N3 MultiXL v2021.C03 [EM 2

Test Statistics Calibration Trace  Calibration Monitor ErmorLog  Reaction Curve

2 Patient Report  Result Reprint
Patient Entry(F2) == - I Print Lab details
e T e

' Select All

From 120- Jul -2024 ~/|

To  © 120-Jul-2024 ~|

Filter
Total Tests : 14

Test
Interval (35D)

27000 32.43-48.63
25700 309 -46.32

Sr# Lot# . Flag Result Date
5022358 WL !\"— 15D 07/20/2024 08:.
5022358 : wiL . 0712002024 08: .

L -1SD  07/20/2024 08: 7.B300 93.76- 140.74

WL 0712002024 08

mag/dL +35D 07/20/2024 08: ..

S022358
5022358 40900 49.15-73.69

S022358

0.0500 0.49-0.79
01100 1.03 -1.69

maidL +150D  07/20/2024 08
1.7200 29.15-39.47

mgldl  -1SD  07/20/2024 08

mgidl.  +1SD 07/20/2024 08

maidL 425D 0712012024 08:_.
mg/dL | +1SD O7/20/2024 0B....
mgldL 0712002024 DB __
ma/dL 07/20/2024 OB _
oldL 07/20/2024 0B:
ma/dL 07/20/2024 09 ..

0.0600 0.92-128
46400 788 - 10664
56100 9539 -129.05
7.1900 12224 - 165.38
02900 4.87-661
03700 4.45- 667
0.0500 049-079
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2

Calibration

20- Jul -2024

|20- Jut 2024 ~|

Totsl Tests 13

Lot @ e 1?{ . 1 S0 Interval (350D)
5022359 | SGPTD 07I20/2024 08:. 14494 956600 11596 - 17382

S022359 S5GOTD 07I20/2024 08
5022359 ALPU 15D | 0742002024 08: 4717
5022359 ' 0742012024 08 154 39
5022359 07/20/2024 08;.. 1.97 01600 149-245
sozz3se 07/20/2024 08: 527 04300 398-656
S072389 Ori2U2oz4 08 95 65 4. 7800 a1.51 - 11018
5022359 _ 0772012024 08: _' ] 336-4.68
e 0712012024 08 27282 13.6400 231.9-31374
S022359 67!20!2021 08:. .. 21_6;'9__1;5360 179.2 -242 38
] E 0712002024 08" 21 1839  12.0400 147 78- 22002
11.99 0.5900 10221376

8.43 05600 6&75- 1011

144,95 96500 116-1739
31 4400 377 .38 - 566.02
10 2900 123 52 - 185 26




3 sl
)
il ¥ Mark 2SOVI50
Lant Hatch * Controls
Tt Parematar(l 3) -
|
Profilens | Cale(r4)

Dlitey wine

From e dul 2024 =

Rl “

Comvomatee | ZST IR Totel Tesis - 16

Tsiamatie | el CLET] Ut Flsg | Henul Dute Irterval (3500}
PATH z D 1266 150 0722024 08 110.75 - 168 13

PATH SGOTD a2 U2 U2 D " 167 6%
PATH AL ] ORIV M 0 7900 151 57

PATH GGT 146 7 ORI U4 on HONG 10901 - 100 65
PATH Mo DFIIUINTA o » 0, 1800

PATH o OFIZA2024 n | 0 4400 L 8- ]
PATH A [ 24 00 ASBO0 | TT 06 - 105 34
PATH CHENS 2 OFI2 MR O 1 0220 3 455
PATIH GLU UFFIA02 00 128700 210 T4 - 295 06

PATH THIG OF M3 on 10 4400 177 53 M0 1T |

S PATH CHca ORIV o0 . 1O MO0 TEILGN - 2enan

FL I AN ua QIR0 0N E ORIO0 B8
R FAREIY PATH CA «350D f O5D0 nO7 -2 E
PATH [ 3 ‘ 0600 42 .57

PATH TR0 0 s 05700 G020 24

PATH - OFIE AP0 o0 e OEI00  BEF 1218










QC TESTING PROTOCOL

PRODUCT

SERIAL NO.

PROV. NO.

ASW VERSION

ESW VERSION

VOLTAGE SUPPLY

DATE

CONCLUSION:

REVIEWED BY:

(Prod. Head):

VERIFIED & APPROVED BY :

(QA Head)

QCX2-401 / Issue No 2

EM 200

V200070

17/05V

2021.C03

2021.RS0.02

220V

12-18-2021

PASS

Revised : 14.06.19
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QC TESTING PROTOCOL

[A] PHYSICAL CHECKING

Prov. No. 17/05V

Verified by : Name| ~ PRAVEEN  |sign &/ @
@ &é@-«k

1) 50 POSITION REAGENT TRAY (RGT)  Fitting : OK Movement :

2) SAMPLE TRAY ASSEMBLY (ASP) Fitting : CK Movement :

3) 45 POSITION REACTION TRAY (RCT) Centering: | OK Movement :

4) REAGENT/SAMPLE PIPETTOR

5) STIRRER

6) CUVETTE RINSING UNIT (CRU)

Centering : | OK Movement :

Centering : | OK Movement :

Centering : | OK Liquid Flow :

