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INSTALLATION QUALIFICATION

INSTRUCTIONS:

L. This document is to be completed at time the system in unpacked and setup for
operation,

2._ An authorized Mindray representative will checkout each module and verifies the
alignment.

3. All deviations from normal specification to include any problems with installation will be
noted in the comments section.

4. This document contains proprietary information and is in no way to be copied,

;ﬁﬂzﬂgrapht?d or duplicated in any way without expressed written authorization by
n ra:-,n

INSTALLATION QUALIFICATION PROTOCOL:
This Installation Qualification protocol will be performed on the Instrument installed at,

S.SPATHLAB
SAGAR

This protocol will define the documentation that will be used to evaluate the instrument
documented in accordance with manufacture's specifications and identified use.

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

Any exceptional conditions encountered during the qualification studies will be identified
for review. Exceptional conditions will be investigated & appropriate course of action will be
determined.
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INSTALLATION QUALIFICATION
SYSTEM CERTIFICATION:

Study data has determined that the system described in this document meets all criteria
outlined in this Installation. 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: AVANTOR REPRESENTATIVE

Name: Mr.Amol Patil
Title: Area Service Manager
Company: Avantor

Signature:

Customer Authorization:

S.S PATHLAB
AGAR orL¥d

al A

SO

SIEDALIING: s sopamssnsissssisimsessiasvimmon sy
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CERTIFICATION OF INSTALLATION - REPORT

Analyzer Name: BS 240 Pro

Serial Number: BC-7-18001329

CUSTOMER NAME & ADDRESS:

PATHLAB
SPGAR

The undersigned performer certifies that the Installation Qualification Protocol has
been successfully completed for the instrument stated above.

Authorized Engineer,

Signature: ==

Name: Mr.Amol Patil
Designation: Area Service Manager
Company: Avantor

1Q/0Q/PQ -BS 240 Pro
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Installation Qualification Notes & Attachments:
OPERATIONAL QUALIFICATION
SYSTEM CERTIFICATION:;

Study date has determined that the system described in this document meets all criteria
outlined in this Operational Qualification protocol. All exceptional conditions if any have
been addressed. The system is ready for specified usage.

Protocol performed by: AVANTOR REPRESENTATIVE
Name: Mr.Amol Patil
Area Service Manager

Company: AVANTOR

Customer Authorization:

Authorized Engineer’s Signature

Date: 08.06.2022

1Q/0Q/PQ -BS 240 Pro
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Date: 08.06.2022
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AT T - 5Y VE N RE

This is to certify that the following checks mentioned in the ope rational
verification protocol have been performed and found to be satisfactory.

OPERATIONAL QUALIFICATION PROTOCOL REMARKS
1] CHECKING THE ANALYTICAL UNIT
A] SOFTWARE BOOTING & INITIALIZATION Success
B] BASIC SYSTEM CHECKS & VERIFICATION Verified

2] IMPORTING & CALIBRATING THE CHEMISTRIES Success

3] RUNNING CONTROLS Success

4] TRAINING THE OPERATORS Completed

DR. SU§YA DUBEY

Mr. Amol Patil Desien@tion: M.D PATHOLOGY

(Signature)

13/0Q/PQ -BS 2403 Pro
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OPERATIONAL QUALIFICATION PROCEDURES

The Operational Qualification procedure specifies the methodology for the installation of the
specified system after successful Installation gualification. Successful completion of the
specified protocols and is ready for operation and subsequent performance analysis.

0Q PROCEDURES:

1. System software loading.

2. System Booting and Initialization

3. Basic System Checks.

4. Importing Chemistries & Calibrating Chemistries.
5. Running Controls,

6, Operators Training Schedule.

References:

1. Operation Manual -BS 240 Pro
2. Service Manual - B5 240 Pro

1Q/0Q/PQ -BS 240 Pro
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SYSTEM CERTIFICAT 10N:

Study data has determined that the system described in this document meeLs all criteria
outlined in this Performance Qualification protacol, or exceptional conditions have been
identified and documentation included exceptional conditions, if any have been addressed.

The system is ready for speci fied usage.

Protocol performed by: ﬂﬁuﬂlﬂmﬁmﬂ

Name: Viraj Kale
Title: Manager-Technical
IVD- Automation

Company: AVA NTOR

Custompr Authorization:
5. PATHLAB.
|'\l,'|"l

b ™
o
s "I‘

IS

0
Authorized Engineer’s Signature Lusigg"r s Signature

Date: 08.06.2022 Date: 08.06.2022

10/0Q/PQ -BS 240 Pro
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PERFORMANCE QUALIFICATION VERIFICATION REPORT

This is to certify that the following checks mentioned in the performance verification
protocol have been performed and found to be satisfactory.

