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Customer: HEER CLINICAL LABORATORY
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Equi .
went. BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER

Title: 1Q,0Q & PQ DOCUMENT

Doc. No. : TMQ/060618/HEER/BC240

Installation Qualification for Mindray BS240 Sr. No.:- YX-85001600

Customer Name : HEER CLINICAL LABORATORY
Contact Person : DR. ANIL SHAH
Instrument Model : BS240
(6 Serial No. : YX-85001600
Date Of installation :06/06/2018

The instrument was installed And was found to be working satisfactory. Preliminary Customer
Training was provided And standardization of the parameters Were done. The results were
found to be within the expected range and system found to be working satisfactorily.

Customer: HEER CLINICAL LABORATORY

116,National Plaza,Opp. Aurvadic College,Lal Darwaja Road,Surat.

Service Engineer

Customer
.

A\ Z
2
Signature: W

‘ Signature: g :
@ “lu»ﬁ‘/
—r\’

TANISH MEDIQUIP

ReGI. OFFICE — D-228,230,232 UDHNA UDHYOG NAGAR SANGH , ROAD NO. 10, UDHNA, SURAT(GUJARAT).

M-9978942271/73/75
EMAIL- TANISHMEDIQUIP@GMAIL.COM
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Customer: HEER CLINICAL LABORATORY

Equipment: BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER
Title: 1Q,0Q & PQ DOCUMENT

Page 2 of 8

Doc. No. : TMQ/060618/HEER/BC240

/ Installation Certificate For BS240 Sr. No.- YX-85001600

This is to certify that the instrument BS240 Sr. No:- YX-85001

600 is successfully
installed and commissioned at:

HEER CLINICAL LABORATORY
116,National Plaza,Opp. Aurvadic College,Lal Darwaja Road,Surat

O and the Installation Protocol/ checklist has been Successfully completed for the
above Instrument.

Date of Installation :06/06/2018

TMQ, Technical Services Department

(, Service Engineer Customer

: . - Signature:
Signature: (é‘:\ /
‘\ < / <

UJARAT).
;Ams:r:lcsemcll)l-"zpzs 230,232 UDHNA UDHYOG NAGAR SANGH , ROAD NO. 10 , UDHNA, SURAT(G ]
EGI. = ’ ’

M-9978942271/73/75
EMAIL- TANISHMEDIQUIP@GMAIL.COM
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?ustomer: HEER CLINICAL LABORATORY Page 3 of 8 ol
Equipment: BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER
Title: 1Q,0Q & PQ DOCUMENT Doc. No. : TMQ/060618/HEER/BC240

Installation Qualification for Mindray BS240 Sr. No.:- YX-85001600

Customer Name : HEER CLINICAL LABORATORY
Contact Person : DR. ANIL SHAH
Instrument Model : BS240
Serial No. 1 YX-85001600
‘ Date Of installation :06/06/2018

Initial Inspection of the unit carried out and the details are as follows:

System Condition Report:

Found the system to have been delivered in satisfactory condition and no external
physical damaged observed on the same,Package was kept in good Condition as

D per the directional indicators like not tilt, indicating the system has not been
subjected to mechanical shocks or stored in any manner, so as to cause any
damage to the same.

TANISH MEDIQUIP

REGI. OFFICE — D-228,230,232 UDHNA UDHYOG NAGAR SANGH » ROAD NO. 10 , UDHNA, SURAT(GUJARAT).
M-9978942271/73/75

EMAIL- TANISHMEDIQUIP@GMAIL.COM
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Customer: HEER CLINICAL LABORATORY
Equipment:
. BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER
e: 1Q,0Q & PQ DOCUMEN
T
Doc. No. : TMQ/060618/HEER/BC240

Madi Quip

Page 4 of 8

Found all the required accessories as required.
Intallation Procedure And Checklist Attached for the records.

External Requirement for Installation:

1. Input voltage of 220V-240V/50Hz or 60 Hz.

2. Recommended operating Temperature is 15-30 degree Celsius, with in Relative
Humidity 30-85% and Atmospheric pressure 70-106kPa.

Installation Qualification for BS240 Sr. No.:- YX-85001600

Carried out all the installation procedures as per the installation procedure and checklists.

Carried out all the necessary checks and alignments.

Carried out all the necessary system checks and tests.

Handover the Instrument for operatos Training And Qualifications

TMQ, Technical Services Department

Customer

Service Engineer

Signature:

Signature:

A, SURAT(GUJARAT).

