performance Verifier Level 3 for Phenytoin (5 x 7 times).
Analyze TDM Performance Verifier Level 1 for Gentamycin (6 x 6 times).
Analyze Protein Peformance Verifier Level 1 for [gM (6 x 6 times).

Analyze Microsensor Check Fluid Level I for Hemolysis, Icterus and Turbidity (20 times
each).

Analyze all the three levels of Vitros Total Thyroid controls for Microwell —
Chemiluminescence Immunoassay TT4 and TSH (10 times each).

Calculate the Mean, SD and CV%.

Acceptance Criteria :

Sr. Analyte Control Level Precision Limit
No.

01 ALT ‘PV I <2.2S8D

02 Sodium PVI , <0.69% CV
03 dLDL ~PVI SD <?:1,

04 Bu PVI <0.3SD

05 Bce PVI <0.6 SD

06 Phenytoin TDM PV III <0.75 SD

07 Gentamycin TDM PV 1 SD <0.11
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08 IgM Protein PV I SD<2.1
09 Hemolysis MS Check Fluid Level I SD<4.4
10 Icterus MS Check Fluid Level I SD<0.4
11 Turbidity MS Check Fluid Level I SD < 14.8
Total Thyroid Control CV% <4.9
Level 1
12 T4 Level 2 CV% <4.6
Level 3 CV%<6.0
Total Thyroid Control CV%<10.9
Level 1
13 TSH Level 2 CV%<4.9
Level 3 CV%<4.7

* Reference: The acceptance SD & CV% has been taken from Manufacturer’s recommended limits.
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Table for Record the Obtained Q.C Values :

Test Name:

Control Lot:

Ortho Clinical Diagnostics

Control Level:

Expiry Date:

Sr. No | Obtained Q.C Value | Range of the

Comparator

Mean of the
Comparator

Remarks Done By

Pass / Fail Date

02

03

04

05

06

07

08

09

110

'3 \Q&%&wnuz S - MM\JCK@_A (S;C W
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V. COMMENTS:

Deviation:

Impact On Operation:

Corrective Action:

Ortho Clinical Diagnostics
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IX. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all
criteria outlined in this Installation Qualification Protocol, or exceptional conditions have
been identified and documentation included. Exceptional conditions, if any, have been /
not been addressed. The system is ready for Operation Qualification.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name . Rathod Vijaykumar
Designation ~ @ Territory Manager ~  Date:07/07/2018 _ _
Company : Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name TR kR Hotbkeoy - Signature:

Designation  : Ao&0 - P Date: (| Q,:q@ﬁ
Departfnent . e dhern \SAFI*}‘ |

Name T Ghoway - g Signature :

Designation . S L«z\L‘ Tﬁd\ ﬁka\an Date: O W MRS
Department . %ﬁ%dgﬂm\ &M

Customer Authorizations:

Nme - B S sl Siv
Designation : psof 4 w Y QWEH

Signature sH T\
Date . oxb ﬁ%'\) Y0\ <?>
/ zf“%?’?? :
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403, Leela Business Park, Andheri Kurla Road,
Andheri East, Mumbai — 400059

T:+9122 6787 9300

F:-+91 22 6787 9333

Calibration Certificate

The below mentioned instrument has been calibrated and tests performed to check the system

performance.

Instrument : VITROS V5600

Serial No : 5600-0703

Customer Name : PRAVARA MEDICAL TRUST-LONI
Calibration performed on :06.12.2018

The system’s calibration includes optics calibration and checking the reproducibility performance
of the instrument as per the guidelines provided by the manufacturer.

Next Calibration will be performed in JUNE 2019.

For Ortho Clinical Diagnostics India Pvt Ltd.

Mitesh Shah Date: 06/12/2018
Sr.Zonal Service Manager-Ortho Care

Pune

Ortho Clinical Diagnostics India Private Limited
Registered Office. 403, Leela Business Park, Andheri Kurla Road, Andheri East, Mumbai - 400059 | T:+91 22 6787 9300 | F: +9122 6787 9333 | CIN: U51397MH2015FTC262650
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I. APPROVAL OF THE IQ PROCEDURE: _
Both Central Clinical Laboratory Pravara Rural Hospital and Ortho Clinical Diagnostics are

responsible for installation of VITROS® 5600 Immunodiagnostic System bearing Sr. No J56001041 in

Central Clinical Laboratory, Pravara Rural Hospital as per the attached protocol.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name . Mitesh Shah Signature: é/

Designation *:  Sr.Zonal Manager Date: 05/12/202

v\}ui‘yuu) i CL UL Cllinicai Uiagi‘lo:ilbé '

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name Pl ke INE Had-box— Signature: w

Designation o A%y v Date: OYY\U DENEN

Department . B30 C&\Q/m \Sdb'\f

Name DY 2hosas LR Signature : W

Designation L T L‘Z\D:, <T@J’\ Date : Q)SJ) VI/P S
Department . ®fochem) S‘g’ﬁb\f

Customer Authorizations:

Name : Dy, S . TA NG LR

Designation :  {yef<sest and Heed PLioclem =t
Signature : ST oo

Date p__os[1nl2e2e

Esgfm‘msm OF BIOCHEMISTRY
\RURAL MEDICAL COLLESE
1 Shii-413736,M.S )INDIA
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II. INSTRUCTIONS:

(8]

. This document is to be completed at the time the system is installed to its location and set up for

operation.

An authorized Ortho Clinical Diagnostics representative will check the system and enter the
specific data as outlined in the appropriate Installation Qualification.

Employees of Central Clinical Laboratory Pravara Rural Hospital will verify each result and sign
in the each page. The member of the validation team will carry out this procedure.

AT Tttt Fprvens oon ,w.,:,,«m Fipotign )i 3 T latios i s sated s A OOLDATN TS

EESBRENNE & »'s 1 =

All resolutlon to such problems ‘will also be noted in the COMMENTS sectlon Addltlonal space is
provided at the end of this protocol for the same.
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Ortho Clinical Diagnostics

SCOPE

This Installation Qualification protocol will be performed on the VITROS® 5600
Immunodiagnostic System, and the Sr. No. J56001041 located at Central Clinical Laboratory
Pravara Rural Hospital.

This protocol will define the documentation that will be used to evaluate the instrument’s
installation in accordance with the manufacturer’s specifications and intended use. Successful
completion of this protocol will verify that the instrument identified has been installed in
accordance with the intended usage.

o . . 3

TR | R

proper connections and utilities.
Trained, knowledgeable personnel will perform Installation Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated, and the appropriate course of action
determined. All documents will be initialed and dated. '
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ANCILLARY INFORMATION

Certification of Purchase Order Compliance

[ certify to the best of my knowledge, the instrument VITROS® 5600 Immunodiagnostic System
and Sr. No. J56001041 installed on 05/12/2020.

