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CALIBRATION CERTIFICATE

This is to certify that Dimension EXL 200, Equipment ID: 1042762920 & serial number DE271193
installed at MAEER’s Vishwaraj Hospital Laboratory has been successfully calibrated on January 6
,2022. Please find below, results of calibration performed on the instrument.

Please find below, results of calibration performed on the instrument.

Photometric Calibration Data are as follows:

Parameter Result Acceptable Ranges
Photometer Dark Calibration
Reference 9266.29 Hz 8500 — 11000 Hz
Sample Outer ON 9448.72 Hz 8500 — 11000 Hz
Sample Outer OFF 9444.90 Hz 8500 — 11000 Hz

Lamp Calibration

Low Calib Level 52.4% NA
High Calib Level 58.2% NA
Photometer Arm Alignment -5% -2to-9
Filters Offset (mAU) System Check Results Range
293 nm 292 0.44 +/-2.5
340 nm 323 0.29 +/-1.5
383 nm 336 0.24 +/-1.5
405 nm 325 0.18 +/-1.5
452 nm 322 0.24 +/-1.5
510 nm 300 0.27 +/-1.5
540 nm 309 0.37 +/-1.5
577 nm 307 0.34 +/-1.5
600 nm 302 0.23 +/-1.5
700 nm 306 0.26 +/-1.5
Siemens Healthcare Private Limited Unit No.9A, 9t Floor, North Tower, Tel.: +91 022-3370 0600
Godrej One, Pirojshanagar, Fax: +91 022-3370 0604
Vikhroli (E), Mumbai - 400 079 Email: hc_contact.india@siemens-ealthineers.com

www.siemens.co.in

Registered office: Unit No. 9A, 9th Floor, North Tower, Godrej One, Pirojshanagar, Eastern Express Highway, Vikhroli (E), Mumbai - 400 079; Corporate
Identity number: U74999MH2015PTC264859



System Check Results — CHK Lot No: BB2075

| Wy o

Parameters Range
Mean SD Mean SD

Reagent 1 398.00 1.65 392+/-15 <38
Reagent 2 399.53 1.89 392 +/-15 <3.8

Sampler 39.80 0.24 39.0 +/-2 <0.8

Temperature
Cuvette 37.0°c 37.0°c +/- 0.2
Regent Tray 4.2°c 2°cto 8°c
HM 43.0°c 43.0°c +/- 1.0

The instrument is working satisfactorily, subsequent to Calibration of the above parameters, and the
next PM is due on July 2022

Next Calibration is due in the month of July 2022

Note: CHK kit is an USFDA approved kit used in performing the system check in all Dimension
systems. The carton value is a predetermined value for which the limits are defined in system check
screen and operator guide of Dimension.

Siemens Healthcare Private Limited

Jagannath Choudhary
Regional Customer Care Manager — West & West Central
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EXL'™ Clinical Chemistry System
' Figure 1:
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\‘ : Dimension® EXL'™ Clinical Chemistry System

Q 3.2 Install UPS, refer to Installation procedure at back of this section.
O 3.3 Install QCC PowerPak barcode scanner

Place the barcode scanner into the holder at the left of the keyboard .

Place barcode scanner cable block inside of scanner retaining clip and attach clip to the keyboard tray.
L Se N By

Connect to
kevboard
e e

L Connect 1o

keyboard cable

. 4
2

(4

scanner
retaining clip

&

3

i
=
(\\‘L Z
> . i o
e l Connect one connector from the barcode scanner to the existing keyboard cable.
e .
I > O 3.4 Install the keyboard.
@i % Feed other connection of the barcode scanner through the hole in the back of the keyboard tray and conneet
@ I to the keyboard using the serews and cable retaining clip from step 1. ‘
: L ‘ Keyboard cable :

URnitsstigies .00 |
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—7 IM'I Tubing
% The IMT Installation Tubing Kit (766286) contains:
: - 766722 901 (3x)
= - 766771.901

- 766777.901

{

Itis side the cuvetle waste container in the System Material Kit box.

