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BS 240 Pro

Automated Clinical Chemistry Analyzer

Qualification Manual:
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INSTALLATION QUALIFICATION

INSTRUCTIONS:

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

2. Anauthorized 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 |s in no way to be copied,
photographed or duplicated in any way without expressed written authorization by
Mindray.

INSTALLATION QUALIFICATION PROT ﬂ{.';HL:

This Installation Qualification protocol will be performed on the Instrument installed at,

DOC OPD LABS

NOIDA _
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 durin
for review. Exceptional conditions will be inv

determined.

10/00/PQ -BS 240 Pro
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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 canditions have been
identified and documentation included. Exceptional conditions if any have been addressed.
The system is ready for specified usage.

Pratocol performed by: AVANTOR REPRESENTATIVE

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

Signature: '

Customer Authorization:

10/00/PQ -BS 240 Fro
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CERTIFICATION QF INSTALLATION -

Analvzer Mame: BS 240 Pro

seral Mumber: BC-8-88000013

CUSTOMER NAME & ADDRESS:

DOC OPD LABS

N 1A
WO A
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REPORT

The undersigned performer certifies that the Installation (ualification Protocul has

neen successfully completed for the Instrument stated above,

Authorized Engineer,

Signature:

Name: Mr.Amol Patil
Designation: Area Service Manager

Ci -.|'|;-.'| ny: Avantor

10/00/ P -BS 240 Pro
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Installation Qualification Notes & Atiachments

OPERATIONAL QUALIFICATION

EYSTEM CERTIFICATIOMN:

v date has determined that the system describoed i this decument meets all

witlined in this Operational Qualification protocel, All exceptiomal condit

ed. The systom is ready [or AT ifind us T

Mame: Mr.Amol Patil
Area Service Manage

Company: AVANTOR

DOC OPD LABS
NOIDA

TMEINEET S '_‘.i:":f".'.‘i'“.”-E

AUTnorded g

Date: 0B.06.2022

e (VA OGR2022
Datie: BH UL lid

-
4-'.."\,'_
10,0079 -BS 240 Pro
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INSTALLATION VERIFICATION REPORT

1 Lt i I tH T vl b the : T ;
| I 1 1 T | T RET I |l Lot | W
PHRE- IRSTALLATION [ REM AT
v | 1 Checko
[ 0
5 e 1L 1 | ver
Electrical input Checked & Passs
§ 1 ¥ [ ¢ o
srature and Humidity Pagoad
\ Passieil
Vi
- k:
I
ACRING & INSTALLING THE CONSOLE l Passed
- ¥ - ..- ] ik - T I-III:I + P .I..:.. | 1 . |
ALLING THE FLECTRICAL CABLES = = herke
[ NG & INSTALLTNG THE ANALYTICAL URIT Passed
F ! i - . = Quccess
i THE AMALYTICAL UNIT . Dl _ Suceess

TENTS VERIFICATION

DE. ARUN KUMAR

Dasignation: M.D PATHOLOGY

% i |
[0/ -BS 240 Pro
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The Dperational Qualification procedure specifies the methodology for the installation of the
specified system after successtul Installation qualification. Successful completion of the
specified protocols and is ready for operation and subsequent performance analysis,

00Q PROCEDURES:

System software loading.

System Booling and Initialization

Basic System Checks.

Importing Chemistries & Calibrating Chemistries.
Running Contrels.

Operators Training Schedule.

(LA Ll I

Beferences:

1. Operation Manua! -BS 240 Pro
2 Service Munual - BS 240 Pro
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SYSTEM CERTIFICATION:

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

Protocol performed by: @M_EE_F_EES_EM&M

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

Company: AVANTOR

Customer Authorization:

pOC OPD
NOIDA

Authorized Engineer's Si g LU

4
Date: 08.06.2022

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

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

DR, ARUN KIIMAR
Vira) kale
Manager-Technical Designation: M.D PATHOLOGY
IVD-Automation
© A
[ sl re;

1/0Q/PQ-BS 240 Pro
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WLWM&W

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

OPERATIONAL QUALIFICATION PROTOCOL BEMARKS
1] CHECKING THE ANALYTICAL UNIT
A] SOFTWARE BOOTING & INTTIALIZATION Success
8] BASIC SYSTEM CHECKS & VERIFICATION Verified