Verified By: Mitesh Shah Date:05/12/2020
;r'>[r‘:t;,‘,;"“‘::'érc.l,i":v B LT AR e S S A R SR AN AR e N i R e e L= SLUPREIE of gk TR A b Sl
Sr. - Verified by
No Uility & date
Environmental condition: Mitesh Shah

1. | As per requirement (To be free from Dust, Electrical & | Yes/No | 05/12/2020
magnetic Interferences and free from vibration)

. . Mitesh Shah
Adequate space for installation:

2- | (Length 110 inches x Width 35 inches x Height 84 inches) | Yoo/ N0 | 03/12/2020
Electrical Outlets: Mitesh Shah
Actual Voltage on site [200 Vac — 240 Vac] 05/12/2020

3 Electrical Input: Yes / No

" | Voltage supplied through ON LINE UPS (237Vac @ 50Hz
frequency, Earthing <2.0Vac)
Capacities: Mitesh Shah
, . .. - "
4 o 90 samples (80 Routine positions & 10 STAT positions Ves / No 05/12/2020
are available)
e 150 Reagent Positions are available.
Mitesh Shah
Temperature: 05/12/2020

5. 115°Ct030°C Yes / No

15% to 75% relative humidity
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The instrument has been verified for the following:

Ortho Clinical Diagnostics

Sr. . . Verified by
No. Verification & date
.. . Mitesh Shah
1. | Equipment is identified Yes/No | 05/12/2020
. . . Mitesh Shah
2. | Manufacturer’s specifications are included Yes/No | 45/12/2020
i ) Mitesh Shah
2 | Ancocenriac [ (Canavmahleqave listed 0 I V20 T T
g s SR S RS S A S aE R S ) R o e U2 220
) Mitesh Shah
4. | Equipment manual from the manufacturer is documented Yes/No | 45/12/2020
. . Mitesh Shah
5. | Manufacturer’s Certificate of compliance attached Yes/No | 45/12/2020
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\% INSTALLATION QUALIFICATION:

A. Equipment Description

The VITROS® 5600 Integrated System is a Random access, walk away system intended. for use in the in
vitro quantitative, semi-quantitative, and qualitative measurement of a variety of analytes of clinical
interest, using VITROS Chemistry Products MicroSlides, VITROS Chemistry Products MicroTip reagents.
and VITROS Immunodiagnostic Products Reagents.

Instrument Identification . - Verifiedby | Date
Equipment Name Automated Integrated System | Mitesh Shah 05/12/2020
Model VITROS® 5600 Mitesh Shah 05/12/2020
Manufacturer Sgtho Clinical Diagnostics, Inc., Mitesh Shah 05/12/2020
Marketed by _Ortho Clinical Diagnostics India | \ oo Shah 05/12/2020

Pvt. Ltd.
Serial Number 60010 &\ Mitesh Shah 05/12/2020
Lab Id Blochemistey Analyzes Mitesh Shah | 05/12/2020
No. 2 : :
Software Name QNX Mitesh Shah 05/12/2020
Software Version : % Mitesh Shah | 05/12/2020
Adequate for installation:
Size (in inches) (Length 170 x Width 83 x Height | Mitesh Shah 05/12/2020
84). ‘
Power 1600W@ S0Hz of 220Vac —| \fitesh Shah | 05/12/2020
240Vac
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C.

Accessories/Consumables

Ortho Clinical Diagnostics

The following accessories were supplied with the instrument. Check (\) “verified by’ in case they

are found to be in order.

Description Quantity | Verified | Date
User Training Manual 1 v 05/12/2020
Application Software-Revelation 1 o\ 05/12/2020
1 Ljﬁi{}efsé} Samblé Trayﬂr S B R KV 779775V TR
Backup DVD R/w 3 ol 05/12/2020
Printer Cable 1 v 05/12/2020
Printer Software I v 05/12/2020
Power Cords 3 \ 05/12/2020
Printer N 05/12/2020
Air filer I v 05/12/2020
Waste can 5L 1 \ 05/12/2020

List of Manuals :

Ortho Clinical Diagnostics has supplied following manual.
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D. Maintenance :

The instrument listed within this document will be placed under the control of the purchasing
institution with respect to proper maintenance procedures as detailed in the Training and Reference

Guide. The maintenance procedures will be filed separately.

P WG iy DO Gl TGS TP e v i HIC s a Ul vil T Ve PRAGHL T s dapid ™
maintenance. Upon expiration of the warranty period Ortho Clinical Diagnostics offers several
levels of Maintenance Agreements and Performance Testing services to assist you in maintaining
GLP/GMP compliance. Contacting your local representative and requesting the additional Service

Agreement can supply additional information.
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VI. INSTALLATION PROCEDURE
(The following steps Performed at the time of original installation at the initial location)

1. Locating & unpacking the instrument.

o e B & e e

7. Kedilix/verily the circuits boards & CPU™

Nominal Line voltage frequency selection of transformer.

(8]

4. Load Supply & Power ON the system.

5. System Configuration.
6. Systems Tests & Adj Qstments.

7. Subsystems Performance Verification & calibration
8. Setting and installing printer.

The Above-mentioned steps has completed successfully by trained field Engineer as described below.

V1.1 Locating & unpacking the VITROS® 5600 instrument:

(\ServicePublications\5600\5600Service\J32845_Unpack-Install _Intact\J32845.pdf)

' Check the Tip & Tell Label.

o Verify the serial no / J number of the system match those indented for delivery.

e Place the pallet in a position with a minimum of 7 m (24 ft.) of clearance in front of the end with the
LABELS |

e - Remove the STRAPPING and the RAMPS frém the pallet..

e Assemble the 2 piece RAMP and hok the RAMPS to the end of the pallet

e Move the system down the ramps. Do the same for the second half of the system.
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~e  Place the instrument in the lab leveled floor.
. Join the two halves of the system as per manufacturer’s instructions.
e Remove the packing material from
o VERSATIP supply carousel
e Under side of sample supply cover
e SR metering Nozzle
o Well Wash Nozzles .
e Beneath SR Pumps
e Luminometer & Micro ImmunoAssay VERSATIP ring
..» Sunnly 4 load doors & Reagent Well shuttle
e SR carousel
¢ Remove the wire Tie, tape & Foam from UIA REAGENT METERING ARM.
e Remove the moisture separators behind the compressor installed on it bracket.

e Remove the Foam supporting from the compressor.

V1.2 Reaffix/verify the circuits boards & CPU:

(\ServicePublications\3600\5600Service\J32845_Unpack-Install_Intact\J32845.pdf)

» Open the right side front door and open the card rack metal cover.

e Remove the RC labeled DSP boards and reaffix it back.

e Open the right side rear panel and open the card rack metal cover.

e Remove the UC labeled DSP boards and reaffix it back.

e Open the Middle front door and open the CPU top cover & verify the boards.

V1.3 Nominal Line voltage / frequency selection of transformer:

(\ServicePublications\3600\5600Service\J32845_Unpack-Install_Intact\J32845.pdf)

o Connect the Primary T2_H6 on Label no H6 for O0Vac.

e Connect the Primary T2 H# on label no H2 for 230Vac.

e Connect the Secondary T2_ X1 on label no X1 for 230Vac.
o Connect the Secondary T2 X# on label no X2 for 200Vac.
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@ Connect the Secondary T2 X3 & T2_X3 on label no X3 for 0Vac.