Viraj Kale

Manager-Technical
IVD-Automation

f’-]M'

L‘-." -~ Signature:

1Q/0Q/PQ -BS 240 Pro
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Tests Validated - Glucose, Urea, Creatinine, Total Cholesterol, Triglycerides, Total Protein, Uric
Acid, SGIT, SGOT, Albumin, Total Bilirubin, Direct Bilirubin, Alkaline Phosphatase, LDH.

' Analyzer Model & Serial No ' BS 240 Pro & BC-7-18001329 .

Date of Validation | 08.06.2022 o

Method Photometry R

Manufacturer Shenzhen Mindray Bio-Medical Electronics Co., Ltd
| Name of LABORATORIES | S.SPATHLAR R

Department LABORATORY

Within run precision report protocol;
20 replicates each of Randox chemistry control Level 3 analyzed on BS 240 Pro bearing the serial

number BC7-18001355 continuously to verify the precision

Summary:
S. No Pasasti Manufacturer's | Observed CV%
CVi%

1 Glucose [mg/dl) </=3.0% - 11%
| 2 | Urea(mg/dl) < /=400 0.7%

3 Creatinine (mg/dl) </=3.0% 0.9%

4 Total Cholesterol (mg/dl) </=3.0% 0.0%

5 Triglycerides (mg/di) </=3.0% 0.6%

6 Total Protein (g/dl) </=3.0% 0.8%

7 Uric Acid (my/dl) </=3.0% | 0.3%
B SGPT (U/L) </=3.5% 0.9%
9 SGOT (U/L) </=3.5% 0.5%

10 | Albumin(g/dl) | </=30% 0.4%

11 | Total Bilirubin (mg/dl] = </=5.0% 0.6%
|12 | Direct Bilirubin (mg/dl) </=4,0% 0.8%
Conclusion:

ters involving the mades, endpoint & fixed-time kinetic

Within run precision of the parame
volume, wavelengths were completed & tabulated.

with various sample volume, reagent

The Percentage coefficient variation (CV %
the acceptable limits (Manufacturer's CV%

{ kﬂ"’LF

1) of all the parameters obtained are well within
on BS 240 Pro

f
Reported By -
Name - Viraj Kale
Designation - Manager Technical
Company - Avantor

1Q/00/PQ -BS 240 Pro
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Accuracy:

[ Equiprient name & Serial No | BS-240 Pro & S. No: BC-7-18001329

[ Validated during 08.06.2022
Method Photometry at 37°C

- Manufacturer Shenzhen Mindray Blo-Medical Electronics Co., Ltd
Name of LabaratoryHospital 5.5 PATHLAB
Department Laboratory

TESTS VALIDATED - Glucose, Urea, Creatinine, Total Cholesterol, Trighpoerides, 5GOT, SGPT,

Albumin, Tatal Protein, Albumin, Total Protein, Total Bilirubin, Direct

Bilirubin, Calcium

Accuracy protocol:

The accuracy of BS-240 Pro- 5. No: BC-7-18001329 been verified by analyzing Multi-Sera Calibrator LOT

No 150121008,
5. No Parameter Value Obtained Calibrator Concentration
1 Glucose (mg/dl) 191 190
2 Urea (mg/di) 102 102
3 Creatinine (mg/dl) 4.05 4.53
4 TC (mg/dl) 160 164
5 TGL (mgfdl) 132 131
6 SGOT (U/L) 108 110
7 SGPT {U/L) 103 103
8 | Ca (mg/di) 11 10.57
9 UA(mg/di) 5.80 576
10 Albumin (g/dl) i6 3.68
11 TP {g/dl) 5.70 5.82
12 T.BILl (mg/dl) 4 88 4.72
13 D.BILI{mg/dl) 2.57 2.75
Conclusion
BC-7-18001329 has been verified by analyzing the Multi-Sera Calibrator the results obtained were
satisfactory
Reported By
KA
ik il
Viraj Kale
Manager- Technical
IVD-Automation

+91-9930033581
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[LINEARITY ANALYSIS REPORT |

