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e ofTest [ Zﬁ?@if TestPerform tMethod T [ Range of Testing | Limitof detection ] Cv:

1 [Plasma GLUCOSE GOD - POD 10-800 mg/dl 17
2 _|Serum UREA Urease UV/GLDH 2 - 140 mg/d| 2.8|
3 |Serum CREATININE Enzymatic 10-2000 U/L 2.2
4 |Serum TOTAL - BILIRUBIN Diazonium salt/ Colorimetric 0 - 30 mg/d| 6.3
5 |Serum TOTAL PROTIEN Biuret - Colorimetric 3-12g/dl 4
6 |Serum ALBUMIN BCG - Colorimetric 1.5-6.0 g/dl 1.4
7 |Serum CALCIUM Arsenazo-111 4-18 mg/dl 1
8 [Serum URIC ACID Uricase 1.5 - 30 mg/dl 1.1
9 |Serum CHOLESTEROL CHOD-PAP 25 - 700 mg/dI 12
10 |Serum TRIGLYCERIDE GPO-PAP 10- 1000 mg/d| 2.9
11 |Serum HDL -CHOLESTROL Direct Method 2.5 200 mg/d| 15
12 |Serum SODIUM ISE Direct 50 - 200 mmol/L 15
13  |Serum POTASSIUM ISE Direct 1-10 mmol/L 15
14 |Serum CHLORIDE ISE Direct 50 - 200 mmol/L 1.6
15 |Serum PHOSPHORUS MolybdateUV 1-20 mg/dl 1]
16  |Serum SGOT /AST UV Kinetic without PLP 3-1000 U/L 1.6
17 |Serum SGPT /ALT UV Kinetic without PLP ) 3-500 U/L 35
18 |Serum ALKALINE PHOSPHATASE/ ALP  |PNP AMP Kinetic 3-500 U/L 5.5
19 |Serum AMYLASE CNPG3 10 - 2000 U/L 1.6
20 |WHOLE BLOOD HBAI1C IMMUNO TURBIDIMETRY 3.2-145 % : 2.4
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Beckman Coulter India Pvt. Ltd.
ECI(MAN Local Office:

The DLF Galleria Bearing Unit No. 1201
DLF Galleria, Plot NO. BG-08, Premises No.
02-0124, Action Area, IB, New Town
Kolkata — 700 156, West Bengal

Tel: +91 033 4005 0630

Fax: +91 033 4005 0631

Annexure 2.

AU-480 Chemistry System Performance Evaluation.

Followi )
INg Procedure wag Carried out as part of the Performance Qualification:-
1. Calibration of Assay,

Assays calibrated and checked —: G
—: GLU, UREA, CREAT.AST,ALP,ALB,
TP,LDH,HDL,AMY, CALA etc.

Checked and found all calibrations are within the acceptable CV limits and in
range.

See Print out Attached.
2. Internal Quality Control Performance.

Randox Chemistry Control -L2
Checked and found all level Controls are within the acceptable SD.
See print out Attached.

3. Precision Study

A Within Run Precision for all assays for 10 replicates was carried out, CV % obtained
are within the acceptable limit for the assay.

See print out attached.
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Calibration

Status r RB History RB Detail r Calibration History r Calibration Detail
Test Name EEE R | O e

Date/Time [01/25/2021 17:32 -] [Passed

Reagent Lot No. Bottle No.
R1(R1-1) 2584  [ca62
R2(R2-1) 12584 lc731

Cal Expiration Date |02/24/2021 17:32

ReagentBlank  |01/25/2021 17:26 T
—— ['Cal No. |

Cal Type ‘AB

Measure Type fRack .
Formula 'Y=AX+B

Comment

Factor

A = 4,1605E002
B = 0.0000E000

Lot to Lot RB/CAL
Calibration Selection Data Select Comment Graph Scale




Calibration

Status

l RB History

r RB Detail

r Calibration History r Calibration Detail

Test Name | 7.UREA

El e —

Date/Time [o1/25/2021 18:02 -] [Passed
~ 0.2000 —r—
Reagent Lot No. Bottle No. =
_, —— 0.1600
R1(R1-1) 12591 '1808
- T - 0.1200 =l
R2(R2-1) (2591 |1881 ' | _—]
0.0200
0.0400
Cal Expiration Date ! 0.0008 5 20.0 40.0 60.0 “80.0 100.0
Reagent Blank '01/25/2021 18:00 i SO
AL | cal No. CONC oD
Cal Type AB 1] 1 93 0.1287
Measure Type Rack : i
Formula ;§$AX+B -
Comment
Factor |
A = 7.2712E002 @
B = 0.0000E000 ‘
!
Il
Lot to Lot RB/CAL
Calibration Selection Data Select Comment Graph Scale Print
— I I I »)




