AAMX BIOMEDICALS

INSTALLATION QUALIFICATION

The Installation for Trace 120 Marketed By AAMX Biomedicals 5r.No.
AE2KOKH09127carried at Sanjivani Diagnostics, 2085, Near Delite Cinema, Behind
Asaf Ali Road, Petrol Pump, Delhi- 110002

Checked all the Mechanisms through the Software like Reagent Arm/Sample
Arm/Mixer, Reagent Disk/ Sample Disk/ Reaction Disk Movement for different
position

Checked the system performance for different Parameters .

Calibration & Control for all the Assays was satisfoctory

Carried out the Precision Check for above parameters which was also good

For AAMX Biomeadicals

Nitin Chouahary

Zonal Mangager
.;.f” I Date : 05/04/2022
el




by ! t the Trace 120 Marketed By AAMX Biomedicals Bio C hemistry

ZKOKMH09127 has been suct J"_'.Ifu,",lll'.r frl',fr’]”l"l‘f arid € ommissioned

ivani Diagnostics, 2085, Near Delite Cinema, Behind Asaf Ali Road, Petrol

Pump, Delhi-110002 as per the Installation Procedure & Checklist

For AAMX Biomedicals Foar Sanjivani Diagnostics

Nitin Choudhary Name VN

Designation: Zonal Manager Designation:

Signatue:

Date

Date: 05/04/2022




PERFORMANCE QUALIFICATION

Carried out the following Checks for the Performance of the System Trace 120
Marketed By AAMX Biomedicals Sr, No. AE2KOKH09127

Run the TruCal U Calibrator, Trulab N control {DiaSys)

luality Checks for which the performance is OK & the Results are Satisfactory,
within the Specified range.

Precision Checks: Carried out the Precision checks for different Parameters for which
Precision was found to be satisfactory.

For AAMX Biomedicals,

Nitin Choudhary

Zonal Manager
Delhi Date : 05/04/2022
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Calibration Certificate

(5r. No

ted & oadjusted on Trace 120 Marketed By AAMX Biomedicals
AE2ZKOKHO9127) at Sanjivani Diagnostics, 2085, Near Delite Cinema, Behind Asaf Al Road,
Petrol Pump, Delhi-110002

System Voltages D(

S.No. | Module | Observed Value Acceptable Range
Viain Power Voltage 2925 VAL 220 +/- 10.0 VAC
1 W Tt LBy 24,4 VDI | 24.0 4/ i) WL
| oltage Supply 12,3 VDI | 12.0 /- 0.5 VD
15¢ I Supy 2 )4 0.1 VDX

System Temperature

5.No. | Module Observed Value Acceptable Range
ea n Disk Tem 17 9 17 /- 0.4 "(
eagent Compartment Temp 10 % B 1012 7%

Photometer Adjustment

5.No. | Module Observed Value Acceptable Range
ickeraund Count far all Wavelength 40,000 to 49,00 20,000 to 60,000

Syringes Module:

§.No. | Module Observed Value | Acceptable Range
Reagent Syring 500 ul 500 +/- 1ul
- 1000 ul 100 +/-8.1u
| EL

Washing Dispense:

5.No. | Module Observed Value . Acceptable Range

(- 500ul

sriar Washing . 3.01 ml | 3
Exter Washing 3.01 ml 3,00 +/- 500ul

.cked through software and found OF

1wor mechanisms nave Deen chi

libration for End Paint Kinetic & Fixed Time-Kingtic Bun control & sample, Re

were satistactory

.~ Mext Calibration will be performed an 04/04/2023

For AAMX Biomedicals

Nitin Choudhary

Zonal Manages Date : 05/04/2022

pelhi




Auto biochemistry analyzer

Reagenl | Maintenance System Sefting | Replace Cuvettes

ISR Coibraton Resuts |

No TestName Hint Calibration Type 2 pointlinear | Biaﬁl; Type |'! teagent blank
GLU S1Abs. K Value A B

¥ e C
ALB [ _ _ Sl =

AST(OT) ' [00s27 | [-3205853 | [0.0000 [llooooo ] fooooo ]

ALT(PT)

ALP TestDate 12022'06'25 14:03.55 Reaclion Curve | Calibration Trace [

TBILL

D BILL
-0.03

CHOL |

CREAT 0.0

o 013
" 0.24
TG

-0.29
La, UA 0.34

15 | _UREA |k 0.40

16 AMY -0.45
HBA1IC -0.50 i i -
CRP D.00 10.60 53.00 63.59 74.20 84.80 95.40 IEIE.U[]]

RA-F Standard i <1> = >
FERITIN _ _ __ L _
p04 : | Concentration {106.0
HDLC -
IRON Abs | _-ﬂ 4134

X-Concentration/Y-Abs.