MEDIQUIP
TANGH p 2 UDHNA UDHYOG NAGAR SANGH , ROAD NO. 10, UDHN

REG!I. OFFICE = Dp-228,230,23
M-9978942271/73/75

EMAIL- TANISHMEDIQUIP@GMAII..COM
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Equipment: BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER

Title: 1Q,0Q & PQ DOCUMENT Doc. No. : TMQ/060618/HEER/BC240

Operational Qualification:

System Certfication:

Study data has determeined that the system described in this document either meets all criteria
outlined in this Operational Protocol, or exceptional conditions have been identified and

documentation included.

Exceptional Conditions, If any Have been Addressed.

The System is ready for specific usage.

Customer Authorization : HEER CLINICAL LABORATORY
116,National Plaza,Opp. Aurvadic College,Lal Darwaja Road,Surat

Service Engineer _ Customer
. i \ A
Signature: . Signature: W

TANISH MEDIQUIP
REGL. OFFICE — D-228,230,232 UDHNA UDHYOG NAGAR SANGH , ROAD NO. 10 , UDHNA, SURAT(GUJARAT).

M-9978942271/73/75
EMAIL- TANISHMEDIQUIP@GMAIL.COM




| Equipment: BS 240 FULLY AUTO BIOCHEMIS
Title: 1Q,0Q & PQ DOCUMENT

TRY ANALYZER

Operations Qualifications for BS240 sr.

1. Verified all the Mechanical Movements

Doc. No. : TMQ/060618/HEERIBC240

No.- YX-85001600

—
¥ o NsBs

Mae ey Duip

P;ge 7 »o‘fﬁé\—“

: Done
2. Verifeied Hydraulics : Done
3. Verified Electrical Systems : Done
4. Verified the all reagents Systems :Done
TMQ, Technical Services Department
Service Engineer Customer
Signature: — : Signature: M
'\ 2 8 //

TANISH MEDIQUIP

REGI. OFFICE — D-228,230,232 UDHNA UDHYOG NAGAR SANGH » ROAD NO. 10, UDHNA, SURAT(GUJARAT).

M-9978942271/73/75
EMAIL- TANISHMEDIQUIP@GMAIL.COM
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{Customer: HEER CLINICAL LABORATORY

Medi Quip

'; Equipment: BS 240 FULLYy AUTO BIOCHEMISTRY ANALYZER

Page 8 of 8

Title: 1Q,0Q & PQ DOCUMENT

Doc. No. : TMQ/060618/HEER/BC240

o.

10.

11.

Instrument Setup

Assembled the instrument accessories.

Removed the shipping Clamps.

Installed the Reagent/ Sample probes .

Installed the Reagent/Sample mixers.

Prepared and connected the Detergent Solution
Connected the Waste Tubing

Connected the Communication Cable.
Connected the Power cord and connection cord.
Connected the PC And Cpu.

Install the software.

Initialize the machine and follow the installation procedure.

Operational Inspection

1. Checked and found Mechanical Movements OK.

2. Checked and found Hydraulics OK.

3. Checked and found Electricals OK.

4. Checked with Controls And Samples, Results Are found OK.

Service Engineer Customer
Signature: 4 Signature: (M}
b —

TANISH MEDIQUIP

REGI. OFFICE — D-228,230,232 UDHNA UDHYOG NAGAR SANGH » ROAD NO. 10, UDHNA, SURAT(GUJARAT).
M-9978942271/73/75

EMAIL- TANISHMEDIQUIP@GMAIL.COM
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Equi .
wBS 240 FULLY AUTO BIOCHEMISTRY ANALYZER

Title: Instrument Performance Qualification Doc. No, :TMQ/060618/HEER/BC240

INSTRUMENT PERFORMANCE
QUALIFICATION

BS 240 FULLY BIOCHEMISTRY ANALYSER

Customer Name HEER CLINICAL LABORATORY
Model BS240
Serial No. YX-85001600

Installation Date 06/06/2018

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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stomer:HEER cLINICAL LABORATORY Page 2 of 9
Equipment:BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER
Title: Instrument Performance Qualification Doc. No. :TMQ/060618/HEER/BC240

1 Introduction:

1.1 BS-240 is a computer-controlled fully-automated chemistry analyzer, intended for
quantitativedetermination of clinical chemistries in serum, plasma, urine, cerebrospinal
fluid (CSF), andother human body fluids. It can fulfil auto dispensing, reaction,
colorimetric measurement,process monitoring, and result calculation. It provides
measurement of multiple biochemistrieswith maximum throughput up to 400tests per
hour. It is one of the necessary tools for laboratory automation,

2 Objective:

21 To verify instrument performance and its suitability as per its specifications provided in
manual and customer requirements.