V1.4 Load Supply & Power ON the system:

(\ServicePublications\3600\5600Service\J32845_Unpack-Install_Intact\J32845.pdf)

e VersaTip & Sample Trays.
o Signal Reagent & Universal Reagent.
e Check the supply and Earthing voltage.

e Switch ON the Instrument.

V1.5 System Configuration.: (\6902906_3600-RefGd_Ltr-EN.pdf)

Click on Set Access Level from Status Menu and type password
Option -> Configure System ->

e Configure Current Date & Time:

Select the format and set the Date and Time.

¢ Configure System Name & J Number
Enter the System Name & J number.
e Configure the Screen Saver
Set the Screen saver delay time.
.o Configure the Site Temperature
Set the site temperature tolerance for the nominal site temperature.

Status -> Diagnostics -=> Select the required task

o Touch Screen Calibration:
Touch “Calibrate Touch screen” at the bottom of the DIAGNOSTICS Menu.
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Ortho Clinical Diagnostics
Touch center of the target appear on the screen.
When you have finished, touch “Save Calibration”
o Country Code Selection:
Touch “Diagnostics” then Select “V-Docs”
Press [Alt] and [S] to Access the service Scripts.
Select “Configure Country Code”
Select the appropriate country from the List.
Select “ Set country code”
Touch “Return®.
Touch “Shut Down”. Configure the Language from the System Menu button.

{ouch “Final Shutdown™. 1 hen reset the system.

V1.6 System Tests and Adjustments: (\6902906_3600-RefGd_Ltr-EN.pdf)

Adjustments are diagnostic functions used to fine-tune or define various system Parameters to
ensure proper system performance. With the exception of the IRS Calibration, all other adjustments are
available only to trained service personnel.

e Microlmmunnoassay (ulA) Metering
e MicroSensor

e MicroWell Reagent Metering

e MicroWell Wash Metering

e Signal Reagent Metering

o Luminometer |

e Scrap Run

V1.7 Subsystems Performance Verification & Calibration : (\.6902906_3600-RefGd_Ltr-EN.pdfpdf)

o Well Wash Dispense & Aspiration Calibration.
e Signal reagent Dispense calibration.

o 30PSI & 10PSI calibration.
e Soak Volume Verification

e [RS Calibration
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V1.8 Setting and installing printer: (\.6902906_3600-RefGd_Ltr-EN.pdf)

e Remove the Packing material form the printer and assemble the accessories.

e Connect the USB cable and Switch ON the Printer.

e Set report control and print the test page.

VIL. Installation Report :

Activity Observation Remarks Verified By /
Date
Locating &  unpacking  the | Instrument was located and Ok Mitesh Shah
instrument. unpacked
05/12/2020
Reaffix/verify the circuits boards & | Reaffixed/verified the circuits | Ok | Mitesh Shah
CPU boards & CPU
05/12/2020
Nominal Line voltage frequency | Nominal Line voltage | Ok Mitesh Shah
selection of transformer. frequency was sated.
05/12/2020
Load Supply & Power ON the | Supply Loaded & Powered ON | Ok MiteshvShah
system. the system. '
05/12/2020
System Configuration. System was configured as per | Ok Mitesh Shah
' the requirement. _
05/12/2020
System Tests and Adjustments System Tested and | Ok Mitesh Shah
Adjustments done.
05/12/2020
Subsystems Performance | Subsystems Performance | Ok Mitesh Shah
Verification & calibration Verified & calibrated

Page 15 of 17




Ortho Clinical Diagnostics

| successfully.
05/12/2020
Setting and installing printer Printer ~was installed and | Ok Mitesh Shah
connected to the system.
05/12/2020

VIII. COMMENTS :

Neviatinn:

Nil

Impact On Operation:

Nil

Corrective Action:

Nil
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IX. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all criteria
outlined in this Installation Qualification Protocol, or exceptional conditions have been identified
and documentation included. Exceptional conditions, if any, have been / not been addressed The
system is ready for Operation Quahﬁcatlon

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name . Mitesh Shah Signature: &/

Nesignation : Sr. Zonal Manager . Date: 05/12/2020
Company . Ortho Clinical Dlagnostlcs

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name T Ko Hod g Signature%\tfd/‘*
Designation . A330 . ok - Date: QX) U 200
Department - . o Q%\%B)Vr\/a

Name . T Bhowan g Signature : W

Designation ;. S LQ\L T@b Date : Oﬁ’“"q W0
Department : PS)ABQ\L\ th)m

Customer Authorizations:

Name . D5 - SR TC\Q@S&Q U
. ) .
Designation : 2N P& Ew - @5\77 CA’)WK‘)M .
Signature S T oo
Date : 7/1.1( oo
’ P AD
hﬁgﬁgﬁgﬁ OF B%OCHEII\STRY

\CAL COLLEGE
URAL MEDICAL 1A
LOM-413736,M.5 JIND Page 17 of 17
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OPERATIONAL QUALIFICATION

For

VITROS® 5600 INTEGRATED SYSTEM

Manufactured by:
Ortho Clinical Diagnostics, Inc., US
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I. APPROVAL OF THE OQ PROCEDURE:

Both Central Clinical Laboratory Pravara Rural Hospital and Ortho Clinical Diagnostics are
responsible for Operational check of VITROS® 5600 Integrated System bearing Sr. No. J56001041

installed in Central Clinical Laboratory Pravara Rural Hospital, Loni as per the attached protocol.

Protoco! Performed By: Ortho Clinical Diagnostics Representative

Name : Kailas Ghait * Signature:

e L pmhAsba U o N e L T B : ) PRV O S VDN Y

Company : Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory Pravara Rural Hospital:

Name M- BN Botees | Signature :

Designation PRy PN Date: N)’M,f Q5L
Department LTS S Ch{),m N

Name . ;o M- %P\Mm'\( <R, | Signature :

Designation . G Lot F’}Q?/I'\ » Date: (0| I s

Department : @,}% Ub e g (\\S\f

Customer Authorizations:

Name . Pe=wy ’an(ﬂrpjl Sy
Designation: freof . & H—Qﬁ’)\ﬂ/ @“’b C’//)—Pm l&H
Signature S. 1T oyha
Date : j\o/\’«ilﬂ‘w
=880 \|
ROFESS HEMISTR
et OF EGE
DEPA“‘“E:“‘ED\CA e
R ata738.M5 INDIA
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II. INSTRUCTIONS:

1. This document is to be verified / completed at the time, the system is going for operational check of
each purpose and set up for operation.

2. An authorized Ortho Clinical Diagnostics representative will check the system and enter the
specific data as outlined in the appropriate Operational Qualification.

3. Employees of Central Clinical Laboratory, Pravara Rural Hospital will verify each result and sign
in each page. The member of the validation team will carry out this procedure.

ATTE AL e - ' . - . i O e ; 4 .
4 . £ Ass . S AP, P Lo ,

Additional space is provided at the end of this protocol for the same.
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Ortho Clinical Diagnostics

SCOPE

This Operational Qualification protocol will be performed on the VITROS@ 5600 Integrated
System, bearing Sr. No. J56001041 located at Central Clinical Laboratory, Pravara Rural Hospital
Loni.