[Date of Anaiysis | oao0e0z Ansiyte % Gl uCosSE
stomer Site 5.8 PATHLAR Tent Fguip Mindray B8 240 PRO

e - = e L

Analyst Vira) Kale Berial Mumber | BC TVR00TIIY

[LINEARITY VALUES |

Linesr Regrossion Statisti ¢
Ho of Ssmples F
Slope R
¥ Aot &0
Correlstion (] 1 POOD
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|LINEARITY ANALYSIS REPORT |
|Date of Analysis: 08.06.2022 Analyte: UREA
Customer Sita: 5.5 PATHLAB Test Equip: Mindray B5-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
[LINEARITY PLOT |
| Se———e i I
METHOD LINEARITY
® UREA  ® UREA Linear (UREA)  Linear (UREA} | "'ﬂl‘,m:_:;;;;'ﬂl‘
250
| 1200 /
13
3 150
B B
= 100
=
191 50
\ /
o 50 100 150 200 250 300

| EXPECTED VALUE

Linearity Report Generatad for AKSHAY LABORATORIES ‘y/_ i
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[LINEARITY ANALYSIS REPORT |
Date of Analysis: 0B6.06.2022 Analyte: UREA
Customer Site: $.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
|LINEARITY VALUES 1
Linearity Samples (Values in mg/dl)
Sample Expected | Obtained
0.0% 0 0

25.0% 60 56.81

50.0% 120 113.27

100.0% 240 217

Linear Regression Statistics
No. of Samples 4
Slope 0.9028
Y-Intercept 1.98
Correlation (r) 0.8997

Linearity Report Generated for AKSHAY LABORATORIES !
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[LINEARITY ANALYSIS REPORT B

[Date of Analysis: 08.06.2022 Analyte: CREATININE
Customer Site: 5.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Mumber: BC-7-18001329
|LINEARITY PLOT |

o N y = 1.0275x + 0.0741
METHOD LINEARITY R = 0.9994
@ CREATININE @ CREATININE Unear (CREATININE)  ——Linear (CREATININE) _ |
10
= e
LIl
s
G5
|
| ; : |
8,
' 1
| 0w
0 1 2 3 4 5 5 7 8 9
EXPECTED VALUE |

Linearity Report Generated for AKSHAY LABORATORIES Ky
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[LINEARITY ANALYSIS REPORT

(\J avantor

Date of Analysis: 08.06.2022 Analyta: TOTAL CHOLESTEROL
Customaer Site: 5.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
[LINEARITY VALUES |

Linearity Samples (Values in mg/dl)
Sample Expected | Obtained
0.0% 0 0
25.0% 140 130
50.0% 280 274
100.0% 560 527
Linear Regression Statistics
MNo. of Samples 4
Slope 0.9443
Y -Antercept 1.40
Correlation (r) 0.9997

Linearity Report Generated for AKSHAY LABORATORIES
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|LINEARITY ANALYSIS REPORT |
Date of Anatysis 08.06.2022 Analyte: TRIGLYCERIDES
Customer She: S.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst VIRAJ KALE Serial Number- BC-7-18001329
[LINEARITY VALUES |
Linearity Samples (Values in mg/di)

Sample Expected | Obtained

0.0% 0 0

25.0% 133 126

50.0% 266 252

100.0% 532 470.00

Linear Regression Statistics
No. of Samples 4
Slope 0.8816
Ydntercept 6.80
Comelation (r) 0.9992

Linearity Report Generated for AKSHAY LABORATORIES

o
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[LINEARITY ANALYSIS REPORT |
Date of Analysis: 08.06.2022 Analyte: TOTAL PROTEIN
Customer Site: S.S PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
[LINEARITY PLOT |
=0.9575 ll.ml1
METHOD LINEARITY L =siyives
[ ® TOTPROTEN @ TOTPROTEN ——Linear (TOT.PROTEIN) —— Linear (TOT.PROTEIN) |
10
9
413 /
3|7
Z(6
8l s
B3
Sl2
1 /
o
0 1 2 3 q 5 1] 7 B L] 10
= EXPECTED VALLIE

Linearity Report Generated for AKSHAY LABORATORIES i 3
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[LINEARITY ANALYSIS REPORT |
Date of Analysis: 08.06.2022 Analyte: URIC ACID
Customer Site: 5.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
ILINEARITY PLOT Nl
METHOD LINEARITY y = 1.0296x + 0.088
- _ R'=08%87 |
® URICACID = URICACID Linear (URIC ACID) Linear (URIC ACID) | |
20
18 ]
14
E 12
4 10
& | B
e
O], L
F
0w
o k] 4 & B 10 12 14 16 i 20
| EXPECTEO VALUE | - |