3 Rationale for Performing Qualification:

3.1 This Qualification Protocol pertains to the verification of the Performance of the
Biochemistry Analyzer (BS 240), at the Ribosome Research Center Pvt Ltd.

4 References:

4.1 BS-240 Chemistry Analyzer Operator’'s Manual.

5 Responsibilities:

51 Service / Installation Engineer:

5.1.1 To carryout/execute the Performance qualification.

5.2 User Department (Customer Site):

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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SUStOMer:HEER CLINICAL LABORATORY |Page3ots |
Equipment:BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER
Title: Instrument Performance Qualification Doc. No. :TMQ/060618MHEER/BC240 \
5.2.1 To assist vendor’s technician in qualification process.
6 Definitions and Abbreviations:
6.1 Definitions:
None
. 6.2 Abbreviations:
None
7 Description:

Performance verification of the BS 240 Fully Auto Biochemistry Analyzer includes following

activities:

1. Basic Performance Check
2. Clinical Performance Check

‘ 71 Basic Performance Check:
Basic performance check covers the normal functions of the instrument that includes:

1. Startup
2. Optical System
3. Temperature Control

N

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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QuIPment:BS 240 FULLY AUTO BIOGHEMISTRY ANALYZER )
Title: Instrument Performance Qualification

Doc. No. :TMQ/080818MHEER/BC240 ‘\

7.1.1 Startup:

Below mentioned parameter shall be checked:

Sr. No. [ Parameters Checked By: T
1. Power ON Succeed =
2. Communication Succeed %
Mechanical Reset Succeed \ =
4. Startup Succeed \ = 1
7.1.2 Optical system Verification:

Below step to be followed for verification of optical system.

Click on Utility

Click on Maintenance

Click on Biochemistry Maintenance
Click on Photometer Check.

0 L p S

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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L(stomer:HEER CLINICAL LABORATORY

i Page 5
zéqll'Pment.BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER ‘ At \
Title: Instrument Performance Qualification

Doc. No. :TMQ/0680618/HEER/BC240

7.1.21 Result:

oRecord the basic information of optical system
oAbsorbance stability check

Wavelength
No. Absorbance(1)
(nm)

1 340 6787

O 2 4065 6709

3 450 5793

4 510 5294

5 546 5610

6 578 5527

7 630 5675

8 670 6034

713 Temperature control:
o Record the reaction temperature For 5 Minute

Below step to be followed for verification of Temperature.

1. Click on Utility
2. Click on Status

3. Click on Temperature

7.2 CLINICAL PERFORMANCE CHECK:

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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A—S?)mel’:HEER CLINICAL LABORATORY

|
o

Jquipment:BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER
Doc. No. :TMQIOGOG18/HEERIBCZ40

?tle: Instrument Performance Qualification

7.21 Clinical Performance check of instrument
to perform the functions as per the requirements.

It includes:

I.  Control sample verifications
Il. Repeatability of Controls
ll. Repeatability of Samples

7.2.2 Control Sample Verifications:

7.2.21 Below mentioned control sample shall be verified against the customer's r

Acceptance criteria of control sample shall be as pert

respective parameter kit.

7.2.2.2 Results:
7.23 Sample Repeatability:

Repeatability of control shall be verified through calculation of

that cover under below mentioned methods:

1. End Point method
2. Fixed time method:
3. Kinetic Method:

7.24 Results:

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

l

shall verify the suitability and ability of instrument

equirements.
he provided instruction document with

% CV of analyzedcontrols
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Aqulpment:BS 240 FULLY AUTO BIOCHEMISTRY ANALYZER

R

Title: Instrument Performance Qualification

Doc. No. :TMQ/060618/HEER/BC240

Assay
Chemistry GLU CREAT SGPT [ W
1 137.8 1.36 78.4
2 136.4 1.36 76.2
3 136.9 1.36 77.7
C 4 135.3 1.35 77.8
5 135.4 1.35 78.9 J
6 134.6 1.34 76.4
7 135.2 1.35 76.5
8 135 1.36 771
9 135.1 1.33 77.5
10 134 1.35 75
Mean 135.57 1.351 77.15
SP 1.1363195 0.00994428 1.15397862
(. i 0.83817924 0.736068783 1.495759721

Executed By (Sign & date):

L

\

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

e
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LY AUTO BIocHE: age 8 of 9

AUTQ_BJ()_QHEM!S_TRY ANALYZER S . e { pag'!ﬁ‘} 0_79 L
__| Doc. No. :Tmarnsostaneermeaa

Repeatabilit
Yy of samples shall be verified through calculation of % C\V/.