This protocol will define the documentation that will be used to evaluate the instrument’s
operational check in accordance with the manufacturer’s specifications and intended use.
Successful completion of this protocol will verify that the instrument identified has been operated
in accordance with the intended usage.

1 3 L . < R :
L S e e B TE T B R D SR T N e e T L7 S TS P LS T L e T
PR o) RS VRSCE It Ul S0 l./b LAt e h S e UL TR e TR0 il T s we bl U L Gle W Yt

proper mrormatlon / sequence and utilities.
Trained, knowledgeable personnel will perform operational Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated, and the appropriate course of action
determined. All documents will be initialed and dated.
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OPERATIONAL QUALIFICATION:

Instrument Identification Verified Date

1. Model Name VITROS® 5600 Integrated System

2. Serial Number J56001041 08/12/2020

Following is a list of tests to be performed and verified:
Test Test Name Test purpose [nitial / Date
No.

ol S)’Ste“} centers To make the operator to identify the I(?f?/l(l)a]lzgg;g
|| Overview instrument subsystem. |07 A
TN Qt . ;?;Sh d | Té make the equipment' ready for failas Gnait
02 | Startup & Shutdown : 08/012/2020

operation.
03 User Inter Face Different functionality of software utility | Kailas Ghait
° | Overview available for the operator interaction. 08/012/2020
04 Sample progr amming | To process samples either by manual OK;l(l)zg/ngig
and Analysis assigning or through LIS. -
05 Peri"orm.ing To calibrate the system for every new lot gg‘/ﬁ;ggig
Calibration of assay or after calibration expiry. -
06 Maintenance & To perform maintenance process to keep OK;/%E;SQ/(;E?(;
System clean the system operating properly.
07 Reagent Management | To ypdate & monitor the status of OKESI(ISS? ggi‘é
& supply reagents required for assay processing. “lete
Kailas Ghait
Performing  Quality | TO confirm that systems, reagents and | 4¢/312/2020
08 | control consumables are acceptable and working
within specifications for each assay used
Kailas Ghait
09 Result Review To review the processed results in the | 08/012/2020
system.
Kailas Ghait
10 Result Intellicheck. To check the Intellicheck function of the | 08/012/2020
system.
‘ Kailas Ghait
Option & . To setup the system as per Laboratory 08/012/2020
11 | Configuration .
requirement.
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Test: 1 ‘ : System Hardware Overview

Purpose | : To make the operator to identify the instrument subsystem.
Reference : Operator Referénce Guide - Pages 4-1 to 4-5

Summary:

For better understanding purpose, Instrument has been divided into several parts according to its operation
mode, so we call this partition as centers. And those centers are named as mention below.

Procedure:

This will list the available system centers in the instrument and its subsvstem, contend to oneratnr 1

" Understanding. |'he operator has t0 overview the Service v-Docs o get an idea about the system centers
overview.

Sampling Centers
o Sample Supply
o Primary Tip sealer

o Micro sensor subsystem

®

Micro Immunoassay Center
o Micro Immunoassay Metering & Reagent Metering
o Micro Immunoassay Versa Tip Ring
o Micro Well Incubator
o Micro Well Wash Assembly
o Signal Reagent Assembly

o Luminometer

Command Center
o Master Computer & Monitor

o Keyboard & Touch system

System Frame and Cabinetry
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Test: 2
Purpose
Reference

Summéry:

Ortho Clinical Diagnostics

: Starting Up and Shutting Down
: To make the instrument ‘READY” for operation

: Operator Reference Guide - Pages 3-0 to 3-25

Instrument will check status of different parts of the instrument automatically after booting up to system
status screen; if there is an error code posted, initialize the system and follow corrective action instructions
provided for the error code.

Procedure:

Starting Up the System

Check the room temperature and switch on the Air Conditioner.

Check the UPS.

Switch on the Printer & Load the paper.

Switch on the VITROS® 5600 Integrated System by lift the main switch up and hold it
for about 5 sec.

Wait for the instrument to get ready after initialization.

The machine is ready for next step if it displays “READY™ on the status console.

If not, initialize by pressing the initialize button on the error code screen.

Follow the instructions provided for the error codes.

Shutting Down the system

Touch Shutdown in the main menu.
Press ‘Y/N’ to continue the shutdown process.
Desire normal shutdown or final shutdown and then select desired menu.

If, you selected Final Shutdown, press the RESET button to restart the instrument, or
press the Main power switch down to make it OFF.
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Observation System status console shows “Ready”. Remarks Initial/Date
[nstrument is ready for operation
Pass Kailas Ghait
08/12/2020
Test: 3 : User Interface Overview
Purpose : To make the operator to understand the system screens.
Reference : Operator Reference Guide - Pages 6-0 to 6-12

Summary:

The System status screen will make the operator to understand of different functionality of software utility
available for the operator. This will helps operator to check system status as well as to instruct any

commands to the system for required operation.
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Procedure:

The above (as shown in the Previous Page) picture is actual system software screen and the number
in the blue circle is to identify the several functionality of the software icons designed for the operator to

interact with the system. We call these software icon as mentioned below.,
1. Status Line
2. Status Console
3. Function Screen

4. Prompt Line
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Test: 4

Ortho Clinical Diagnostics

5. Time, Date and Version Display

6. Status Indicators

7. - Process Buttons

Purpose

Reference

Summary:

_Iniversal Samnle tray in ‘Sample Proaram’ menu or they can dawnlaad samnle nraoram throcab T 1

: Sample programming and Analysis

: To program and process the samples

: Operator Reference Guide (pages 9-1 to 9-13)

The operator can process assay by assigning program manually in the

) Samble programming is the process of selecting assays and programming characteristics for samples. The
system uses the sample program to meter appropriate sample and select the right reagent for the assay,
process and then report results with the correct identification.

Procedure:
Sr. Remarks Done By
No. Activity Observation Pass /
. Date
Fail
01 Sample Programming Desire the sample Programming method. Pass Kailas
methods & Overview ' Ghait
09/12/2020
02 Loading and Processing of | Tray cover opened and samples loaded in Pass Kailas
' samples sample tray placed in sample supply. Ghait
09/12/2020
03 Programming samples Sample program assigned for selected tray. | Pass Kailas
Ghait
09/12/2020
04 Processing samples Samples are processed automatically by the | Pass Kailas
system. Ghait
09/12/2020
05 Unloading the samples Tray cover opened and processed sample Pass Kailas
tray unloaded. Ghait
09/12/2020
06 Viewing samples in Sample under process are displayed on the | Pass Kailas
process ‘View Sample Status’ Screen. Ghait
09/12/2020
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Test: 5 : Performing Calibration

Purpose : To calibrate the system for every new lot of assay

Reference : Operator Reference Guide (pages 10-1 to 10-9)

Summary: The system requires its own calibration for every individual assay to

measure the analytic concentration as well as to accept reagent pack status ready for processing. Assay
calibration is a process that relates the response of the system to analyte concentration or activities.
Calibration is performed periodically to adjust for changes in the system, assay protocols, or assay reagent
lots.