Linearity Report Generated for AKSHAY LABORATORIES &
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[INEARITY ANALYSIS REFORT ]
Date of Analysis: 08.06.2022 Analyte: URIC ACID
Customer Site: 8.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001320
[LINEARITY VALUES K
Linearity Samples (Values in mg/dl)
Sample Expected | Obtained
0.0% 0 0
25.0% 4.38 4.5
50.0% 8.77 9.26
100.0% 17.54 18.03
Linear Regression Statistics
No. of Samples 4
Siope 1.0296
Y-Intercept 0.05
Correlation (r) 0.9999

Linearity Report Generated for AKSHAY LABORATORIES ﬂ?/-
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|LINEARITY ANALYSIS REPORT |
Date of Analysis: 08.06.2022 Analyte: SGPT
Customer Site: 5.5 PATHLAB Test Equip: Mindray B5-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
|LINEARITY PLOT |
METHOD LINEARITY y=10157%-0.2
. R' = 0.9999
SGPT @ SGPT ——Linear [SGPT) ——Linear (SGPT)
350
300 /
3 |2s0
E
| > 200
o {
| % 150 L]
@ 100
4] :
50 /
0
l 0 100 150 200 250 300 350
|
1 | exPeCTED vALUE n

Linearity Report Generated for AKSHAY LABORATORIES
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[LINEARITY ANALYSIS REPORT

f\J avantor

Date of Analysls: 08.06.2022 Analyte: SGPT
Customer Site: S.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
|LINEARITY VALUES |
Linearity Samples (Values in IU/L)
Sample Expected | Obtained
0.0% 0 0
25.0% 75.5 75
50.0% 151 155
100.0% 302 306
Linear Regression Statistics
No. of Samples 4
Slope 1.0157
¥ <4ntercept -0.20
Correlation (r) 0.999%

P
Linearity Report Generated for AKSHAY LABORATORIES i‘(/:" 3
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|LINEARITY ANALYSIS REPORT |
Date of Analysis: 08.06.2022 Analyte: SGOT
Customer Site: 5.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
|LINEARITY PLOT B
. METHOD LINEARITY ———
_ y=1.0231x-0.6
|_ ® SGOT = SGOT Linear (SGOT) Linear (sGom) | LR =09999
350
300
3 [2s0
(.
[=]
Z 150
o
& (100
(=)
50
i
0 50 100 150 200 250 300 350
EJ\‘.PEI.TI;‘DTVRE'

Linearity Report Generated for AKSHAY LABORATORIES )y/,
y 3
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[LINEARITY ANALYSIS REPORT |

Date of Analysis: 08.06.2022 Analyte: SGOT
Customer Sita: $.S PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Numbear; BC-7-18001329

[LINEARITY VALUES

Linearity Samples (Values in IU/L)

Sample Expected | Obtained
0.0% 0 0
25.0% 73.5 73
50.0% 147 151
100.0% 254 300
Linear Regression Statistics
Mo. of Samples L
Slope 1.0231
Y-Intercept -0.60
Correlation (r) 1.0000

Linearity Report Generated for AKSHAY LABORATORIES @/
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|LINEARITY ANALYSIS REPORT |

Date of Analysis: 08.06.2022 Analyte: ALBUMIN
Customer Site: 5.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number; BC-7-18001328
|LINEARITY PLOT B

METHOD LINEARITY Pm

] R' = 0.9963
Linear [ALBUMIN]  ——Linear |ALBUMIN]

| | ® ALBUMIN @ ALBUMIN

‘ [

ik
| |2

2 e

I:i

apn

2

o |

|52
| In|

=1

D&
[v] 1 2 3 E| 5 [ 7
IE.‘I.'I"E'lf.'TEl:I'hl’.ﬂlﬁ.l..rE

Linearity Report Generated for AKSHAY LAHDRATGRIEBﬁ/
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(UINEARITY ANALYSIS REPORT | = tor
08.06.2022 Analyte: ALBUMIN
5.5 PATHLAB Test Equip: Mindray BS-240 PRO
VIRAJ KALE Serial Number: BC-7-18001329
|LINEARITY VALUES

Linearity Samples (Values in gidl)
Sample Expected | Obtained
0.0% 0 0
| 25.0% 1.52 1.36
50.0% 3.05 288
100.0% 6.1 5.19

Linear Regression Statistics
Mo. of Samples 4
Slope 0.8524
f-Intarcapt 0.08
Correlation (r) 0.9982