7.25.1 Results for Serum:
8 Deviation (If any):
9 Attachments:
10 Post Approval and Conclusion:
10.1

Summary Report:

According to the information collected and reviewed as a result of this PQ, it is our
opinion that the Qualification has been / has not been completed and satisfactory results

have been / have not been obtained, with the exception of those related to the following
items on which corrective action is required:

Number of items requiring Corrective Action: W[ e

L4

This PQ cannot be approved if any Comective Actions (CA) could in anyway
compromise the company’s procedures or standards.

The number of outstanding CA's is: | G
Signing this block below confims that all variations and failures listed within this PQ

have been accounted for in the Summary Report. This qualification has therefore been
completed.

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

) — ———
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/ stomer:HEER CLINICAL LABORATORY
QuIPMent:BS 240 FULLY AUTO BIGCIE

Title: Instrument Performance Qu

| Pageaora \

alification | Doc. No. :Tmamsos1amEERBC240 |\
PQ COMPLETION / APPROVAL \
DEPARTMENT NAME \ DESIGNATION \ SIGN & DATE
Service / Installation | Hardik Service Engineer =
Engineer
1) User Department B Fochemist | \ \ 06 lo6120\% X

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.



QC Result

Measured Set
Control LotNo.  Chemistry LotNo.  Unit  Resut  Mean SD Flag  Run Date/Time
MINDRAY QC 050217006 CREA-) mo/dl 148 132 007 06/06/2018 09:33:49 PM
MINDRAY QC 050217006 UREA ma/dl. 40,61 402 2 06/06/2018 09:50:55 PM
MINDRAY QC 050217006 ALT UL 57.78 504 3 06/06/2018 09:39:49 PM
MINDRAY QC 050217006 AST UL 4754 479 24 06/06/2018 09:40:43 PM
MINDRAY QC 050217006 D-bil-D 1 mo/dL 079 0.778  0.058 06/06/2018 09:56:19 PM
MINDRAY QC 050217006 T-bil-D I mo/dL  1.16 119 009 06/06/2018 09:56:01 PM
MINDRAY QC 050217006 ALB o/dL 5.7 478 024 06/06/2018 09:51:49 PM
MINDRAY QC 050217006 UA mg/dL.  4.82 482 022 06/06/2018 09:58:43 PM
MINDRAY QC 050217006 ALP UL 85.44 829 4.1 06/06/2018 09:51:31 PM
MINDRAY QC 050217006 TG mo/dL 10176 100 4 06/06/2018 09:56:55 PM
NDRAY QC 050217006 TC mo/dL  76.46 762 35 06/06/2018 09:52:25 PM
MINDRAY QC 050217006 TP g/d 670 689 034 09/06/2018 03:28:41 PM
MINDRAY QC 050217006 TP g/dL  6.66 689 034 09/06/2018 03:28:59 PM

[ I . T I o R
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X Ybment: g3 240 FULLY AUTO BIOCHEMISTRY ANALY?FR ﬁam mrowznn

iy
%1 ertificate No.: TMO/HEERIHO??J/HSNO

Wallbmﬁon Certificate

Instrument Detail

—__ Equipment MODEL SERIALNO. SOFTWARE VERSION
FULLY AUTO
BIOCHEMISTRY BS240 YX-85001600 V24.00.05
ANALYZER

Calibration Procedure

: Calibrated
No. Unit Parameter & Verified

Sample/Reagent Carousel Outer Ring Aspiration Stop
Position

Sample/Reagent Carousel Middle Ring Aspiration Stop
Position

Sample/Reagent Carousel Inner Ring Aspiration Stop
Position

Outer Ring Barcode Scanning

1 Sample & Reagent

inner Ring Barcode Scannin
Carousel g 9

Probe Vertical/Horizontal Position on Wash Well

Horizontal Aspirate Position on Sample/Reagent Carousel
Outer Ring

@ Horizontal Aspirate Position on Sample/Reagent Carousel
Middle Ring

Horizontal Aspirate Position on Sample/Reagent Carousel
Inner Ring

Mixer Horizontal Wash Position

2. Mixer Sample Mixing Horizontal Position

Sample Mixing Vertical Position

YRR R[] 3 YR RRI]