- The system requires calibration for individual assays when:

» A new assay is uploaded to the system

* The calibration expires (up to 28 days after it is processed, depending on
the assay; refer to the package insert for expiration information)

» An assay reagent lot number changes

» Government regulations specified

* An assay’s protocol changes

You also may need to perform calibration when:
» Certain service procedures are performed
» Quality control performance is out of range

Procedure:
St Remarks Done By
No' Activity Observation
: Pass / Fail Date
01 | Load New ADD via CD or Calibrator identified and Pass Kailas
Downloaded file (New Gen | updated for protocol & master Ghait
Lot, Protocol , reagent lot calibration data. 09/12/2020
calibration , Diluents lot
information).
02 | Preparing calibrators. Calibrators are ready for Pass Kailas
processing. Ghait
09/12/2020
03 | Performing Calibration with | System recognizes the barcode | Pass Kailas
Bar code label. and processing the calibration Ghait
automatically. 09/12/2020
04 | Performing Calibration with | In the sample programming, the | Pass Kailas
Sample processing screen. calibration program is assigned Ghait
and processed the calibration 09/12/2020
assigned for each assay.
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05 | Calibration report. ' Calivhl:éfgr‘lcégrﬁpl'é‘ted Pass Kailas
: successfully. Report printed. Ghait
09/12/2020
Test: 6 : Maintenance & System Clean.
Purpose : Clean appropriate modules to maintain Accuracy and precision.
Reference : Operator Reference Guide 16-13 to 16-17
Summary:

Maintenance protocols to be performed according to the recommended schedule (daily; weekfy, Amohthiiz,‘
or as required). Ensure that we need to use 70% Isopropyl alcohol to disinfect the appropriate module to
keep cleanliness and maintain the accuracy & precision.

The Maintenance is classified into four-category ie.,
Daily Maintenance

Weekly Maintenance

Monthly Maintenance

As required Maintenance

W

Daily Maintenance: Pages from 16-14 to 16-15

Observation Remarks | Done By
Sr. : Activity
No. , Pass/Fail | Date
Kailas Ghait
01 | Perform Metering Maintenance | Metering Maintenance | Pass
Performed 09/12/2020
: Kailas Ghait
02 | Empty Solid and Liquid waste | Solid & Liquid waste containers | Pass
container are emptied. 09/12/2020
Kailas Ghait
03 | Remove outdated or empty | Outdated empty Reagent packs, | Pass
reagent packs, Signal Reagent | SR packs and UWR bottles are 09/12/2020
packs and Universal Wash | removed & discarded.
Buffer
Kailas Ghait
04 |Inspect sample trays and | Sample Trays are cleaned. Pass
adaptors 09/12/2020
Kailas Ghait
05 | Clean the SR Probe assembly SR Probes are cleaned. Pass
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09/12/2020
Kailas Ghait
06 | Load required reagent packs, | All the required reagent packs | Pass
Signal Reagent pack and |are loaded and updated in the 09/12/2020
Universal Wash Buffer. system as required.
Kailas Ghait
07 | Run Q.C fluids Q.C samples are processed | Pass
successfully. 09/12/2020
Weekly Maintenance: Pages from 16-15 to 16-16
- TSt Gt w7 e GRS D SaE Wy T T
Sr. Activity
No. Pass/Fail | Date
Kailas Ghait
01 | Clean the Micro well Incubator. | Micro well incubator — Inner | Pass
ring, outer ring, middle ring, 09/12/2020
shuttle weight, drop holes,
Luminometer FOB, Wash
reagent and signal reagent
probes are cleaned.
Kailas Ghait
02 | Clean the Primary tip sealer. Primary Tip Sealer cleaned. Pass.
09/12/2020
Kailas Ghait
03 | Clean the Secondary Tip Sealer. | Secondary Tip Sealer cleaned. Pass
09/12/2020
Kailas Ghait
04 | Clean the Sample Supply and | Cap Retainer & Sample Supply | Pass
Cap Retainer. cleaned. : 09/12/2020
. Kailas Ghait
05 | Clean the Touch Screen | Touch Screen Monitor & Key | Pass
Monitor & Keyboard. board Clean Done. 09/12/2020
Kailas Ghait
06 | Run the maintenance Pack for | Maintenance pack is loaded; | Pass
Subsystem cleaning. subsystem cleaning done 09/12/2020
automatically by the system.
‘ Kailas Ghait
07 | Run QC Fluids Q.C Processed successfully. Pass
09/12/2020
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Monthly Maintenance: Pages from 16-15 to 16-16

s e e 2T e RS T e T

Observation Remarks | Done By
Sr. Activity
No. Pass/Fail | Date
' : Kailas Ghait
01 | Clean Micro sensor Cover & | Micro Sensor Cover & Ring | Pass
Ring Area. Surface cleaned. 09/12/2020
| Kailas Ghait
02 | Inspect/Clean Micro Immuno | Micro Immuno Assay Reagent | Pass
Assay reagent Supply top | Supply top Cover Inspected and 09/12/2020
Vil T S R ERRE ‘i.zi:o:ﬁ::x.’ S G S T e i s SR SR Ty BB e T e S e T ] L
Kailas Ghait
03 | Clean VITROS Versa Tip | Versa tip Supply Registration | Pass
supply Registration Rail. Rail cleaned. 09/12/2020
Kailas Ghait
04 | Inspect Reagent cooler filter | Reagent cooler filter removed & | Pass
for cleanliness. cleaned. 09/12/2020
Kailas Ghait
05 | Replace Vapors adsorption | Every two months once, VAC | Pass
cartridge for every two | replaced. 09/12/2020
months.
. \ : Kailas Ghait
06 | Make a backup of Q.C,| Backup of QC, Calibration and | Pass
Calibration and Configuration. | Configuration made 09/12/2020
) successfully.
Kailas Ghait
07 | Inspect / Clean Master | Inspected and Cleaned Master | Pass
Computer Filter. computer Air Filter. 09/12/2020
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Test: 7

Purpose

Reference

Summary:

Crtho Clinical &i;agnﬂsti{:s

processimng.