*

Install the tubing according to the diagram on the IMT lid. Be sure to remove the small plastic caps covering some of
the conncctors.

NOTE: The DI and D2 tubing in the installation Kit (766286) are not needed. They are left *in place” during
the manufacturing pack-up process.

| 5‘

=Y

Put two extra “ X pump tubes in the accessory spare parts Kit.

w9

NOTE: X3 fine comes with 1-in (2 mm) connection tubing on the end. Therc is also a connection tubing on the
“I** it connects to, so discard one of these duplicate tubes.

w

The kit contains the following lactory-installed cxtra parts:

b

- sample diluent bottle cap
- [IMT waste linc
- D2 and DI tubing

NOTE: Make sure the Diluent cap is installed on the Diluent hottle.

g

- Salt Bridge Solution
- QuikLYTE® Integrated Multisensor

NOTE: Installing the wall spacers are extremely important. DO NOT SKIP.

e & &

0 3.14 Install the two wall spacers.

O 3.15 Install HM consumables (vesscls, chemistry wash, probe cleancr. vessel waste contain
probe cleaner).

ANRNRNNANTERRAARAAAAD

¢ ¢

Unifes@7éiss .00 |
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~ Connect the instrument to the water purifier.

7 2 Conncct the plumbed waste linc.
8. INSTRUMENT SETUP AND CONFIGURATION

NOTE: 1F AN RMS IS TO BE INSTALLED, EXIT THIS PROCEDURE AT T}
INSTALL THE RMS MODULE. WHEN COMPLETED RETURN TO THIS !
CONTINUE.

Q 81 Tum on the main instrument power switch. If RMS is installed, turn on RMS

Q 8.2 Turn on the monitor power and adjust the screen brightness and intensity. Refer:
lor adjustment instructions. -

O 8.3 Inthe System Configuration Menu. configure the instrument for the following option:
cursor down and pressing Enter:

e Water [n — PLUMBED
e Waste Out — PLUMBED
o Automatic Vessel Load — ON
e Automatic HM — ON
e Automatic Cartridge Removal — ON
O 8.4 Decontamination Procedure:
Needed:
| 2L50A Sclective Microk Clean, PN 286072.001
Adapter coupling, PN 256761.001
Chlorine Dioxide Test Strips. PN 268080.001
Purpose: To decontaminate the instrument at installation and when doing preventative m
Reagents: 2L.50A bag of SELECTIVE MICRO® CLEAN. .

NOTL: The steps of this procedure are specific for the Dimension®: RXL/RXL Max™/EXLTM,
Dimension®: X1 and Dimension® ARx Software.

0O 8.4 1Disable the water system supply:
e From the Operating menu. press [6: System Config.
e Use the arrow keys to move the cursor down to the “Water In™
e Change from “Plumbed™ to “Manual™
O 8.4.2Prcparc SELECTIVE MICRORCLEAN following instructions on bag. NO N
0O 8.4.3Dccontaminate the water and chem wash system. )

a. Pour off approximately 0.5 liters of the SELECTIVE MICRO®CLEAN solution ir
bottle and install this chemistry wash bottle back onto the instrument.

b. éPouroff appmxlmalcly 0 5 lncrs of the bFLF(,TIVF Ml(. ROﬁoC[_EAN

Seues et TTTTTdd

fi
'
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tbing to the Millipore system

Disco
p. Disconneet the water bottle tubing from the adapter and reconnect it to the water bottl
q. Press F1: Water ON/OFF to turn the water valve on. .

r. Allow water botile o fill (You may have o pross F1 a few times for this to happen) DON'T
BOTTLE TO OVER FILL

s.  Exit to the operating menu. ]

Ny V . o v g Ry !,1-
nnect the waste tubing from the adapter and reconneet it to the wastc bottle.

O 8.6 Rinsc the water and chem wash sysiems:

a. Remove the water and chemistry wash bottle lids and float switch assemblics and sct them into sparc |
on a clean paper towel il a bottle is not availablc). Cn

b. Discard the contents of cach bottle and rinse cach botle with deionized water.
c. Fill the bottles with deionized water and install the lid assembles.
d. Agitate cach bottle gently to rinse the bottom of the lids and the float switch assemblies.

e. Cycle water through the system as described in step 8.4.3: ¢, L g h, & i

S

Repeat steps a-c.