ustomer: HEER CLINIAL LABORATORY

itle: Instrument Calibration Certificate

3. Reaction Carousel

quipment: BS 240 FULLY AUTO Buocm:wémv I\NAI Y7FR tam nmmozx

Photo Electricity Gain Channel 340

' TanNPsh

Mae el Oul(:

ertlﬂcate No TMO/HFFRI 1 10771/88?40

|

Photo Electricily Gain Channel 405

Photo Electricity Gain Channel 450

Photo Electricity Gain Channel 510

Photo Electricity Gain Channel 546

Photo Electricity Gain Channel 578

Photo Electricity Gain Channel 630

Photo Electricity Gain Channel 670

4. Temperature Control

Reaction Carousel Sensor 1 A

Reagent Carousel Sensor 1 B

Pre-Heater Temperature 1 C

¢ ) Wash

5 Cuvette Automatic

Reaction Carousel dispensing position

Reaction Garousel washing position.

Fluidic Prime Complete

qqgQQ&@Q@@QM‘W

Service Engineer

Customer
A\ -

Signature:

Signature:

3%




\ Calibration Report

Chemistry:
Unit:

Y-GT

Math Model: Two-Point Linear
u/iL Replicates: 1 Cal Date/Time: 01/02/2023 06:50:19 PM
Rt Type Lot No. Serial No. Rgt Type Lot No. Serial No.
R1

R2

Response
732.69546

64895357}

565.21168
481.46980
397.72791
313.98602f -
230.24414}-
146.50225
62.760368

-20.98151§

-104.7234

115.0

Concentration

Calibration Data

Calibration Parameter
Calibrator Conc Resp Lot No. Parameter Value

Parameter Value
BLANK-8 0.00 149

RO 14.9079
MINDRAYCAL  115.00 613.1 150122009 K 0.1923

Rrdormed By - O Ehe:kal by * &
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Calibration Report

Chemistry: P Math Model:
Unit: mg/dL Replicates: 1

Rgt Type Lot No.

Two-Point Linear
Cal Date/Time: 16/02/2023 10:22:56 AM

Serial No. Rgt Type Lot No. Serial No.

R1

Response
2770.08475

245441344

2138.7421F oo

1823.07082
15073995} --
1191.72820
876.056889

560.38557§-

244714267

. a z a f %
270957044} - - oo e ST SRR, s ORsUC RN (S E Pe--

- 2835 :
386.62833 50 0.84

1.68 2.52 3.37 421 5.05

Concentration

Calibration Data

Calibration Parameter
Calibrator Conc

Resp Lot No. Parameter Value Parameter Value
BLANK-8 0.00 64.3

RO 64.3307
MINDRAYCAL  5.05 2319.1 150122009 K 0.0022

Rofomed By (s Checkdby >




vy e

Calibration Report

Chemistry: TC
Unit: mg/dL Replicates: 1
Rgt Type Lot No. Serial No.

Math Model: Two-Point Linear

Cal Date/Time: 16/02/2023 10:15:44 AM
Ragt Type Lot No. Serial No.

R1

Response
4401.37458§

T IR YT o T e
3374.7005K --

2861.36347%
2348.02643% - -
1834.68939
1321.35234
808.015323-
294.678285

-218.65875; -

RS SN W A N O N NS | MU NI ISORIN, - T S

=731 .99570'00 5517

108.67 135.83 163.0

Concentration

Calibration Data Calibration Parameter

Calibrator Conc Resp Lot No. Parameter Value Parameter Value
BLANK-8 0.00 13 RO 1.3428
MINDRAYCAL 163.00 3668.0 150122009 K 0.0445

P@,_é-@h'meo’ B7 - @‘- fj\&clﬂb‘ ]9*/ e &k/
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Calibration Report

ek Math Model: Two-Point Linear
Sl mag/dL Replicates: 1 Cal Date/Time: 04/04/2023 04:04:07 PM
o Serial No.
Rat Type Lot No. Serial No. Rgt Type Lot No.
g
e ——
R1