: Managing reagents Inventory and Supply

: Operator Reference Guide (pages 15-1 to 15-7)

: To Maintain & monitor the status of reagents or supply required for assay

The Reagent Management feature enables you to review current inventory

Information for the reagents loaded on the system. Using this function, you can load and unload reagents

At AAce e ’T‘,\ ot ‘\fr) n Haq nor '\r] erozenta ”» f‘ o m«- ~- Dt\w- s ~ngad e +L.f,. Anerotame :—‘L“ A .,,..w: -
thu Reagent manavement screen.
Procedure:
Iir(')‘ Activity Observation [;Z:j;t; %Oartl: By
01 | Review the reagent inventory | The reagent inventory for the Kailas Ghait
to plan for the day. day planned. Pass
09/12/2020
02 | Loading of Reagent Pack Required Reagent Packs loaded Kailas Ghait
automatically automatically by software Pass
request. 09/12/2020
03 | Loading of Reagent Pack Requested Lot Information fed Kailas Ghait
with help of Manual Lot and the reagent pack loaded. Pass
Entry button. ' 09/12/2020
04 | Loading of Signal Reagent SR Pack loaded in position 1 & 2 Kailas Ghait
automatically. and accepted by barcode reading. Pass
09/12/2020
05 | Loading of Signal Reagent SR packs information fed and Kailas Ghait
with Manual Load Button. loading done. Pass
09/12/2020
06 | Loading of Universal Wash UWR buffer loading done Kailas Ghait
Buffer through Load supply Software Pass
icons. 09/12/2020
07 | Unloading of Reagents The entire Empty & expired Kailas Ghait
reagents packs are unloaded by | Pass
Load/Unload software icons. 09/12/2020
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Test: 8 : Performing Quality control

Purpose : Quality Control (QC) is important in determining the performance and accuracy of the system.
To perform Quality Control, QC materials are run with either known, or unknown values along with
patient samples to determine whether the system is functioning within the established ranges for your lab.

Reference : Operator Reference Guide (Pages 9-6 to 9-8)

Summary: Performing quality control procedures is an important part of using or maintaining the

system. This section explains:
» When you should perform quality control

TV by abhsma ~ mtand £ U

The recommended frequency for processing quality control fluids is once in every 24 hours. However, the
frequency with which you perform quality control procedures may vary, depending on the requirements
and regulations for processing control fluids by your national, state, provincial, and local governments.
Quality control procedures within your own Laboratory may also require a different frequency. You
should also perform quality control procedures when:

» Assays have been calibrated

« Certain service procedures are performed, other than routine maintenance

Procedure:
Elro Activity Observation Pi:?/agzsil D(}))n;tfy
01 | Choosing the Control Required control fluid identified. Kailas Ghait
fluid Pass
09/12/2020
02 | Preparing Liquid or Control fluid prepared and ready for Kailas Ghait
Lyophilized control fluids | processing. Pass
09/12/2020
03 | Creating QC file. Q.C file created for assay in the Kailas Ghait
system according to control fluid. Pass
09/12/2020
04 | Process QC samples QC samples are programmed in the Kailas Ghait
sample programming window and Pass
the QC samples are loaded and 09/12/2020
processed automatically
1 05 | Review Q.C result. Processed Q.C results are reviewed Kailas Ghait
and found satisfactory. Pass
: ; 0975~ 20
06 | Display & printing graph. | Q.C graph reviewed and printed. 1 aiias Ghait
Pass
09/12/2020
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07 Manaomg Quality control |. Iiequired reportsApfinted and filed. Kailas Ghait
- | Reports Pass
09/12/2020
Test: 9 : Result Review.
Purpose : To review the processed results in the system.
Reference : Operator Reference Guide (Pages 11-1 to 11-6)
Summary: The Results Review function helps to evaluate result records for patient and

quality control samples. The results will be displayed along with the Reagents Lot information, Dilution
mrorma‘um1 & if there is any error codes or Flags.
T e TOU0cds COMitAliL (v dEia genleiated 0y uI€ SySIEi Wicil a5Says arc proCessed. (ne sysiem can |

store up to 25,000 result records. When this limit is reached, new result records overwrite the oldest
records. The system permanently deletes the overwritten records from computer memory.

Procedure:
Ii?). Activity Observation ?;:;E/w};;l D(;Dnaetfy
01 | Update List. Sample under process status Kailas Ghait
displayed with all information. Pass
A 09/12/2020
02 | Monitoring Results. Completed Recent Assay Results Kailas Ghait
displayed on the screen. Pass
_ 09/12/2020
03 | Filter Results. Processed Assay Results displayed Kailas Ghait
as per the selected criteria. Pass
09/12/2020
04 . | Edit Patient Data User can Edit/Add Patient Kailas Ghait
Demography information, but the | Pass
Patient ID will remain same. 09/12/2020
05 | Retrieving and Reviewing Archived Results are updated Kailas Ghait
Archive Results by Set successfully in the CD/Pen Drive. Pass
Report Status. The same Retrieved from the 09/12/2020
CD/Pen Drive.
06 | Managing Reports by Set Required Reports got printed and Kailas Ghait
Report Status. filed. Pass
09/12/2020
07 | Integrated Codes and Flags | Reported Codes and Flags are Kailas Ghait
referred in Flags and Code chart. Pass
Necessary corrective action taken. 09/12/2020
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Test: 10 : Resuit Intellicheck.

Purpose : To check the Integrity of Performed assays.
Reference  : Operator Reference Guide (Pages 11-8 to 11-9).

Summary:  The Result Intellicheck screen to view Intellicheck Technology
Verifications performed for each sample and assay processed. For the selected result record you can view
verification data and detected exceptions for each analyte.

Example:

o AL . LSS L o f . | FRNEN B S 1 FEN T

L L i e TR e s e T Y R S Y S e g T s e B B L e R e S S B T T e s e T L N R

e On Review results screen, touch the ‘Result Intellicheck’ Icon.
o Result Intellicheck report comes on the screen. v

e Check the parameters of Sample Metering, Sample + Reagent volume, Signal reagent volume and
well wash verification for their acceptance.

e Take print of the Result Intellicheck report.

Acceptance criteria:

Sr. Remarks Done By
No. = Parameter Acceptance limit
Pass / Fail Date
01 Sample Metering Against all the parameters, Kailas Ghait
‘ o Clot “No” should be displayed | Pass ’
e Bubble on screen 09/12/2020
e Short sample
e Viscosity
e Thin layer of fluid
02 Reagent Metering No Exception. Kailas Ghait
Sample  +  Reagent | Range: 12700 — 19000 Pass
volume 09/12/2020
03 Signal Reagent No Exception Kailas Ghait
Range: 17500 — 22800 Pass
09/12/2020
04 Well wash verification No Exception Kailas Ghait
Range: 21300 — 25000 Pass
09/12/2020
05 Luminometer — No Exception Kailas Ghait
Self calibration ' - Pass
09/12/2020

Page 19 of 24




Ortho Clinical Diagnostics

Test: 9 : Option & Configuration

Purpose : To setup the system as per laboratory requirement

Reference  : Operator Guide (Pages 11-8 to 11-14)

Summary:  The Options & Configuration function provides many features for customizing your VITROS®

5600 Integrated System. It is organized into three main groups:
e Configure Analyte Data & Review/Edit Calibration Data
» System Sefup

‘T “-MCA weg

Selecuons Wlthm these groups al.ow you to customize analyte parameters, review cahbratlon data perform user
calibrations, configure and set system parameters, review usage inventory, configure e-Connectivity® and
network device parameters, configure printer, laboratory computer and auxiliary ports, perform backup for

L e U e T R, P o T, R, TR T s meen s B

quality control, calibration and configuration files and perform an archive procedure for result records.