0

O 8.7 Reassemble the water and Chemistry wash systems:

Install the water bottle and hid assembly on the instrument.

&

Change the “Water In™ back to “plumbed™. as deseribed in step 8.3 and allow the system to fill the water bottle.
¢. Install a new Chemistry Wash bottle and update the count.

d. Pertorm another system prime as described in Step 8 43. e, f. ¢ h. & 1.
Set cycle count back to 3 when finished.

. A e ) o
O 88 From the System Counters screen. seleet the clean probe routine. Condition the photometric: sample
probe by using a normal scrum sample for the fuid. .

O

8.9 Connect the phone cable from the modem (at the back of instrument) to the phone jack on-
Label this phone jack connection for proper identification. Verify proper operation of the mod
contacting the Technical Assistance Center for remote access of the instrument.

FrrrrrrTTTTITTe

8.10 Record the modem phone number on the “Installation Rating™ form.
8.11 Set the instrument identification, date/time, and report title,

8.12 Reset the cuvette. diaphragm. and aliquot wheel counts.

gERnE

8.13 Update the HM consumable counts:
e Wash Buffer

o Vessels

. (qump)’c Probe Cleaner
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Dimension® EXL'™ Clinical Chemistry System

Installation/Operation Qualification

Operators
Key  Other
o B
Q” U
o O
Operators
Key Other

O
U
O

AR L

(]
Operators
Key Other

[

o

SRR

OO0 o oo Oooogo

S8

&

Page | of §

Installation Training/Operator Qualification

Topic: Brief Component Overview

Activity

Reference

Review system components

Opcrator’s Guide. System Overview

Review keyboard, touchsereen and alert keys

Opcrator's Guide. System Overview

Review HM components

Operator’s Guide. System Overview

Topic: Calibration

Activity

Reference

Calibrate lincar methods

# methods:

Opcrator’s Guide, Calibrationi
and Qualin: Control

Calibrate logit methods

# methods:

Operator’s Guide, Calibration
and Qualin: Control

Verity enzyme methods

i methods:

Operator’s Guide, Calibration
and Quality Control

Calibrate Urine Drugs of Abuse methods

= methods:

Operator’s Guide, Calibration
and Qualin: Control

Topic: Maintenance Do these procedures using the Maintenance Log

Activity

Reference

Do daily maintenance procedures

Operator’s Guide. Setup and Supplies

Do Weekly Maintenance procedures

Operator’s Guide. Maintenance

Do monthly maintenance procedures

Operator’'s Guide,  Mainenance

Review IMT tube routing

Operator's Guide. Maintenance

Do these periodic maintenance procedurces:

Opcerator’s Guide. Maintenance

Controlled power shutdown

Operator's Guide, Maintenance

Replace cuvette nozzle diaphragm

Operator’s Guide, Maintenance

Replace printer paper

Opcerator’s Guide. Maintenance

Replace cuvetie film cartridge

Opcrator’s Guide, Maintenance

Replace probe Lip

Operator’s Guide. Maintenance

Perform sclected alignments

Operator’s Guide, Setup and Supplies

Review IMT pathway and IMT flow

Operator's Guide, Maintenance .
Troubleshooting

Review replacing IMT consumables

Operator’s Guide, Setup and Supplies

Review resolving a failed Dilcheck

Operator’s Guide, Senp and Supplie R

Review replacing HM consumables

Operator's Guide, Setup clnc{‘-""

UnisiTaes 1001
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S
. Koy = ‘_._f'_ Activity il "s
‘ 0 0 eview TAC contact process
S 0 o Review XLINK capability
3 0 o Review Mcthod Inserts
9 0 o Review Fast Facts
3
9 Operators Other Training ltems
~9 Key Other Activity
~9 O O
™ o o
9 ©) O
®) O

Q. Required
O- Optional
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L% Clinical Chemistry System

Define QC Ranges =
Uses current functionality to Define QC Ranges which will be used by the
as well as the Calibration program.