2] IMPORTING & CALIBRATING THE CHEMISTRIES Success

3] RUNNING CONTROLS Success
Completed

4] TRAINING THE OPERATORS

Mr. Amol Patil

10/00Q/PQ -BS 240 Pro
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Tests Validated - Glucose, Urea, Creatinine, Total Cholesterol, Triglycerides, Total Protein, Uric
Acid. SGPT, SGOT, Albumin, Total Bilirubin, Direct Bilirubin, Alkaline Phosphatase, LDH

[Analyzer Modsi & Serial No__ ~ | BS240 Pro & BC-B-88000013 §

Date of Validation 08.06.2022 ]
| Method — |Phetemebty s |
Manufacourer | snenzhen Minaray Bio-Medical Electronics Co, Ltd_
INameofLABORATORIES __ |DOCOPDLABS —
!‘_I,EHLH'I-‘IEHK _1 LABORATORY PR

Within run precision report protocol:
20 replicates each of Randox chemistry control Level 3 analyzed on BS 240 Pro hearing the serial
number BC7-18001355 continuously to verify the precision

Summary:
‘ <o ‘ — r«tanu;c::rer's Observed CV%
1 | Glucose(mg/d] </=3.0% 11%
| 2 Urea (mg/dl} ' </=4.0% 0.7%

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

4 Total Cholesterol (mg/dl) </=3.0% 0.0% |
)| . Triglycerides (mg/dl) </=3.0% 0.6%

b Total Protein (g/dl) </=3.0% 0.8%
F= 7 Uric Acid (mg/dl) 39
I 8- ~ SGPT (U/L) 1
5 T __SGOT(U/L] SN
10 | Albumin (g/dl
31 | Total Bilirubin (mg/¢

[_12 _UIELI_EIEINEIEH ‘nﬂ

Conclusion:
Within run precision of the
with various sample volume, I

fixed-time kinetic
& tabulated.

2 well within

The Percentage coefficienty
the acceptable limits (Man

Reported By
Name
Designation
Company
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} AcTuracy

1 Li [} [} it Ba Sy r | B5% 240 Pro B S No: BC.R AROO001 1
i 173
[ Photometry ay 1770
F i _'l'lll'h- n Mindray Bio-Modical Flactranics e Pl
iy H | SO QP LAY
| Lk atory
% TESTS VALIDATED Lo, Urea, Creatinine, Total Cholesserol, Triglycorides, 5G0OT, 5GP
- Albuming, Total Proteln, Albumin, Total Proteln, Total Biiirebin Diree
ACCuracy protoco
B%-240 Pro- 5. No! BC-8-28000013 bioon verifiod by anabysing | , j
| 017 18
> No Parameter Value Obtained Calibrator Concentration
— |
] 1
i : .
[ [E}
13
2 L
i : o |
11 |
580
= 3.6 l
5. 70 |
= 4l 4,88 |
il BBRILYmesdl] 257 I
b6 by analyting the Multi-Sera Calibrator the results ebtalnied were
Reported Hy
-
3
- "\ i
L -
e X
[} f 1 :
or -..E‘
g &

LY '--
et i + '
»:-L' A TRy
':' W
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[LINEARITY ANALYSIS REPORT B

7\ J avantor

Date of Analysis: 08.06.2022 Analyte: GLUCOSE
Customer Site: DOCOPD LABS Test Equip: Mindray B5-240 PRO
Analyst: Viraj Kale Serial Number: BC-8-88000013
[CINEARITY PLOT |
METHOD LINEARITY v=09 02087
: ]|
GLUCOSE GLUCOSE Linear [GLUCOSE] Linear (GLUCOSE)
&00
i 500 -
s -
o 4m0 —
2 1300 —
: T
< 200 "
5 100 = i |
-
a 100

Linearity Report Generated for Ak

Scanned By Camera Scanner




(\J avantor

[LINEARITY ANALYSIS REPORT |
Date of Analysis: 08.06.2022 Analyte: GLUCOSE
Customer Site: DOCOPD LABS Test Equip: Mindray BS-240 PRO
Analyst: Viraj Kale Serial Number; BC-8-88000013
[LINEARITY VALUES |
i
Linearity Samples (Values in mg/dl)
Sample | Expected | Obtained
0.0% 0 0
25.0% 142 135
50.0% 285 275
100.0% 570 547