(T- T - - SR - RS N I

-
w M = O

D-DIMER
Position

ICE
at

1246 PM
4-07-2022




o ochemistry analyzer

i

[esl

Reagenl

IR - 'baton Resuts |

il

Qc

Maintenance

Syslem Setting

Replace Cuvelies

Test Name

No
1 GLU
2 ALB
3 AST(OT)
4 ALT(PT)
5 ALP
6 T BILL
7 D BILL
8 CAl
9 CHOL
10 CREAT
12 TP
13 TG
14 UA
15 UREA
16 AMY
17 HBAI1C
18 CRP
119 LDH
| 20 RA-F
21 FERITIN
22 p04
23 HDL C
24 IRON
25 D-DIMER
‘b IGE

ASO

Hint

| oc T

12"

Calibration Type

:'.JE)

—————z
—

TeslDale

|2point linear

S1Abs.

K Value

A

] Blank Type

|I-€E-a_qenl blank

0.0103

] @q 6170

| [oooo

|2022-07-07 20,1154

B

Reaction Curve

¢
[0.0000

|

‘ Calibration Trace |

Dahe—

X-Concentration/Y-Abs,

0.26
0.22
0.18
0.14
0.10
' 0.06

0.00

-0.04|
iy 1 R

0.00 4.54

Standard

Concentration

Abs

Position

ﬂIU' i i T e —

0>

0.0

0.0103

18.16

454

0.1958

22.70

27.24

<7>
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*_Cahbraton

(BB cn Regivar

|
festDate

1
|

-
|

g A n..'rrl

q w 0.25

31 Abs KWalue

0.0009 27 6662

l.’lJ,_'}' 05-23 14:10.58

1.05 1.57 2.10

Blank Type

A

00000

[ P
olalus

Alarm




iochemistry analyzer

r | B %

Galibratuon Maintenance System Setting Replace Cuvelles !

TestName Hint Calibraton/ Type |2 point linear ‘ Blank Type
GLU o N
ALB

AST(OT)

ALT(PT)
ALP TestDate
TBILL

51Abs. KValue A
{-0.0001 | [5954821 | 0.0000

Q- v
T - ample St
Calibration Trace 4 f ! |

DBILL X-Concentration/y-Abs, N )

0.33 - | 0P
0.29

— =
0.24 - e L[I"i-"
0.18| s , .

0.14|

0.09|

0.04

0.00F——

|-0.04|

| -0.09 =

0.00 16.80 33. ) BZ.20 84.00 100.80 117.60 134.40 151.20 168.00

Standarg Shut Down

Stalus

Alarm

Concentration (0.0 )
Abs [:0.0001 {02820 ' il : -
Abs | | L_ILJ‘ Off




L um

Liuto biochemistry .ill:ll'rf?l'l

’1. * t o ! 1"“““
- , L‘
i - o | X | O |
Tesl Reagenl Qc Maintenance System Setting | Replace Cuvelles
B Cs'biston Resuls | O .
No TestName Hint Calibration Type ‘2 point linear 1 Blank Type |Reagent blank y ] _J
- ] i — — — Start Cond
1 GLU S1Abs, K Value A B C
2 s 10,0093 | [412848 | [0.0000 | [0.0000
| 3 AS][OT] L el A ik L) = = B IR L
4 ALT(PT) (AR T .
5 ALP TestDate (20220711 14:36.07 ] Reaction Curve Calibration Trace | Sample Stoj
6 TBILL il AR AR y
7 D BILL X-Concentration/Y-Abs. _
~ 0.36 - - — - ,
81 _caL i Shul il Stop
9 CHOL W -3 | !
10 CREAT gg ; —
1 HDL-C g LIREEAT s et @ \
12 P 0.13 AL T _| Status  [§
13 TG 0.08 T ;
| 5 . 0.03 e el | A {;:
15 UREA 00— : i
| 16 AMY 0.05 [ Alarm.
| 17 HBAIC |-0.10 = — Al T - : — — h
‘ 18 CRP 0.00 1.10 2.21 3.32 4.43 5.54 6.65 7.77 8.87 9.98 11.09 | b
19 LDH - - L = | 1
| ; il |
| 20 RA-F Standard <0> <1> <> <3 45 <5> <6> T Shut Down Tl
21 FERITIN
| 22 p04 Conceniration 0.00 1110 ) i
23 HDL i I W
5 -0.009 2505 -
24 RON Abs i e Log Off
D-DIMER Pasiton 39 10
2% IGE
27 SO M ,) : é
Operator ;-1:. 8 == i T 4 T