*  Enter into the Screen from the Main Menu
F5: Process Control
F4: QC Ranges
* Sclect Mcthod
Enter QC Ranges for method
F2: Storc Changes
®  Repeat procedure for all methods
Note: Each analyte nceds a minimum of (2) QC ranges sct.

[ sary [

Haome ]

STAT Sanuis

Sarrpls Alet

Suppliee

OF Alert

Calio Alesrt

[T

Fl: NEXT METHOD } F2. STORE CHANGES ] E2

SNAY
avaL
\/

£5. PRIRT ALL j =0 ] £7
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' nﬂstry System

1.3.  Defining QC Products ey
Entegrigg QC Products allows specific QC products to be associated with product levels. N
methods, QC fluid levels (SerumQCl, UrineQCl...) and fluids (SERUM, URINE, o
CSF'WHOLE BLOOD...). These definitions are used to define what QC products are tobcrun
with a calibration (provides a picks list when the calibration is setup), what fluid is sent to the
LIS, and where the QC should be sent to in the Dimension” QC database.

¢ Enter into the Screen by pressing the alert button
Select QC Alert
F5: Define QC Product
* Input QC Product information including QC Product Name. Product
Level. QC Lot number. QC Fluid Level. Fluid Type. Select
Tests and set the QC and Calibration Active
F7: Store

Change Product Level and QC Fluid Level (if additional levels and fluids arc
nceded for this product)

F7: Store
® Repeat for cach QC Product >
The user should define all levels for a product betore setting up additional products.

Note:

F1: NEW RRODUCT ] F2: DELETE METHOD J F3: NXT QCFLD LEV J F4' NEXT FLUID ]

F35: SET QC ACTIVE ] ES: SET CAL ACTIVE ] F7° STORE I F8 PRINT

Edit QC Products
* Enterinto the Screen from the main menu by selecting:
F3: Process Ctrl
F3: QC Status
F2: Edt QC Product

Select the QC Product to be edited
F1: Edit Product

Make changes 1o the product using function keys

Scanned with CamScanner
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2.1. Calibration Setup (Automatic Acceptance)

Select Calib Alert
F3: Group Cals
Sclect product/methods to be calibrated
F2: Sctup Group
Note: if more then one calibrator product is defined for that
that matches the calibrator lot number must be selected.
Enter users initials
Enter starting cup position
F4: Assign cups
F7: Load/Run
F4: Run

When the calibration is complete a report slip will print indicating the acceptance sta

from the auto-accept routine. If the calibration was auto-aceepted. the report slip wo

indicate so and no further action would be required from the operator. If calibration:

was not auto-accepted. the customer will go to the review calibration screen and

manually review the calibration.

Note: Information displayed will be the calculated information. .

STAT Status | Wk
Sample Alert i P = i o s
Suppli . CALTE Z
——lB_J g gl St CALLE 3
s v 7 V ; LerreePC 1
QC Alert ! c B S T {

Calb Alert

CALIR 3




Calibration Sctup (Manual)
Enter a calibration the normal way.
e |'rom the Main Menu select:

F5: Process Ctrl
F1: Calibration

Enter password
1:2: Set-Up Run

Scleet method to be calibrated _
Note: if more then one calibrator product is defined for the me
product that matches the calibrator lot number must be selected.

Enter Operators Name

Seleet Start Position
F8: QC Yes/No
1¥4: Assign Cups
F7: Load 'Run
F4: Run

hod

Allow the calibration to run. when the calibration is complete a report slip will print indig:a‘liug
the acceptance status from the auto-aceept routine. If the calibration was auto-accepted. the:
report slip would indicate so and no further action would be required from the operator. I
calibration was not auto-aceepted. the customer will go to the review calibration screen and
manually review the calibration,

Note: Information displayed will be the caleulated information.