Linear Regression Statistics
No. of Samples
Slope
Y-intercept
Correlation (r]

Linearity Report Generated fo
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[LINEARITY ANALYSIS REPORT |

Date of Analysis: 08.06.2022 Analyte: ' UREA
Customer Site: DoC OPD LABS Test Equip: | Mindray BS-240 PRO
Analyst: ' VIRAJ KALE Serial Numbar: | BC-8-88000013
[LINEARITY PLOT |

METHOD LINEARITY

¢ = 09088 « 1970

LUREA UREA Linear (UREA] Lirear [WREA)
R = 00904

250
- 200
=
=180
o
bar -
= 100
=
=
[ =]
= &

o
o 50 100 150 200 250 300
EXPECTED VALUE |

Linearity Report Generated for AKSHAY LABORATORIES
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|LINEARITY ANALYSIS REPORT

(\J avantor

Date of Analysis: 08.06.2022 Analyte: UREA
Customer Site: DOC OPFD LABS Test Equip: Mindray B5-240 PRO
Analyst: VIRAJ KALE Serial Number; BC-B-88000013

ILINEARITY VALUES

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
Slope
Y-intercept
Carratation (r)

4
0.5028
1.98
0.9997

Linearity Report Generated for AKSHAY
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LINEARITY ANALYSIS REPORT ’|
IDate of Analysis 08.06.2022 [Analyte [ CREATININE ]
Customer Site: DOC OPD LABS Test Equip | Mindray BS-240 PRO
= 3 -hnalvsl 'I.TIEE:I.KP-.L E Sarnal Number I BC-A dBO00013
- [CINEARITY PLOT ]
e v
vy o - g = L0275 = BLOTEY
METHOD LINEARITY ity
CREATININE CREATININE Linear {CREATININE) Linmar [CREATIMINE
.I.'l
—7 B
5l o
2
= . 1) -
i ; l , : = . 5 7 B
o]

Tinearity Report Generated for AKSHAY LABORATORIES

=%

T Ao
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[CINEARITY ANALYSIS REPORT |

Date of Analysis: 08.06.2022 Analylo: CREATININE
Customer Site: DOC OPD LABS Test Equip: Mindray BS-240 PRO
Analyst: VIRAJ KALE Serial Number: BC-8-88000013
[LINEARITY VALUES |

Linearity Samples (Values in mg/di)

Ssample | Expected | Obtained
0.0% 0 0
25.0% 2.09 2.24
50.0% 4.19 4.5

100.0% 8.38 8.62

Linear Regression Statistics

Mo. of Samples
Slope
Y-Intercepl
Correlation (r)

mﬂariw Report Generated for IAY LABORATC RIES
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[LINEARITY ANALYSIS REPORT |
Date ol Analysis: 08.06.2022 ~ [Analyto:  TOTAL CHOLESTEROL
Customer Site: DOC OPD LABS Test Equip: Mindray BS.240 PRO
Analyst: VIRAJ KALE Sorlal Number: BC-8-88000013
[LINEARITY PLOT |
yo 0044320 1.4
METHOD LINEARITY o
I TOTAL CHOL TOTAL CHOL Limear [TOTAL CHIN] Linmar (TOTAL CHOL|
0o
o
500
3
3
g G-
E 200 s -_..___,--""
2 100 s
0w :
] 100 200 300 400 500 BO0

Linearity Report Generated fo
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ELINE.I'.\.I'-:?TY ANALYSIS REPORT |
Date of Analysis 08.06.2022 Analyte [TOTAL CHOLESTERD)
Costomer Site: DOC OPD LABS Test Equip | Mindray BS.240 PRO
o Analyst  VIRAJ KALE Serial Numbor. | BC-B-ER00001)
BANDOX L2
Gy LINEARITY VALUES |
B
BAaN ~ r
3 R 17 Linearity Samples {(Values in ||L!:|!'_t_1lr—|
1 ' Sample Expected | Obtained
i 00% | © 0
25.0% 140 130
50.0% 280 274
100.0%. | 560 527

Linear Regression Statistics
Mo, of Samples 4
Slope 0.9443
ki 1,40
1Y -Intercept
] 5987
Caorrelation (r) o