Linearity Report Generated for AKSHAY LABORATORIES %
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|LINEARITY ANALYSIS REPORT |
Date of Analysis: 08.06.2022 Analyte: TOTAL BILIRUBIN
Customer Site: 5.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-T-18001329
|LINEARITY PLOT |
METHOD LINEARITY
| __ l_ Tﬂrﬂl ] TﬂT.IH._—-—.E;ar{IDT.BIL] unur{fm.au} ::;,:.Z
1 -
("] ln |
g 8 / |
s
2|6
£ i)
4
3|
2
) /
0 2 4 B B 10 12
- EXPECTED VALUE |

Linearity Report Generated for AKSHAY LABORATORIES }2
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|LINEARITY ANALYSIS REPORT B
[Date of Analysis; 08.06.2022 Analyte: TOTAL BILIRUBIN
Customaer Site: 5.5 PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-T-18001329
[LINEARITY VALUES |
Linearity Samples (Values in mg/dl)
Sample Expected | Obtained
0.0% 0 0
25.0% 2.59 2.45
50.0% 5.18 5.11
100.0% 10.36 10.03
Linear Regression Statistics
No. of Samples 4
Slope 0.9711
Y-ntercept 0.00
Correlation (r) 0.9993

o
Linearity Report Generated for AKSHAY LABORATORIES y/
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[UNEARITY ANALYSIS REPORT ]
Date of Anatysin: | 08.11.2021 Analyte: DIRECT BILIRUBIN
Custome: Site: 5.5 PATHLAB Tesl Equip: Mindray BS-240 PRO
Avslyst | VIRAJKALE Serial Number: BC-7-18001329
|LINEARITY PLOT 1
METHOD LINEARITY
® DAL " DB Unear (0. BIL) Linear II:IHL'II = (LES38y + 0,0959
vk | wa 09942 |
3
5hs N
> 3
E !I- 5
|
E 1
0%
o
0 0.5 1 15 2 25 3 15 |
EXPECTED VALUE | |

Foa W ol

Linearity Report Generated for AKSHAY LABORATORIES ﬂ/
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[LINEARITY ANALYSIS REPORT |
Date of Analysis: 08.11.2021 Analyte: DIRECT BILIRUBIN
Customer Site: S.S PATHLAB Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-7-18001329
[LINEARITY VALUES |
Linearity Samples (Values in mg/dl)

Sample Expected | Obtained

0.0% 1] 0

25.0% 0.77 0.86

50.0% 1.54 1.55

100.0% 3.09 2.8

Linear Regression Statistics

No. of Samples
Slope
Y-ntercept

Correlation (r)

4
0.8938
0.10
0.9971

Linearity Report Generated for AKSHAY LABORATORIES

P




b LR e L

Measured Set
Contral Lot Mo Chemistry Uit Result Mean 50 Flag  Run Date/Time
CONLZ 1SS0UN  GLUR ma/dl 116 11 83 04-12-2022 10:30:31
CONL2 I1S50UN  CHOLR mafdl 173 157 10 305 04-12-2022 10:25:46
COoNLZ 1S50UN  CHOLR mg/dl 160 157 10 04-12-2022 11:07:01
COomL2 1S50UN  TGR mafdL 97 96.5 7.65 04-12-2022 10:25:16
CONL2 1S50UN  SGOTR YL o 36 3.5 04-12-2022 10:29:31
CONL2 1S50UN  SGPTR WL 436 41 q 04-12-2022 10:29:46
CONL2 1550UN  CREATH mgfdl. 151 147 015 04-12-2022 10:28:31
CONLZ 1SS0UN  ALBR g/l 4.14 406 031 04-12-2022 10:27:16
CONL2 1SS0UN  ALPR L 218.7 03 15 04-12-2022 10:31:31
CoNLZ 1550UN  CAR mgidl. 9.3 B74 042 04-12-2022 10:27:46
ConLz 1550UN  TPR gydL 54 574 D58 04-12-2022 10:33:17
CONL2 1S50UN  UREAR mgidl 424 439 33 04-12-2022 10:32:16
CONLZ 1550UN  UAR mgidL  5.65 575 037 04-12-2022 10:28:31
CONL2 1S50UN  HDMR majdl 498 506 39 04-12-2022 10:35:47
CONL2 1550UN  D-BILIH mg/dL  1.15 112 012 D4-12-2022 10:29:01
CONLZ 1S50UN  T-BIUH mg/dL  1.66 168 0.14 04-12-2022 10:26:31
COoNL2 1S50UN  LOL majdl  96.1 B8S 10 D4-12-2022 10:35:32
CONL2 ISSO0UN  IROMB pafdl  108.2 4 93 D4-12-2022 10:35:17

Print Date/Time: 05-12-2022 20:19:19 Page 1ol 1