O o) [

Fl: GOTO SEG } F2 NEXT STATUS J F3. DELETE SEG

F5; PRINT l F6: LOAD ERRORS ]
1 . Z L)
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Store Laboratory Data
Improvements to the STORE LABORATORY DATA feature mnc
calibrations records and enabling writing the data to a memory s
port.
e From the Main Mcnu select:
F5: Process Ctrl
F8: More Options
F7: Store Lab Data A
Use the F4: function key to toggle the storage device (either Floppy or USB)
e Select the date range to store data 3

F1: Store Data
Follow prompts on screen to store data

Note: Instrument should be in standby when storing laboratory data.

STAT Status l i
Sample Alert l ks
Suppliea |

QC Alsrt l &

Calb Alert

1 E2 | E3
A4 F5' QC ON/OFE F6: TST RES ON/OFF ' EZ:AC,
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Configure QC Alerts

Detine QC Ranges

Define QC Products

Delhine QC Pancls

Define Calibration Products

Sct Calibration Alerts

Sctup Calibration AUTO-ACCEPTANCE

l.oad Reagent Flexes

Calibration Sctup (AUTOMATIC ACCEPTANCE)
Calibration Sctup (MANUAL)

Calibration Review

Calibration History

Store Laboratory Data

[(jrouv) QC Alerts

Clinical Applications Specialist:

Install date:
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CALIBRATION DATA

FLEX LOT # CALBLOT#

SD = a SD= at SERIAL#_

SLOPE GUIDELINE SUGGESTED INTERCEPT
Co=

@ =

ATTACH REPORT SLIP(S) IN THIS AREA
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DATE_

N one

ommodate more tha

0 accol
"y
i

SERIAL#:

ISON*
Y (NEW INSTRUMENT): _

v

SPLIT SAMPLE COMPARIS

g
=

Am
1

X (CONFIRMED INSTRUMENT):



 COMPARATIVE STUD

SPLIT SAMPLE
HELPFUL HINTS

1. Samples to use
20 samples across assay range

« should be fresh if possible or preserved in appropriate manner

»  20% of samples should be at medical decision level

e 20% of samples should be at upper level of assay range

« should have adcquate samplc volume for running on both instruments

« samples. which are hemolyzed. icteric, cte. can be included if they are known
not to interfere

2. Measurements

a. Run samples on calibrated and within current QC’d instruments. Check logs if
necessary.

. Specimens should be analyzed on the two instruments at the same time.
Ensurc that both instruments arc performing well

. Have maintcnance on both instruments up-to-date

. Rccalibrate both instruments, if nccessary
Verify QC is within acceptable range

Data Review
a. Evaluate slope (m) and y-intercept (b). I acceptable, validation is complete

b. If the slope and intercept arc not acccptable, the reason may be due to the
samples that were tested. You should consider evaluating the bias at app
medical decision levels and compare to your requirement.

¢. If methodologics are not similar (i.c., THYoids), cvaluate data in term
respective reference interval and whether normal or abnormal.
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1 Chemistry

1. Samples to use
a. Normal and healthy patient samples
OR

b. Proficiency Testing materials

2. Measurements
a. Use split sample comparison results
b. Usc Proficiency Testing results

c. At least 20 normal, healthy paticnt samples

3. Data Review

a. If split sample comparison showed acceptable agreement to comparative
used by Dade Behring Inc.. usc Dade Behring Inc. suggested Reference Inter

mmmpmmpmpmm—Td 4 d

= |

b. If split samplec comparison showed acceptable agreement with Laboratory
comparative method. use Dade Behring Inc. reference nterval. 1f not ac
calculate new reference interval from regression cquation.

I8

If Proficiency Testing results show good agreement with Dade Behring [
groups, use Dade Behring Inc. suggested Reference Interval.