Tinearity Report Ganorated for AKSHAY LABORATORIES
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QC Result

DOC OPD LABS
Measured S0t

Coritral Lot Ne. Chemistry Lot Mo Linit Ryt Mean 5D Flag  Fun CatefTime

RANDOX L2  1417UN (HN Ca 1o mofdl 910 .06 D88 L1-41-2022 15:50:28
RANDOX LD 1417UN (HN Giu-G 1002 mgidl. 1104 117 17.5 11-11-2022 15:58:34
FANDOX L2 1417UN (HN ALT 1002 Ui 0.7 el A 11-11-2022 15:57:22
RANDOXL2Z  L417UN (HN AST 1001 UL 338 I8 7 11-11-2022 1557140
RANDOX L2 1417UN (HN ALP 1001 Uik 189.9 176 J6 Li-1l-2032 15:54:04
RANDOX LZ  1417UN [HN TR 1062 gidL 545 6.1 1:22 11-11-2022 155910
RANDOX L2 1417UN{HN TC 1002 mafdL 1607 159 21 11-11-2022 15:54:40
RANDOX L2 I41TUN [(HN Uk 1002 mgfdl 559 558 0.72 11-11-2622 16:00:27
RANGOX £2  1417UN [HN UREA 1on2 mafdL 4566 448 67 11-11-2022 15:55:92
RANDONLZ  1417UN (HN CREAT DPT mg/fdl 048 1.54 0.32 11-11-2022 155834
RANDOXLZ 1€17UN (HN HDL(C) mofdh. 50,13 51,7 1.7 11-11-2022 16:01:39
RANDOX L2  14I7UN [HN D-bi-0 1 1002 mg/dl. 129 .29 0.7 11-11-2022 16:01:52
RANDOX L2  [417UN(HN ALB 1T 1001 g/dL 4.26 4,12 062 11-11-2022. 15:56:46
RANDOX L2 1417UN (HN T-bi-D T 1006 pmelfl 170 LA4 039 11-11-2022 16:02:28
RANDOX L2 1417UN {HN TG -AGAPPE ma/dl 90.83 929 14.7 1i-§1-2022 16:21:3%

v
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QC Resuit

Dioc opd 1abs:
Measured Sel
Control [ Chermistry’ Lok Ne. unit Fasult Mean SO0 Fiag Risn Datef/Time
RANDOX L3 1174UE (HE1C3 001 mg/dL 1199 12.7 1.2 11-11-2023 1559458
RANDOXLI 1174LUE (HELGlu-G 1092 mo/dl. 2847 285 44 11-11-2022 16:03:22
RANDO® (3 1174UE (HETALT 1002 Ui 160.5 151 30 11-11-2022 16:02:10
RANDOX L3 1179UE (HELAST 1001 UL 155.7 147 30 11-11-2022 16:03:22
RANDOX L3 1174UE (HE1ALP 1001 wiL 341.0 325 4B 11-11:2022 16:00:40
RANDOX L3  1174UE (HE1TP oo gldl 4.19 .68 093 11-11-2022 16:05:46
RANDOX L3 1174UE (HELTC 1002 mgidL 2784 80 36 11-11-2022 16:02:46
HANDOX L3 1174UE (HEIUA 1002 mg/dL  B.82 877 144 11-11-2022 16:08:38
HANDOX L3 1174UE (HE1UREA 1002 mg/dal  118.05 w20 18 11-11-2022 16:04:34
RANDOX L3 1174UE (HE1 CREAT OFT mgidk 130 388 079 11-11-2022 16:06:57
MANDOX L3 1174UE (HEIHOL (C) mg/dl  85.57 934 139 11-11-2022 16:09:57
RANDOX LI 1I174UE (HE1D-Bi-D I 1002 mafdl .54 154 032 14-11-2022 16:10:33
RANDOX L3  1174UE (HE1ALE T 1001 g/ 302 305 046 11-11-2022 16:05:27
BANDOX L3 1I74UE (HELT-bi-B T 1008 pmalfl.  5.29 518 108 11-11-2022 16:11:10
RANDOX L3 1174UE (HE1TG -AGAPPE mgidl  255.88 266 43 11-11-2022 16:21:21
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