3770.2342
3332.77294
289531159
2457.85029
202038894
1582.92759
114546624 -
708.004854 -

270.543504

[
-166.91784

112.50 135.0

-604.3791 000

Concentration

Calibration Data Calibration Parameter

Calibrator Conc Resp Value

Lot No. Parameter

Parameter

Value

RO 20.5656

BLANK-8 0.00 20.6
K 0.0432

MINDRAYCAL  135.00 3145.3 150122009

Rodimed By = Checked By



Calibration Report

ae—mi stry: UA Math Model: Two-Point Linear
Unit: mg/dL Replicates: 1 Cal Date/Time: 16/02/2023 10:21:44 AM
Rgt Type Lot No. Serial No. Rgt Type Lot No. Serial No.
R1 R2
Response

846.19688

754.40206}-
662.60725
570.81243 - -
47901762}

387.22280)] -
295.42798] -
203.63317
111.838350

20.043537%- -

-71.75127

0.00 0.87 1.74

2.62 3.49 4.36

Concentration

wn
(5]

Calibration Data

Calibrator Conc Resp Lot No.

Calibration Parameter

Parameter Value Parameter Value

BLANK-8 0.00 59.4

MINDRAYCAL  5.23 715.1 150122009

Roformee By (O

RO 59.3842
K 0.0080

YﬁL@c’(»fc{ 737’ e




Calibration Report

Chemistry: ALB Math Model: Two-Poaint Linear
Unit: g/dL Replicates: 1 Cal Date/Time: 05/03/2021 11:27:53 AM
Rgt Type Lot No. Serial No. Rgt Type Lot No. Serial No.
R1
Response
7239.2356
6416.35111

5593.46663 -
4770.58215%-
3947.69764
312481318
2301.92869%-

1479.0442 1 -

656.15973(G% - ---- -
L

-166.72475]

o 2 . ' ‘ H '

989'6092'0.00 0.60 1.20 1.80 2.40 3.00 3.60

Concentration

Calibration Data Calibration Parameter
Calibrator Conc Resp Lot No. Parameter Value Parameter Value
BLANK 0.00 185.9 RO 185.9400
AGAPPE MC 3.60 6063.7 30110040 K 0.0006

(f:)emgmmeo( By & @m Clecked By "~ &/



Calibration Report

Chemistry: T-bil-D 1 Math Model: Two-Point Linear
s mg/dL Replicates: 1 Cal Date/Time: 16/02/2023 10:19:56 AM

Rgt Type Lot No. Serial No. Rgt Type Lot No. Serial No.

R1 R2

Response
431.59769

381.57586] -

331.55404

281.53221

231.51039

181.488564

131.46673

81.444910 - -

31.423084%- : _ '

s — NS NS

*68.6205% 56 37 758 337 ERE; 393 473

Concentration

Calibration Data Calibration Parameter
Calibrator Conc Resp Lot No. Parameter Value Parameter Value
BLANK-8 0.00 2.8 RO 2.8392
MINDRAYCAL  4.73 360.1 150122009 K 0.0132

?&v{%ﬂm@! ?7 - @ 'ﬁl\a_kep/ EY -



Calibration Report

Chemistry: D-bil-D I . Math Model: Two-Point Linear
oo mg/dL Replicates: 1 Cal Date/Time: 16/02/2023 10:20:14 AM
Rgt Type Lot No. Serial No.

Rgt Type Lot No.

Serial No.
R1

R2

Response
1720.57175

1519.7745§ -

1318.97735

1118.1801G-
917.382963% -
716.585767
515.788570
314.991373%-

114194176 - -

86.603020] - ------+-=-eoooeeneee S—— :

-287.4002b 00

1.85 231 2.77

Concentration

Calibration Data Calibration Parameter

Calibrator Conc Resp Lot No.

Parameter Value Parameter Value
BLANK-8 0.00 -0.5 RO -0.5471
MINDRAYCAL 2.77 1433.7 150122009 K 0.0019

@@7“’7’9)7""1&5] - @ ﬁ/ﬂ@c ol B -
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Calibration Report

AST
u/L

Chemistry:
Unit:
Rgt Type Lot No.

Math Model:
Replicates: 1 Cal Date/Time:

Serial No. Rat Type Lot No.

Two-Point Linear
16/02/2023 10:16:20 AM

Serial No.