I

_ Caleculate t-test on the means of the 20 "normal, healthy" samples pro
the instrument being validated and on the comparative instrument. v

i

!
\
2

:
I 1

z D'
» ¢

s k1]
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Dade Behring Dimension® Report for ALD  Method

Date: 10 July 2010

Site VISHWARA) HOSPITAL, LONI K, PUNE
Operator:  Mr. Kiran

st 1D: DE2711893

Flex LN FA2027

Calib. LN:  00D038

Precision Data Values in **

‘l:# Result  Mean sD o
108
008 -01 0.000

040 04 0.005 1.4%

234 23 0.014 0.6%

413 4.1 0.017 0.4%

Lo

L1

L1

L1

L1

L1

L15

L1s

L2

L2 4.14
L2

L2

L2

L25

L25 6.31 6.3 0.000 0.0%
L3

L3

8.27 6.7 1.715

The assay range for this method is:
The linearity for this method is:

Analytical Sensitivity Verification

Accopied By Date
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Dade Behring Dimension® Report for TP Method

‘ Date 19 July 2019
~ Sae VISHWARAJ HOSPITAL, LONI K. PUNE
Operator: M Kian
- WL DE271IRY
Flax LN EA2042
Cald. LN:  00DDO38
Precision Data Values in **
[ ? :;-rb Result  Mean SO o
. w €20 02 0.000
(8] 0.80
~— L1 080 08 0.000 0.0%
L1s 520
L15 500 51 0.141 2.8%
~ L2 7.70
L2 7.60
—~~ 2 7.80
L2 7.60
L2 760 76 0.045 0.6%
-y 25 12.10
125 11.70 119 0.283 2.4%
L3 15.70
e L3 1560 157 0071  0.5%
-
-
- The assay range for this method is: 2.00
The linearity for this method is: -0.20
e Analytical Sensitivity Verification
The precision guidelines CONC.
- for this method are: 6.06
’ Accepied By Date
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Dade Behring Dimension® Report for AST Method

Date:
Site:
Address:
Operator:
Inst. ID:
Flex LN:
Calib. LN:

19th July 2019
VISHWARAJ HOSPITAL, LONI K, PUNE

Rajbaug, Pune-Solapur Road, Loni Kalbhor, Pune
Mr. Kiran

Accepted By

DE271193
GA2096
0GJ061

Precision Data Values in U/L
Sample Result Mean SD cv
LO 7.0
LO 5.0 6.0 1.414 23.6%
L1 36.0
L1 34.0
L1 36.0
L1 36.0
L1 36.0 35.6 0.894 2.5%
55145 245.0
X185 245.0 245.0 0.000 0.0%
E2: 437.0
L2 4330 435.0 2.828 0.7%
L2.5 645.0
L2.5 649.0 647.0 2.828 0.4%
S 857.0
L3 848.0
E3 8490
L3 849.0
53 851.0 850.8 3.633 0.4%
The assay range for this method is: 0.00

The linearity for this method is:
Analytical Sensitivity Verification

The precision guidelines
for this method are:

Date

857.00 U/L
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Dade Behring Dimension® Report for CRE2 Method

Date: 19th July 2019
Site: VISHWARAJ HOSPITAL, LONI K, PUNE Coefficients:
Address: Rajbaug, Pune-Solapur Road, Loni Kalbhor, Pune CO: ~0.3650
Operator: Mr. Kiran CA. 0.0779
Inst. 1D: DE271193
Flex LN: GB2075
Calib. LN: oLDO77
Linearity Test Samples (Values are in **)
Sample Expected Dimension®
L1 0.00 -0.09
4 0.00 -0.08
L1.5 5.40 5.35
15153 5.40 5.34
L1.5 5.40 5.34
SRS 5.40 5.34
1555 5.40 5,33
L2 10.97 10.73
L2 10.97 10.68
L2.5 16.20 16.26
12215 16.20 16.22
12235 16.20 16.43
£2:5 16.20 16.17
L2.5 16.20 16.48
-3 21.61 21.44
153 21.61 210573
CRE2 METHOD LINEARITY
| 25.00 -
3 20,00 - &
2 15.00 -
g 15
¢ 10.00 - ¢ Seriesl
o
% 5.00 1 — Linear (Series1)
-cg, 0.00 : — ,
- 000;‘00 500 10.00 15.00 20.00 25.00
Expected Value
Linear Regression Statistics
No. of Samples 16
Slope 1.0077
Y-Intercept -0.11
Correlation (r) 0.9998
Syx 0.14