= Rl O

1245 PM

W®c ARG Ly B




o biochemistry analyzer

Tesl Reagenl Maintenance System Seting | Replace Cuvelles ._
_ Calibration Resultsl A 6 -
No TestName Hint A Calibration Type ii;;éinliinear ------ j Blank Type I[»;;;u:js.-r.'. blank Stan Cond i
1 GLU S1Abs. K Value A B c
z et 00010 | [s60288 0.0000 [0.0000 | [0.0000
3 AST(OT) — — -
4 ALT(PT) N TRTTIET =
5 ALP TestDate .IEQ?Q 05-31 154713 Y ] Reaction Curve ’ Calibration Trace J
6 T BILL LR et IR HRELC IS T L il L2E = IS
7 D BILL »-Concentration/Y-Abs. |
8 CAL | 0.21] = : — —
9 CHOL ‘;-:? |
REAT +¥3) |
‘I?]--'- 5 i
e | | 0.09 e e
.12 0.06| A
| 13 TG 0.02| ST SRS O e S
| 15 UREA ! -0.03
| 16 AMY -0.06 '
17 HBAIC 0.09— — - - = : |
| 18 ~Op D.00 0.39 0.78 1.17 1.56 1.95 2.34 2.73 312 3.51 3.90
19 LOH —— p—
20 Standard <0> <1> <2> <3> <4> <5> <6> <>
21
22 p04 1 Concentration 0.00 3.90

Abs 00010 | |0.1093

Ao Position 39 40

. 29 O Hi ,_ n & 3c ~ 5 D) NG ,f::;:z



teageni

@)
SN

Maintenance System Seting

- o O

TestName

Calibrabion Resulis ‘

Hint

-

Calibration Type

TestDate

Replace Cuvetles

2 pointlinear
S1Abs.
0.0008

Blank Type
K Value A
| [160726 | 00000

|Reagentblank

Start Cond

| 0.0000 | | 0.0000

2022-07-11 13:3253 Reaction Curve Calibration Trace [ Sample Stoj

0.26
0.22
0.19
| 0.15
012
0.08
0.04
0.01ea—
0.02
-0.05
-0.09

X-Concentration/Y-Abs.

i‘,!’:—"

Hi__’"‘..

Status

Alarm

0.00

Standard

Concentration




\eagenl . ] 1 : Maintenance System Sefting | | Replace Cuvett

R C:iboton Resuls

: No

Test Name Hint
GLU
ALB
AST(OT)
L ATeT) | |
ALP
TBILL
D BILL
CAL
CHOL
CREAT
HDL-C
TP
TG
UA
UREA
AMY
HBAIC
CRP
LDH
RA-F
FERITIN
p04
HDL C
IRON

A

TestDate

2 pointlinear

Blanki Type

S1/Abs;

K Value

00018

| |§@303552

|2022-05-23 14:0852

0.10
0.08
0.05
0.03
0.01
0,01
-0.03
-0.05|
-0.08]
0.10|

1 [ooo00l 1111

A

' m|' |{i 0000

leagent blank

Reaction Curve ‘

| pumm

Calibration Trace J

-0.12
0.00

10.00 20.00

Standard

Concentration

Abs

Position

<>
0.0

40.00 S.00

60.00

.:‘_3;.

70.00 80.00

#-Conceniration/Y-Abs.

90.00 1[iU.i.HJ|

:

Start Cond

Sample Sto| ™}

0

Status

Alarm

Shut Down
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biochemistry analyzer

B -

Tesl Reagenl

— Calibration Results |

iesl Name Hint

1 GLU

2 ALB

3 AST(OT)

4 ALT(PT)

5 ALP
I-— BILL --
7 D BILL i
] CAL

9 CHOL

10 CREAT

" HDL-C

12 TP

13 TG

14 UA
| 15 UREA
16 AMY
17 HBA1C

(] CRP
19 LDH
20 RA-F
21 FERITIN
22 p04
23 HDLC
24 IRON

: D-DIMER

IGE

ASO

.‘{lolt
‘I‘ . m

Maintenance

Syslem Setfting

Replace Cuvelles

Calibration Type

TestDate

]2 pointlinear

Blank Type
S1Abs. K Value A

I.Heagma[ blank

C

|0.0009 | [715856 | [0.0000

| /[0.0000

] powo ]

|2022-0?-n 13.03.34

Reaction Curve | Calibration Trace |

0.16—

*-ConcentrationfY-Abs.