7) SYRINGE ( REAGENT/SAMPLE) Fitting : OK | Movement:
8) REACTION TRAY COVER Fitting : oK
9) REAGENT TRAY COVER Fitting : oK
10) DOME COVER Fitting : oK
11) GAS SPRINGS Closing: | OK | Movement:
12) INDICATOR LAMPS

a) ANALYZER SWITCH : oK

b) LED ON STIRRER, ARM AND PANEL : OK

QCX2-401 / Issue No 2

Revised : 14.06.19

OK

OK

OK

OK

OK

OK

OK

OK

Liquid Flow :

Drier Chip :

OK

OK

20f7
(Pg 7 is optional)



QC TESTING PROTOCOL

_..._va.No_l 17/05v I

[B] PRE-BIOCHEMISTRY CHECK  Verified by : Name PRAVEEN Sign =P""'({;,DQ* ﬂ n

1) TEMPERATURE Observed Acceptance

SERVICE MENU RCT: °C 36.8t037.2°C

RGT: °C 04t012°C

RUN TEST RCT: °c 36.8 to 37.2°C

8
37
RGT: |I‘ °c 04 to 12°C

2) AUTO SPAN SET Acceptance criteria for Gain at all wavelength: 380 to 600
WAVELENGTH £
1 2 3
340 472 472 472
405 471 472 472
505 444 445 445
546 487 487 487
578 462 462 462
600 456 456 456
660 440 440 440
700 445 446 445

3) PRESSURE ERROR DISPLAY :

o]
=

a) LESS THAN 0.6 BAR

b) GREATER THAN 1.2 BAR

o
A

c) BETWEEN 0.6 TO 1.2 BAR

4) SENSORS:

1. DEIONISED WATER

o
-~
o

. RGT COVER SWITCH OK
2. DETERGENT 6. LIQUID LEVEL SENSOR OK
3. BIO-HAZARDOUS WASTE . DOME SENSOR LEVEL 1 OK

4. WASTE

~
~

8. DOME SENSOR LEVEL 2 oK

Jof7
QCX2-401 / Issue No 2 Revised : 14.06.19 (Pg 7 is optional)



QC TESTING PROTOCOL

[C] OTHER FUNCTIONAL CHECKS Verified by : Name

1) PRIME MODE

2) CUVETTE RINSE

3) AUTOWASH

4) PROBE WASH

5) WATER SAVE

6) DEAD VOLUME CALIBRATION
7) REAGENT LEVEL SCAN

8) HIBERNATE MODE

9) AUTOSTARTUP-SHUTDOWN
MAINTAINANCE

|[D] DEAD VOLUME CHECK

SAMPLE :
SAMPLE CUP (2ML) .............. In i

SAMPLE MICROCUP (500 ul) ....in pl
SAMPLE TUBE(5-7ML)........ in pl

REAGENT :
REAGENT : 50ML BOTTLE ...in ml

REAGENT : 20ML BOTTLE .....inml

REAGENT : § ML ADAPTOR .....in pl

QCX2-401 / Issue No 2

PRAVEEN  [Sign
OK 10) QC MODE
oK 11) MULTIPOINT CALIBRATION

@]
x

(@]
=

]
x

Verified by : Name

Observed

100

100

300

18

1.4

440

ve-.....Prov, No.

17/05V

i

g_‘
:
L

12) EMERGENCY MODE

13) DILUTION MODE

14) 2 REAGENT CHEMISTRY
15) REACTION CURVE

16) RECALCULATION

17) RESULT REPRINT

18) PATIENT REPORT PRINT

S

F

o

Q

e Fa =

PRAVEEN Sign

Acceptance

50 pl - 150 pl
50 pl - 150 pl

250p1 - 450 pl

1.5ml-25ml
1.0ml- 2.0ml

350 pl - 650 pl

Revised : 14.06.18

T
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QC TESTING PROTOCOL

E) OPTIONAL CONFIGURATION STATUS

coven PTOV No.l 17/05V I

Verified by : Name| ~ PRAVEEN  [Sign %{G‘Qcﬂ“ )Q‘_ ™
1] 1S MACHINE WITH ISE MODULE? (YES / NO) | NO |
Centering: | NA |
Electrodes: | NA |
2] IS MACHINE WITH BARCODE? (YES / NO) | YES |
2.1) SAMPLE BARCODE SCAN | NA |
2.2) REAGENT BARCODE SCAN | o ]
3] IS MACHINE WITH TEST LOADER? (YES /NO) | YES |
TEST LOADER CHECK | oK |
[F] AESTHETICS Verffied by : Name|  PRAVEEN  |sign ¥ G-fhs .t

1) NO DENT MARKS & SCRATCHES ON FRONT PANEL SIDE PANEL & REAR PANEL

2) DOME OPEN & CLOSE MOVEMENT SMOOTHLY WITHOUT ANY JERKS

3) NO SHADE VARIATIONS IN PANELS

4) NO DUST/FOREIGN PARTICLES ON THE INSTRUMENT

5) PROPER PLACEMENT OF BUFFERS FOR PROTECTION TO PROBES,STIRRER

6) PROPER FITMENT OF ARM COVER & STIRRER COVER

7) CRU PROBES SPRING ACTIONS SHOULD BE SMOOTH

8) SCREW OF CONTAINERS SHOULD NOT PROTRUDE OUT FROM CONTAINER SURFACE

9) CONTAINER RING SHOULD BE FIRMLY FITTED ON TO THE TOP PANELS

10) NO TEFLON COATING PEEL OFF FOR STIRRER PADDLE

QCX2-401 / Issue No 2 Revised : 14.06.19

o

o]
=

50f 7
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