Accepted By
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Dade Behring Dimension® Report for CRE2 Method

Date: 19th July 2019
Site: VISHWARAJ HOSPITAL, LONI K, PUNE Coefficients:
Address:  Rajbaug, Pune-Solapur Road, Loni Kalbhor, Pune TO: 0.0377
Operator:  Mr. Kiran (G 0.0757
Inst. ID: DE271193
Flex LN: FB2144
Calib. LN: 0GD046
Linearity Test Samples (Values are in mg/dL)
Tample ~Expected Dimension®
L1 0.00 0.0
L1 0.00 0.0
L5 3.70 33
ENS 3.70 33
L1.5 3.70 33
L1.5 3.70 33
L1.5 3.70 33
L2 7.40 7l
L2 7.40 724
L2.5 13.25 14.1
L2.5 13.25 14.1
L2.5 13.25 14.2
£2:5 13.25 143
L2.5 13.25 14.2
LE) 19.10 19.6
L3 19.10 18.5
[ |
{ DBl METHOD LINEARITY :
| |
{ R aE25(0
: ]
@ 200 +
=
@ 150 ][
=
0
! £ 100
Ny |
| 8 50 ‘
[
| 00 " : i i s !
0,};) 5.00 10.00 15.00 20.00 25.00 |
-5.0 |
Expected Value
|
Linear Regression Statistics
[No. of Samples 16
Slope 1.0667
Y-Intercept -0.31
Correlation (r) 0.8985
Syx 0.38

Date

Accepted By
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Dade Behring Dimension® Report for TBI Method

S~ Date: 19th July 2019 .
. Site: VISHWARAJ HOSPITAL, LONI K, PUNE Coefficients: T
Address:  Rajbaug, Pune-Solapur Road, Loni Kalbhor, Pune CO: '0-0 e
Y Operator: M. Kiran C1: 0.
) Inst. ID: DE271193
Flex LN: GA2068
) Calib.LN:  0GD046
\
\ Calibrations Samples Slope (m) -(11 gg;
ample Calib. BV  Obs. Value Intercept (b) :
™ Fal: Level 1 0.0 0.0 Corr Coef (r) 11000
Cal: Level 1 0.0 0.0 .
‘ Cal: Level 1 0.0 0.0 Acceptable calibration specifications:
Cal: Level 2 9.8 9.8
Cal: Level 2 9.8 9.8 Slope 0.97 - 1.03
’ Cal: Level 2 9.8 9.8 Intercept Close tozero
1 Cal: Level 3 27.3 273 or clinically insignificant
’ Cal: Level 3 27.3 27.3
" Cal: Level 3 27.3 274
n
v
o
TBI CALIBRATION mg/dL
". 300 7
v 25.0 +
- g 200 +
Sy s
> £ 150 +
°
o~ 2 100 +
Lo g
- (o] :
- 0.0 = ' : :
- 0/0 5.0 10.0 15.0 20.0 25.0
-5.0 —
' Bottle Values
' Accepted By Date
4

-
-
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Dade Behring Dimension® Report for TBI Method

Date: 19th July 2019
Site: VISHWARAJ HOSPITAL, LONI K, PUNE Coefficients:
Address: Rajbaug, Pune-Solapur Road, Loni Kalbhor, Pune CO: -0.0763
Operator:  Mr. Kiran c1: 0.0777
\ Inst. ID: DE271193
‘ Flex LN: GA2068
iy Calib. LN:  0GDO046
‘ Linearity Test Samples (Values are in mg/dL)
" Sample Expected Dimension®
—~ L1 0.0 0.0
. L1 0.0 0.0
. L1.5 5.0 4.0
> L1.5 5.0 4.0
. L1.5 5.0 3.9
L15 5.0 4.0
W L15 50 39
. L2 10.0 10.3
ey L2 10.0 10.4
N L25 18.6 19.6
: L2.5 18.6 19.6
2 L25 18.6 19.5
\ 125 18.6 19.3
e L25 18.6 19.5
N L3 27.3 28.8
: L3 27.3 29.0