Calibration

Status r RB History

RB Detail

r Calibration History r Calibration Detail

Test Name [17.crez -] t{[]l Type |Serum
Date/Time [o1/25/2021 17:36 -] |Passed
- 0.2000
Reagent Lot No. Bottle No. <
r h 0.1600
R1(R1-1) 12490 !B464
R2(R2-1) 2490 |Ba04 =
0.0800
0.0400  —
I ——
I
I T ——
Cal Expiration Date02,/08/2021 17:36 0.0000 55 0.50 1.00 1.50 2.00 250
Reagent Blank {01/25/2021 17:30 conG
[ , Cal No. CONC oD i
Cal Type 'AB i
Measure Type Rack
Formula ¥Y=AX+B
Factor
A = 5.8517E001
B = 0.0000E00O
Lot to Lot RB/CAL
Calibration Selection Data Select Comment Graph Scale Print




(01/29/2021

Calibration

Status l RB History r RB Detail I Calibration History—r Calibration Detail

i e 9 | 2] e fsem

Date/Time [01/25/2021 17:31 -] |Passed

0.8000

Reagent Lot No. Bottle No.
s = . 0.6400
R1(R1-1) 12557 12339
R2(R2—1) ‘ o i o - 0.4800

0.3200

0.1600

Cal Expiration Date% 0.0000 =
Reagent Blank |01/25/2021 17:25 :

j N, Cal No. | CONC
Cal Type AB 1]

Measure Type :Frljagék?

Formula SY:};X+B

Factor

A = 6.1308E000
B = 0.0000E000

Lot to Lot RB/CAL

Calibration Selection Data Select Comment Graph Scale




01/29/2021
10:55

Calibration

Status x RB History r RB Detail r Calibration History i Calibration Detail
Test Name |10.cALA j ql Type {éehim o

Date/Time |01/25/2021 17:34 -] |Passed
. 0.8000
Reagent Lot No. Bottle No. °
: ( 0.6400 =
R1(R1-1) |2538 18801
o — 0.4500
R2(R2-1) | [
0.3200
0.1600
— I R
Cal Expiration Date! DDOOE?UD 2.40 4.80 7.20 9.60 12.00
Reagent Blank cone
__|CalNo.| ~cONC | OD
Cal Type 1 1010 0.6722
Measure Type — § == o
Formula : AR 2 :_ &
Factor A -
A = 1.5026E001 i
B = 0.0000E000
Lot to Lot RB/CAL ;
Calibration Selection Data Select Comment Graph Scale Print

C I |




01/29/2021
10:55

Calibration

Status T RB History r RB Detail r Calibration History r Calibration Detail
Tigst Name [11.PHOS S| Type  Serum

Date/Time [01/25/2021 17:34 | [Passed

~ 0.4000
a

Reagent Lot No. Bottle No.

0.3200
R1(R1-1) (2567 2390 .
R2(R2-1) 2567 3256 0.2400 —

0.1600
0.0800
Cal Expiration Date ;’02/24/2021717134 7 R ) 2.00 4.00 .00 8.00 16.00
Reagent Blank [01/25/2021 17:28 coNg
R CalNo.|  CONC 0D
Cal Type |AB S S __9.86 0.2867
Measure Type fRack : :
Formula [y=Ax+B R LR S
¥ Comment
Factor T e ‘
A = 3.4397E001 IS R Kl 218 |
B = 0.0000E000 L E
|
i
Lot to Lot RB/CAL
Calibration Selection Data Select Comment Graph Scale Print
I D

C I I




Calibration

Status i i
3 r R Histe RB Detall r Calibration History ‘ Calibration Detail
et [18.0a S| e  [Saum

Date/Time [01/25/2021 17:36 ~| [Passed
., 0.2000
Reagent Lot No. Bottle No. = !
R1(R1-1) (2564 ~ [3200 0150
Rom2-1)  [3sea T i —
0.0800 =
0.0400 /{( /
Cal Expiration Date i02/22/§02f 17:36 0008055 1.60 3.20 4.80 6.40 8.00
Reagent Blank [01,/25/2021 17:30 ) CONG
",, — Cal No. CONC _ oD
Cal Type |AB 1) 1l 7.51 _0.1132]
Measure Type ;'_Rack : — - -
Formula [y=Ax+B A Comment
Factor l N T
A = 6.6314E001 |
B = 0.0000E000 i
i
|
Graph Scale Print

Lot to Lot RB/CAL !
Calibration Selection Data Select e Comment

L I




Calibration

Test Name
Date/Time

Reagent
R1(R1-1)
R2(R2-1)

Status I RB History

[2.cHOL -] {I]l E
[01/25/2021 17:32 -] Passed
Lot No. Bottle No.