013
0.11
0.08
0.05
0.03

[-0.01
-0.04
-0.06
-0.09

0.00

Standard

Concentration

Abs

Position

| 0.008-———"

<0>
0.00

'|:| 0009

Stad Cond




Auto bluchamshy analyzet

T

Reagenl

Calbration Results |

WD~ & N

Operator

Tesl Name Hint

| -—

AST(OT)
ALT(PT)
ALP
T BILL
D BILL
CAL
CHOL
CREAT
HDL-C
TP
TG
UA
UREA
AMY
HBAIC
CRP
LDH
RA-F
FERITIN
p04
HDL C
IRON
D-DIMEFR
IGE

ACY

TestDate

AR

Fieplace Cuvelles

V] | |Lpomtlmear [ Blank Type =_Reagz-:{a! blank —f
S1Abs. K Value A B c
00015 | [2425933 ifococo " 11T [ fooo00 ] 00000

{2022-06-13 15:00.52

Calibration Trace |

0.891

A-Concentrationfy-Abs, —|

| 0.79|
| 0.69
0.59
0.49
0.39
0.30
0.20
0.10 il

0.00%—
-0.09
0.00

19.20

Stanc lard

soncentration

38.40

7680

96.00 115.19

134.40 53.60 172.80

192 ms Machine 1P:192,168.2.3(

& 33°C

i 1244PM  _
A GTId) ENG o B



o *‘-.fn;v—-"-:"‘-: oy
L

Cahbration.

Blank/Type

A
00013

;ZUP?-U!—J el Calibration Trace

X-Concenlration/Y-Abs.

Alarm
0.00

Shut Dow




Tes! Reagenl |

_ Calibration Results |

No TestName Hint
1 GLU
2 ALB
k| AST(OT)
4 ALT(PT)
T
3 T BILL ;i
7 D BILL
CAL
CHOL
CREAT
HDL-C
P

Maintenance System Setting | Replace Cuvetles

|2 point linear Blank Type |H::u:_;ur.rhlarak
S1Abs,

oooro

2022-06-13 15.01:28

Calibration Type

K Value A B
| l47850312 | foosoo | [0.0000

TestDate Reaclion Curve ‘

| |U{H)UU

Calibration Trace

»-ConcentrationfY-Abs.

0.15,
0.12

0.10

0.07|

0.05

0.02|
00—
-0.01{

-0.04

0.06

fil)q =

0.00 22.60 45.20 90.40 158.20 iHI_JI.Ei[]

113.00

Standard <0>

Concentration [0.0

Abs 0.0010

Position

>

203.40 226.00
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Auto biochemastry .m.!h_ﬂr'l

-

& (X o =

Tesl Reagent Qc Maintenance System Setting | Replace Cuvetles
_ Calibration Results | | {ill
| RN

No Test Name Hinl ol Calibration Type | Epoint linear ’ Blank Tvbé' {_f_{fjjj_genl blank —|
1 GLU : || S1Abs, AL TESURIA R A A B G

2 ALB | ( L

, 00011 |-3089.6746 | [0.0000 [\ |{0.0000 | [00000 }

ssron |, —— I 1 Pt --

4 ALT(PT) | f | R AN

5 ALP TestDate . @22-{}&}8 15:32.43 l [l Reaction Curve ‘ Calibration Trace |
6 T BILL |

7 D BILL A-Concentration/Y-Abs.
8 CAL 0.10

9 CHOL 0.8

10 CREAT g'gg

1 HDL-C :

. ) R R ikl |

12 P P T T et AR 1) A L A g s i

13 TG 0.03 T __+
14 A -0.0% ‘
| 156 UREA 0.08
| 16 AMY 0.10 I

17 HBA1C [ |-0a3 TR L i . -
| 18 CRP 0.00 10.50 21.00 31.50 42.00 K2.50 63.00 f3.50 84.00 94.50 105.00
19 LDH e i L _
| 20 RA-F | Standard <0> <1> <2> <3> <4> <5> <G> <7>
| 21 FERITIN il | ) | U A VAR,

22 p04 - Concentration 0.0 105.0 L] | I I i

23 HDL C [

i : -0.0011 0.0351 |
24 IRON Abs : ! !
5 D-DIMER Paosition 39 40

IGE

y :0.492 ms Machine [P:192.1¢

"ﬁ«r‘ O H. 0O mm A @ c A G ) NG oM

14-07-2022