”

TBI METHOD LINEARITY

35085
30.0
25.0
20.0
15.0
10.0
* 5.0
} 0.0 t t f t t

‘ 5 00“0 5.0 10.0 15.0 20.0 25.0 30.0

I

1

Dimension® Method

o —t-

Expected Value

Linear Regression Statistics

No. of Samples 16
Slope 1.0911
Y-Intercept -0.91
Correlation (r) 0.9987
Syx 0.52

Accepted By Date
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Dade Behring Dimension® Report for TBI Method

Date: 1Sth July 2019

Site: VISHWARAJ HOSPITAL, LONI K, PUNE
Address: Rajbaug, Pune-Solapur Road, Loni Kalbhor, Pune
Operator: Mr. Kiran

Inst. 1D: DE271193

Flex LN: GA2068
Calib. LN:  0GD046

Precision Data Values in mg/dL

Sample Result Mean SD CcVv
L1 0.0

L1 0.0 0.0 0.000

515 4.0

L1.5 4.0

(5565 3.9

L1.5 4.0

1155 39 4.0 0.055 1.4%
L2 10.3

L2 10.4 104 0.071 0.7%
L2.5 19.6

L2.5 19.6

L2.5 19.5

L2.5 19.3

1£2°5 19.5 19.5 0.122 0.6%
L3 28.8

L3 29.0 289 0.141

The assay range for this method is:
The linearity for this method is:

Analytical Sensitivity Verification

The precision guidelines
for this method are:

Accepted By Date
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Dade Behring Dimension® Report for GLUC Method

Date: 19th July 2019 .

Site: VISHWARAJ HOSPITAL, LONI K, PUNE Coefficients:

Address: Rajbaug, Pune-Solapur Road, Loni Kalbhor, Pune CO: 0.265
Operator:  Mr. Kiran @k 0.907
Inst. ID: DE271193

Flex LN: GB1292

Calib.LN:  OLDO77

Calibrations Samples Slope (m) 0.999

Sample Calib. BV Obs. Value Intercept (b) 0.183

Cal: Level 1 0.0 1.0 Corr Coef (r) 1.000

Cal: Level 1 0.0 1.0 2 .

Cal: Level 1 0.0 1.0 Acceptable calibration specifications:
- Cal: Level 2 274.0 273.0

Cal: Level2 274.0 272.0 Slope 0.97 - 1.03

Cal: Level 2 274.0 272.0 Intercept Close tozero

Cal: Level 3 538.0 542.0 or clinically insignificant

Cal: Level 3 538.0 540.0

Cal: Level 3 538.0 534.0

GLUC CALIBRATION mg/dL

600.0 -
|
500.0 - |
§ 0o - |
5 4000 -
L
. |
g pUCOS @ Seriesl 1
g 200.0 - —— Linear (Series1)

100.0 -

0.0 100.0 200.0 300.0 400.0 500.0 600.0
Bottle Values

Accepted By
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Dade Behring Dimension® Report for GLUC Method

D_ah; 19th July 2019
Site: VISHWARAJ HOSPITAL, LONI K, PUNE

Address: Rajbaug, Pune-Solapur Road, Loni Kalbhor, Pune
Operator: Mr. Kiran

Inst. ID: DE271193
Flex LN: GB1292
Calib. LN: oLDO77

Precision Data Values in mg/dL

Sample Result Mean SD v
L1 -6.0

L 00 -3.0 4.243

L1.5 142.0

L1.5 142.0

L1.5 142.0

SRS 140.0

5S 138.0 1408 1.789 1.3%
L2 269.0

L2 270.0

L2 271.0

L2 272.0

L2 270.0 2704 1.140 0.4%
L2.5 409.0

L2.5 406.0 4075 2.121 0.5%
3 537.0

L3 5330 535.0

The assay range for this method is:
The linearity for this method is:

Analytical Sensitivity Verification

The precision guidelines
for this method are:

Accepted By
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