R1

R2

—
Response

239.80629

212.52656} -

185.24683;

157.96711

130.68738

103.40766

76.127939,

48.848214

21.568488

5. 7119378 mcemvimemnts ------------------------ Fremeeee ------------------------- --------------------- o

-32.9909% 00

90.83 109.0

Concentration

Calibration Data
Calibrator Conc

Calibration Parameter

Resp Lot No. Parameter Value

Parameter Value

BLANK-8 0.00
MINDRAYCAL  109.00

“Fasitosrmed

6.0 RO 5.9801
200.8 150122009 K 0.5594

@\/ = “Co/l\e c/ﬁéol @7




Calibration Report

Chemistry: ALT Math Model:
Uit u/L Replicates: 1 Cal Date/Time:
Rgt TyPe Lot No. Serial No.

Two-Point Linear
13/03/2023 10:45:49 AM
Rgt Type Lot No. Serial No.

R1 R2

Response
248.35034

220.33785]

192.32536§ -
164.31287% -
13630037 -
108.28788
80.275390
52.262897
24.250404

-3.762089

-31 .7745% 00

17.83 35.67 53.50 7133 89.17 107.0

Concentration

Calibration Data Calibration Parameter
Calibrator Conc Resp Lot No.

Parameter Value Parameter Value

BLANK-8 0.00 8.2 RO 8.2433
MINDRAYCAL  107.00 208.3 150122009 K 0.5348

P@z‘@pw@, @“{ o @ f/l\e;&ew( /B‘/ <"
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Calibration Report

Chemistry: UREA Math Model:
Unit: mg/dL Replicates: 1 Cal Date/Time:
Rgt Type Lot No. Serial No.

Two-Point Linear
30/03/2023 11:51:17 AM
Rat Type Lot No. Serial No.

R1 R2

Response
925.25775

827.01595]
728.77416;
630.53236
532.29057
434.04878
335.80698
237.56519
139.32339}-------

41.081602

Concentration

Calibration Data Calibration Parameter
Calibrator Conc Resp Lot No. Parameter Value Parameter Value

BLANK-8 0.00 83.2 RO 83.1852
MINDRAYCAL  104.00 784.9 150122009 K 0.1482

%’Qp—)’MECJ ’8\/ o @_ EAGOLG_J | g\( -



Calibration Report

Rgt TYPE

CPK DELTA
U/L
Lot No.

Math Model; Two-Point Linear
Replicates: 1 Cal Date/Time: 16/02/2023 01:34:45 PM
Serial No. Rgt Type Lot No. Serlal No.

e
R1

R2

—
Response

687.81049

607.82173
527.83297
44784421

367.85545

207.87793%-

L
-32.088340 --

-112 ¢
112.0770 00

287.86669} -

127.8891 70+ -ooevoen

47.900419)--------

182.50 24333 304.17 365.0

Concentration

Calibration Data

Calibrator
BLANK-8

Conc

Calibration Parameter

Resp Lot No. Parameter Value Parameter Value

MINDRAYCAL

0.00
365.00

2.2 RO 2.1926
573.5 150122009 K 0.6388

/Po,w}esmeﬂl g\/i-’ @- BA"“@A@[ by §&/




/ Calibration Report

Math Model; Two-Point Linear
Replicates: 1 Cal Date/Time: 12/04/2023 12:16:02 PM
Serial No. Rt Type Lot No. Serial No.

Response

2410.1564

2116.38174

1822.60708

1528.8324 -~

.................................................

1235.05775

T . B e

....................................................................

647.508429 -

353.733764 - -

.....................................................................................................

59.9591033- - :
! 5 : : ‘
23381556 ---------meeoeeememeenns ST TI R s e s CEsasate s
-527.59022 ’ E 5 :: ’
0.00 091 1.81 2.72 3.63 4.53 544
Concentration
Calibration Data Calibration Parameter
Calibrator Conc Resp Lot No. Parameter Value Parameter Value
BLANK-8 0.00 -107.9 RO -107.9121
MINDRAYCAL  5.44 1990.5 150122009 K 0.0026

?&#ﬂm&/ 8y - @
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Calibration Report

HDL-DELTA Math Model: Two-Point Linear

mg/dL Replicates: 1 Cal Date/Time: 20/03/2023 11:33:55 AM

Lot No. Serial No. Rgt Type Lot No. Serial No.
R2

m—

Response

2928.46734
2591.9041h-
2255.3408§ -

1918.77765-

1245.65118

909.087954 - -

235.96149(

158221448

-100.60174f -~

572.524T2% oo

-437.]649'6 %

Concentration

Calibration Data

Calibration Parameter

Calibrator Conc Resp Lot No. Parameter Value Parameter Value
BLANK-8 0.00 43.6 RO 43.6396
LIPID CAL. 65.67 2447.7 150417007 K 0.0273