Procedure:
St. Remarks Done By
No. Activity Observation Pass /
. Date
Fail
01 | Configure Assays Analyte parameters are Kailas Ghait
configured as desired by Pass
laboratory. . 09/12/2020
02 | Review / Edit Calibration Calibration data updated. Kailas Ghait
Data Pass
09/12/2020
03 | Configure System Setup Required subsystem Kailas Ghait
configuration is done Pass
successfully. 09/12/2020
04 | Configure Subsystem Setup | The required subsystem can be Kailas Ghait
disabled / deactivated as per Pass
needs. 09/12/2020
05 | Configure Report Control System report parameter has set Kailas Ghait
for printer & LIS. Pass
09/12/2020
06 | Configure Communication | System interface protocol set for Kailas Ghait
Laboratory Information System | Pass
(LIS), Ethernet and e- 09/12/2020
Connectivity® communications,
07 | Configure Demography Global demographic attributes to Kailas Ghait
be Pass
used when configuring age, sex, 09/12/2020
and normal ranges for specific
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assay/body fluids is defined.
08 | System Services Shall be performed and Kailas Ghait
1.Datalogger reviewed as & when required. Pass

2.Perform Backup 09/12/2020
3.Usage Counters
4.0Option Summary
5.Load System Data

V. Operational procedure:

. T e . . o g . -
- ; o I . L . o, B T SENPVIEPEETEY cmien

. -~ .~
. e e g S

1. Technician Training

This certifies that the technicians have received basic user training in the following categories
for the system described in this Operational Qualification.

Mr. Kailas Ghait, Sr. Territory Manager from Ortho Clinical Diagnostics has conducted the

training.
St. .. o
No -Training program Initials Date
1. | Instrument Setup Kailas Ghait
2. | System Operation Kailas Ghait
3. | Basic trouble shooting and Maintenance Kailas Ghait
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Operator Training

The users responsible for the operation of this equipment have been trained in the proper usage of the

system. Training focused on the basic operation and maintenance of the system.

Sr.

No Operators Department [nitials

Date

b. Customer SOP / Manuals:

Title Number Version Veritied by

Date

Vitros 5600
Integrated System
Reference Guide

Microslide
[nstruction for use
Manual

Microtip Chemistry
Instruction For Use
Manual

Micro Well
Instruction For Use
Manual
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VI. COMMENTS:
Deviation:

Nii

Impact On Operation:

Nil

Corrective Action:

Nil

Ortho Clinical Diagnostics
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VII. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all criteria
outlined in this Operational Qualification Protocol, or exceptional conditions have been identified
and documentation included. Exceptional conditions, if any, have been / not been addressed. The
system is ready for Performance Qualification.

Protocol Performed By: Ortho Clinical Diagnostics Representative W/

Name : Kailas Ghait Signature:
Designation . Sr. Territory Manager Date: 10/12/2020
Company . Ortho Clinicai Diagnostics

Validation Team From Central Clinical Laboratory Pravara Rural Hospital:

Name MY KN Hotleos— Smnaturem

Designation RS SV m‘gz ‘ Date: “q@

Department : %T’bCh@f@Bm
Name My Phawee b E Signature : W
Designation e = &VQ; T@QJ) i Date : L/{ 00T

Department : @77) (’/j‘) one) ;:b f)‘rj

Customer Authorizations:
Name B Bﬁ‘%(ﬁﬁqﬂ%@{&

Designation : PSD’P = ’HQD—\J @l’bﬁb% \Xa70

Signature  : 5. S Jole

Date : 1o (| 2e2e
~eresOP & HEAL

{ tROE L TR
THENT OF BIOCHE
@gﬁgﬁdj MEDICAL COLLEGE

3 Y
LOMI-413738, AM SNDY Page 24 of 24
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I. APPROVAL OF THE PQ PROCEDURE:

Both Central Clinical Laboratory, Pravara Rural Hospital and Ortho Clinical Diagnostics are
responsible for Performance check of VITROS® 5600 Integrated System bearing Sr. No J56001041 in '

Central Clinical Laboratory, Pravara Rural Hospital, Loni as per the attached protocol.

Protocol Performed By: Ortho Clinical Diagnostics representative

0 |
)
Name : Kailas Ghait Signature: Q g .
. R v/
Designation . Sr. Territory Manager Date: 10/12/2020
Company :  Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name My kN HoHegss— Signaturew

Designation . S8 - PTD'P Date: 1 0]] ) 2010
- Department : @QWW

Name My B%Q)\O@RT %R Signature: W

Designation . & ‘,fduk qT’eQ,}) . Date: [Q)[\.‘bl A0
Department . Biochem iéﬁb"f

Customer Authorizations:

Name . De-3- N ’]"Qﬂ@/PQ 3Hr
Designation: m{" £ H'QD\@/ @“G mf\lw

Signature : S. - Ty Sa
Date : fQ[ ' ?/’ AOAD

" PROFESSOP & HEAD
PAKYMENT OF BIOCHEMISTRY:.
\ RURAL MEDICAL COLLEGE=.
LOMI-413736,{M.S )INDiR.
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II.

(8]

Ortho Clinical Diagnostics

INSTRUCTIONS:

. An authorized Ortho Clinical Diagnostics representative will check for the performance of the

instrument and enter the specific data as outlined in the Performance Qualification.

The concerned lab personnel are responsible for performance checks described in the Performance »
testing.

The concerned employees of Central Clinical Laboratory Pravara Rural Hospital will verify each
result and sign in each page. The member of the validation team will carry this out.

ALL deviations from the acceptance criteria detailed in thxs document thl be noted n the

,ﬂf\\ . "ﬂ\vm‘g‘ 4_ . .1, e 1 p ‘ﬂ\,‘v Aale H A 1 L. ! J 1. 2y . ", ‘
.- Ty . ER . i 158y b

noted in the COMMENTS sectlon and muqt be resolved prior to issuance of a SYSTEM
CERTIFICATION.
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III.

A TR T Ly

Ortho Clinical Diagnostics

SCOPE

This Performance Qualification protocol will be performed on the VITROS® 5600 Integrated
System, and the Sr. No. J56001041 located at Central Clinical Laboratory Pravara Rural Hospital,
Loni.

This protocol will define the documentation that will be used to evaluate the instrument’s
performance check in accordance with the manufacturer’s specifications and intended use.
Successful completion of this protocol will verify that the instrument identified has been
performed in accordance with the intended usage.