2567

2230

Cal Expiration Date

oD

Cal No.

i Serum

r Calibration History i Calibration Detail

0.4000

0.3200

0.2400

0.1600

0.0200

0.0000
o

CONC

211

100 150

Reagent Blank 01/25/2021 17:25
Cal Type AB
Measure Type Rack o
Edromda Y=AX+B .
Factor
A = 9.0855E002
B = 0.0000E000
Lot to Lot RB/CAL
Calibration Selection Data Select
(- T T

— IR D)

Comment

1 Comment

Graph Scale

200

CONC




Calibration

Status

’ RB History

Test Name

Date/Time [01/25/2021

Reagent Lot No.
Ri(R1-1) (2564
R2(R2-1) 2564

Bottle No.
4189
14134

Cal Expiration Date |02/24/2021 17:32

Reagent Blank

Cal Type 1AB

Measure Type Eack

Formula Y=AX+B

Factor

A = 1.1732E003

B = 0.0000E000
Lot to Lot RB/CAL
Calibration Selection

|01/25/2021 17:26

Data Select

RB Detail

Cal No.

I Calibration History

{Serum

Calibration Detail

C I

0.4000 —
0.2200 R
0.2400 = -
0.1600 7&_’_/’——'
0.0600
0.000p """ |

0.00 50.00 100.00 150.00 200.00 250.00

CTONC
CONC | oD
Comment Graph Scale Print




'01/29/2021
10:54

Calibration

Status r RB History r RB Detail i Calibration History r Calibration Detail

Test Name [4.HDL-C -] {ﬂl [["j-"‘l Type Serum

Date/Time ,61 /28/2021 11:09 ;] Passed
. 0.4000
Reagent Lot No. Bottle No. =
- === 0.3200
RI1(R1-1) 12442 12793
R2(R2-1) 12442 12799 g=i08 T
0.1600 / =
0.0800 |-
Cal Expiration Date! 02/27/2021 11:09 go000; 1z 24 36 a8 0
Reagent Blank |01/28/2021 11:03 , gone
. | cal No. cone | op
Cal Type EAB 1 ! 2; 54 0.2113
Measure Type ﬁ{ack ) = i e ey = :
Formula ;?;AXHB 3
Factor B e e D N -
A = 2.5560E002 = l
B = 0.0000EOO0O B l
e Ll a{
to Lot RB/CAL )
Lot.to Lo / Cormment Graph Scale Print

Calibration Selection Data Select
( | |




03/17/2021

PROService ] [

L oad Reagent
Parameters

Maintenance r Calibration r Slope Chart r Selectivity Check r CRS Calibration !

ISE Status ! READY Electrode Status ~ Na K cl Reagent Status REF MID Buffer
| Type [Serum -] (
|
| : Slope | MID Solution Factor |

Date/Time
/ _Na K cl [ Na [ K ] cl

03/17/2021 16:10 | 54.2 52.8 -47.8| 0.968 | 1.023] _ 0.968

| 03/17/2021 08:01 52.6 51.9] -46.9 0.976 1.033 0.977 | s

| 03/16/2021 07:56 53.0 51.8] -47.3] 0.977 | 1.033,  0.979 Calibration Slope Normal Range

1 03/15/2021 08:21 53.3 52.0] -47.8 0.975  1.030 _ 0.976 | High  Low
03/14/2021 10:46 B 53.3 520/ 473 0.974 1.030 0.977 Na T es6l 3886
03/13/2021 08:22 52.7 51.6] -46.9 | 0.974, 1.028 0.975 : :
03/12/2021 08:12 54.1 52.2]  -48.1] 0974 1030, __0.975 K, 680 380
03/11/2021 08:16 | 53.3 52.1] -48.0| 0.974| 1.030 __ 0.975 cl -38.0 -68.0
03/10/2021 10:30 54.7 53.0 -48.7/ 0978 1.034____ 0.980

T 03/10/2021 08:13 53.7 52.6| _ -48.5 0.976 1.033 0.970| ™MID Std. Factor Range

03/09/2021 08:23 53.6 52.3 486/  0.974  1.030 0.976 High  Low

| 03/08/2021 08:10 53.3 52.1 -48.53[ 0.974|  1.030 ___ 0.977 Na 1.200/ 0.800
03/07/2021 11:00 55.2 52.6l ,—4}9,7} _0.977 1.031, 0979 K | 1.200  0.800
03/06/2021 08:11 52.9 52.2 -48.8| 0.974)  1.029] 0.978 : el

T R s Ccl , 1.200  0.800
03/05/2021 08:13 53.6 52.4] -49.5| 0971  1.028  0.975 hd
Urine Start Serum/Urine Start