Y —
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Calibration Report

. CRP-MERIL
; eplicates:
ynlt - P . 1 Cal Date/Time:  29/12/2022 04:41:08 PM
. rial No.
ﬂ,pe;_—f No Rgt Type Lot No. Serial No.
R1 R2
———— =
f Response =
; 2131.4850
| 1890.84799
1650.2108ﬁ -
1409.5737§
1168.9366% -
928.29960§ -
687.66252% - - Rt ; . .
PPPTIIYET I Sum RSN (S—_— SN, — -
o : : ] :
« : : : :
-34248736 s iz e T . , ......
-274'88380.00 33.33 66.67 100.00 133.33 166.67 200.0
Concentration
Calibration Data Calibration Parameter
Calibrator Conc Resp Lot No. Parameter Value Parameter Value
BLANK 0.00 68.9 0000 ROO 68.8814 B3 -0.0254
CRP 13.1 12.50 334.5 A0 21.2523 Cc3 0.0001
CRP 52.5 50.00 1036.8 BO 0.0066
CRP 100 100.00 1451.4 co -0.0005
CRP 210 200.00 1787.7 RO1 334.5355
Al 21.1694
B1 -0.0133
C1 -0.0014
R02 1036.8134
A2 14.3412
B2 -0.1688
C2 0.0010
RO3 1451.3804
A3 4.6321

%ﬂm’{ By - @ Checkeel B




Calibration Report

Math Model: Two-Point Linear
Cal Date/Time: 30/03/2023 11:47:23 AM

Rat Type Lot No. Serial No.

Replicates: 1
Serial No.

Response ‘—1

2131.6120

1882.09299

1632.57389 -

1383.05479

1133.53569

884.01659§ -

634.49750G- -

384.97840%-

135.459304

211405979} - - ...................... ..................... ............

-363.5788

.00 32.67 65.33 98.00 130.67 163.33 196.0

Concentration

Calibration Data Calibration Parameter
Calibrator Conc Resp Lot No. Parameter Value Parameter Value

BLANK-8 0.00 -7.1 RO -7.1230
MINDRAYCAL  196.00 1775.2 150122009 K 0.1100

({)@%ﬁwm@' By ‘- @ “C)/l\ecl(eoﬂ By



Calibration Report

LDL-C
ma/dL Reoli Math Model: Two-Point Linear
o eplicates: 1 Cal Date/Time: 20/03/2023 11:33:01 AM
: serial No. Rgt Type Lot No. Serial NO.
R2

Response
4299.99950

3803.97331

3307.94713%

2811.92094

2315.89474

1819.8685 -

1323.8423§

827.81620}"

331.790017%

L
-164.23616} -~
6602623555 22.67 4533 68.00 90.67 11333 136.0
Concentration

Calibration Data Calibration Parameter
Calibrator Conc Resp Lot No. parameter Value Parameter Value
BLANK-8 0.00 48.3 RO 48.3465

LIPID CAL. 136.00 3591.4 150417007 K 0.0384

Trf srmes]
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Calibration Report

Chemlstry :
it mg/dL Replicates: 1

Rgt Type Lot No. Serial No.

Math Model: Two-Point Linear
Cal Date/Time:

16/02/2023 10:14:14 AM
Rot Type Lot No. Serial No.

R1

Response
444471075

1368.72064 --+-+--rerresrneearmhoosron e

393204574 S -

3419.3807H o

2906.T1STQ oo I—— ——

2394.05068 -+ -+---weeeeeeeee S S

.................................

188138568+ - [R—— ——

...............................................................

856_055631# TR IR e

343390613 ™ proeeansse s e

169274408 - ........................ ...........

-68].9394.0‘00

5.35 7.13 8.92 10.70

Concentration

Calibration Data
Calibrator Conc Resp Lot No.

Calibration Parameter

Parameter Value Parameter Value

BLANK-8 0.00 50.4
MINDRAYCAL  10.70 37123 150122009

P@ﬂ@m«meq’ 8\/ - @

RO 50.4392
K 0.0029

%C/tezl BV v