T AP T, LR R : . : R TS AR SRS LI

1 0 N . 1 ? Y s
S R R BT A e I e T | e b D T B NI 4 e T A pf DR B TR AT B SR LU L RTINS 3T e e T
h ¥ 7 SRS IS USSR S F IC LU O P LT L L ¥ EeTn S SE U e o S TE I UL Uit

proper information/sequence and utilities.
Trained, knowledgeable personnel will perform Performance Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated, and the appropriate course of action
determined. All documents will be initialed and dated.
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IV. PERFORMANCE QUALIFICATION

A. Instrument Identification Verified Date
1. Model Name VITROS 5600 05/12/2020
2. Serial Number J56001041 ' 05/12/2020
T B roilowing 15 a list of fests {6 be performed and veritied: o .
Sr.No. Test Name Test Purpose Initial / Date
01 To see the performance of quality Kailas Ghait
QC Run control material on the equipment on
S selected assay parameters as per the 05/12/2020
specifications given
02 To compare the obtained value with Kailas Ghait
Accuracy Study true values of processed control.
05/12/2020
03 To check the precision performance of | Kailas Ghait
Precision Study the equipment
05/12/2020
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C. Performance Testing:
Test 1
Test Name

Purpose

Method

Analysis of controls:
Note: Analyze controls for ALT (Microslide Rate Chemistry);

Sodium (Potentiometric Chemistry);

BuBc¢ (Microslide End point Chemistry)

Phenytoin (Microslide — Immunorate Chemistry)

dLDL (Microtip Chemistry)

Gentamycin (Microtip Chemistry)

IgM (Microtip Chemistry)

HIT (Microsensor Chemistry)

. TSH (Microwell - Inmunometric assay) &
TT4 (Microwell - Competitive assay).

Ortho Clinical Diagnostics

QC Run

To see the performance of quality control material on
the equipment as per the specifications given
Microslide — Rate Chemistry & Endpoint Chemistry
Microslide — Potentiometric Chemistry;

Microslide — Immunorate Chemsitry;

Microtip Chemistry

Microsensor Chemistry

~ Microwell - Chemiluminescence Immunoassav |

Sr. | Activity Procedure done as per the | Remarks | Done By
No. protocol defined in Vitros 5600
V Docs — System Operation — | Pass/Fail | Date
Quality Control :
01 | Preparing Liquid or Lyophilized | “Instructions for use” of QC Pass Kailas Ghait
control fluids material :
05/12/2020
02 | Creating QC file \Y Dgcs — System Operation — Pass Kailas Ghait
' Quality Control — Define control
fluids 05/12/2020
03 | QC sarpple programming and \% chs — System Operation — Pass Kailas Ghait
analysis Quality Control — Process
Control fluid samples & Review 05/12/2020
the Control sample results.
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Test 11
Test Name

Purpose

Method

Analysis of controls:

Ortho Clinical Diagnostics

Accuracy

To see the accuracy of obtained quality control value
in comparison with the expected mean values.

Microslide; Microtip; Microsensor and Microwell

method as mentioned above

Note: Analyze controls as mentioned above.

| Procedure dome as per thne

I

Kemarks |

Sr. | Acuviy ‘Done By
No. protocol defined in Vitros 5600
V Docs — System Operation — | Pass/Fail | Date
Quality Control
01 | Preparing I,Jiquid or Lyophilized ‘Instrx‘ictions for use’ of QC Pass Kailas Ghait
control fluids material
05/12/2020
02 | QC sa_mple programming and \% Dpcs — System Operation — Pass Kailas Ghait
analysis Quality Control — Process
Control fluid samples & Review 05/12/2020
the Control sample results.
03 | Accuracy Analysis Cgmpare the obtained Q.C value | Pass Kailas Ghait
with mean of expected value as
mentioned in the QC Value 05/12/2020
chart.
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Test 111

Test Name
Purpose
Method

Ortho Clinical Diagnostics

Precision Study
To see the precision performance of the equipment

Microslide — Rate Chemistry & Endpoint Chemistry
Microslide — Potentiometric Chemistry;

Microslide — Immunorate Chemsitry;

Microtip Chemistry

Microsensor Chemistry

Microwell - Chemiluminescence Immunoassay

Laadly A0 VIO T PFedulinaniCe’ variilel T covan 1 wulluui | 0F ul€” 10LowWIE sty L

ALT (5x 7 times), Nat+ (5 x 8 times), dLDL (6 x 6 times), BuBc (5 x 7 times)
Analyze TDM Performance Verifier Level 3 for Phenytoin (5 x 7 times).
Analyze TDM Performance Verifier Level 1 for Gentamycin (6 x 6 times).
Analyze Protein Peformance Verifier Level 1 for [gM (6 x 6 times).

Analyze Microsensor Check Fluid Level [ for Hemolysis, Icterus and Turbidity (20 times
each).

Analyze all the three levels of Vitros Total Thyroid controls for Microwell —
Chemiluminescence Immunoassay TT4 and TSH (10 times each).

Calculate the Mean, SD and CV%.

Acceptance Criteria :

Sr. Analyte ~ Control Level Precision Limit

No.

01 ALT PV I <22S8D

02 Sodium PV I <0.69% CV
73 dLDL PV I SD<1.1

04 Bu PV 1 <0.3SD

05 Be PV I <0.6 SD
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Phenytoin

Ortho Clinical Diagnostics

06 TDM PV 11T <0.75 SD
07 Gentamycin TDM PV I SD <0.11
08 [gM Protein PV | SD < 2.1
09 Hemolysis MS Check Fluid Level I SD <44
10 Icterus MS Check Fluid Level I SD<04
11 Turbidity MS Check Fluid Level I SD<14.8
Total Thyroid Control CV% <49
Level 1
k) T4 . L .
A RAa s T TV S 4.0
Level 3 CV%<6.0
Total Thyroid Control CV% < 10.9
Level 1
13 T5H Level 2 CV%<4.9
Level 3 CV% <47

* Reference: The acceptance SD & CV% has been taken from Manufacturer’s recommended limits.
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Table for Record the Obtained Q.C Values :

Test Name:

Control Lot:

Ortho Clinical Diagnostics

Control Level:

Expiry Date:

Sr. No | Obtained Q.C Value

Range of the

Comparator

Mean of the
Comparator

Remarks

Done By

Pass / Fail

Date

01

06

07

08

09

10
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V. COMMENTS:

Deviation:

Nil

Impact On Operation:

Nil

Corrective Action:

Nil

Ortho Clinical Diagnostics
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VI. System Certification

Study data has determined that the system described in this document either meets all criteria outline in
this Performance Qualification Protocol, or exceptional conditions have been identified and
documentation included. Exceptional conditions, if any, have been addressed. The system is ready for
specified usage.

Protocol Performed By: Ortho Clinical Diagnostics Representative W
Name . Kailas Ghait Signature: / )

Designation . Sr. Territory Manager Date: 05/12/2020
Comnanv - Ortho Clinjeal DHAgNOSHES . oo corinimi s s i

T S A T e T BT L R R e T T e TR e T

Validaﬁon Team Central Clinical Laboratory, Pravara Rural Hospital:

Name ST KN Wl Signature:
Designation . ASKD mﬂz : _ Date: (9}’“ W;
Department : 2316 Q)ng -

Name Iy B%QJUJO\Q ﬂ& Signature: (/

Designation : & [Q\/& T@bmg‘m\, Date: O’Y{ (,J 200
Department : gﬂ)CbW() ?5d70

Customer Authorizations:
Name S L IRRNE K QA0 Ao
Designation : m 1? . : %’D Ch—Qfﬂ ) W

Signature  : St Tomyle

Date a0 1] S0
T EROFESSOP & HEAD
DEPARYVMENT OF BIOCHEMISTRY
- RURAL MEDICAL COLLEGE

LOMI-413736,{M.S JINDIA
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