F Serum Start

ISE Stop




l | CEELETS Y
¥z

09:30

Status r RB History RB Detail r Calibration History Calibration Detail

|

|
— -
Test Name rl—l.PHOS =i Q]]I | DI Type Serum

Date/Time 03/04/202109:17 - Passed

Reagent Lot No. Bottle No.
R1(R1-1) 2567 2390
R2(R2-1) 2567 3256

Cal Expiration Date 04/03/2021 09:17 R o0 X 10.00
Reagent Blank 03/04/2021 09:14 ) CONC
Cal Type AB SRS B

Measure Type Rack

Formula Y=AX+B

Comment
Factor

A = 3.3585E001
B = 0.0000E000

Lot to Lot RB/CAL
Calibration Selection Data Select




01/29/2021
10:53
Calibration

Status ! RB History ‘ RB Detail l Calibration History ’ Calibration Detail

Test Name 12.AST I I Type Iserum
Date/Time |01/25/2021 17:35 -] [Passed

Reagent Lot No. Bottle No.
R1(R1-1) [2545 o074 '

R2(R2-1) [2545 ~ H724

Cal Expiration Date |
Reagent Blank lo1 /ES)E(E 17:28

—— e | Cal No. 77CONC
Cal Type |AB ]

Measure Type i Rack S

Formula Y= AX+B TS S o

b { 3 *| Comment
‘Factor T el : P ; A
A = 4,5055E003
B = 0.0000E000

Lot to Lot RB/CAL
Calibration Selection Data Select

Comment Graph Scale




01/29/2021
10:53

Calibration

Status

r RB History r RB Detail r Calibration History r Calibration Detail

Test Name ] 13.ALT ~ q‘]l Type giserurrnr N
Date/Time [o01/25/202117:35 ~] |Passed B
) - 0.2000
Reagent Lot No. Bottle No. ©
; 0.1600
R1(R1-1) (2570 H521
R2(R2-1) 12570  |H953 R
0.0300
0.0400
I e 4
Cal Expiration Date| 0.8008 5 18.0 36.0 54.0 72.0 20.0
Reagent Blank [01/25/2021 17:28 ; ConG
et e Cal No. CONC oD
Cal Type |AB
Measure Type iRack
Formula 17‘7:-KX+B
Factor —
A = 4.5163E003
B = 0.0000E000
Lot to Lot RB/CAL . )
Calibration Selection Data Select Comment Graph Scale Print
C T .
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Calibration

Status l RB History RB Detail

6.ALP0O4 - Q]| Type

[01/25/2021 17:33 -] [Passed

Test Name
Date/Time

Reagent
R1(R1-1)
R2(R2-1)

Cal Expiration Date I

Reagent Blank
Cal Type
Measure Type
Formula

Factor

A = 5.1766E003
B = 0.0000E000

Lot to Lot
Calibration

i Calibration History rCalibrationDetail

Lot No. Bottle No.
2563 [A6az
l2s63 Aa521

[01/25/2021 17:26
[aB

ISerum

Rack

[y=ax+B

RB/CAL )
Selection Data Select

I




Calibration

Status

r RB History RB Detail

r Calibration History Calibration Detail

Test Name
Date/Time

Reagent
R1(R1-1)
R2(R2-1)

[19.aMmY -] Dl Type

{03/05,2021 09:45 -] Passed

Lot No. Bottle No.
[2s53 6803

-
|
1
i

Cal Expiration Date!

Reagent Blank
Cal Type
Measure Type
Formula

Factor

A = 8.9544E003
B = 0.0000E00C

Lot to Lot
Calibration

[03/05/2021 09:41

—  Cal No. |
[aB

Serum

S T e L A N

03/05/2021
09:55

0.0800

0.0400

O.UDDD‘
0.0

coNC |
115.0}

_0.0128|

oo |

}Rack

[y=ax+B

RB/CAL
Selection Data Select

C

Graph Scale

Print




Calibration

Status l RB History r RB Detail

r Calibration History r Calibration Detail

Test Name [23.HbA1C ~] q]]l Type

Date,/Time [o1/28/2021 12:20 -] [Passed

Reagent Lot No. Bottle No.
R1(R1-1) 11051 13272

R2(R2-1) 1051

Cal Expiration Date
Reagent Blank ;071 ;’28;5051_ 12:22

| Serum

-0.0283|

cal Type [5AB

Measure Type I{égl: 7

-0.0971
-0.1946
-0.3347

Formula ;'Spll_ine

Comment

S O T )

Factor

A0 = 0.0000E000

BO = 0.0000E00O

CO = -1.9722E-001

Lot to Lot RB/CAL
Calibration Selection Data Select

—

Comment




