Date: 06-12-2023
Efective Date: 06-12-2023

Certificate of Calibration

Customer Name: DR. B. LAL CLINICAL LABORATORY PVT. LTD. ALWAR

Model : Automated Hematology Analyzer Elite 580

Serial No. : K11051903014

Calibration Done Date: 6.12.23

Next Calibration Due Date On or Before: 05-12-2024

Lab In-charge: . DR. SAROJ GUPTA

This is to certify that the above-mentioned product has been verified of calibration for
CBC 5 parameters (WBC, RBC, HGB, MCV and PLT) according to the standard
procedures provided by Erba Lachema s.r.o, Karasek.

Calibration at site performed by

Engineer Name MANISH KUMAR SAINI
Designation SR. SERVICE ENGINEER
Transasia Bio-Medicals Ltd

Location

Encl:

1. Certificate of Inspection

2. Assay Sheet of Hematology Calibrator (H Cal)
3. Printouts

4. Traceability Document

CX Scanned with OKEN Scanner



ate: 064224174

Iffective Date: G4 2.7417

Certificate of Inspection

1. Model: Automated Hematology Analyzer Elite 580

2. Serial No.: K11051903014

3. Calibration Date: 006-12-2023

. Material used: H Cal (Lot No. PLUS1123, Expiry date: 10-Dec-2023)

S

By comparing your data to the results of the standard counters in Erba Lachema, the
calibration for CBC 5 parameters using the measurement standard material (H Cal) was
completed. The calibration result of 5 runs is summarized in the following table. Please
refer to the attached sheets for the details.

Technical Service Department
Transasia Bio-Medicals Ltd
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Precision T

st performed with Normal Fresl Whole Blood Sample

Please enter the d

Ata of sample in (he
Highlig‘hn'd in Ye

blank rows provided,
Hlow Color,

Please

do not enger anything in (he MEAN,SD & ¢ve
auto caleulageq, Hig

T TOWSs it will he
hlighted in Green Coloy

less then 3% 1.50% 1.50% 1.50% 1.50% 4.00%

Jormal Control

RBC HGB HCT MCV PLT
1.78 13.6 38.7 81 246
4.81 13.6 39.1 81.2 237
4.83 13.6 39.2 81.1 235
4.72 13.6 38.1 80.7 248
4.78 13.7 38.6 80.7 246
4.86 13.7 39.4 81.1 244
1.76 13.7 38.5 80.9 244
4.85 13.7 39.2 80.8 243
4.82 14 38.9 80.7 244
4.86 13.8 39.2 80.7 241
4.807 13.7 38.89 80.89 242.8
0.046 0.125 0.407 0.197 4.077
0.910 1.046 0.243 1.679
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5. BACKGROUND CHECK

PARAMETER RESULT Range
WBC 0.0 0.3 x 10*/Ul or Less
RBC 0.00 0.02 x 10°/uL or Less _i
HGB 0.0 0.1 g/dL or Less ‘\
PLT 0 10 x 10°/uL or Less J

Technical Service Department
Transasia Bio-Medicals Ltd
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Calibrator
Lot No PLUSTIZE Fyp ista P RIRVIRL
Calibration Mode Whale Biood Priedt Tina JOIMA6 1 14 AN
PARA WiRe RNC HGB Moy Pt
Target 046 A AT 13.2 nrA JA0
v 020 462 126 ne.7 A 517
\ 2 0.30 4G4 12.7 | 6.5 261
3 0.23 | 4.67 12.8 \ 86.7 261
4 0.31 4.66 127 | 865 251
v 9.28 4.59 12.7 I 86.8 \ 259
6 | |
N\ ? “
V8 [
A8 o
A 10 ] N 7
Mean  e2e4 " aew | 1270 | ses4 | 2590
CV(%) s | o7 | o0s 02 | 08
New Calibration Coefﬁrcient (%)« 7 ;__W‘VIEJZJZ | 96.42 103.94 100.88 96.14 5
Original Calibration Coefficient (%7) . 1‘—9991 93.74 103.02 99.43 84.87 M!
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TRACEABILITY

Erba Lachema s.r.o., Karasek 1d, 621 00 Brno hereby certifies the traceability of the assigned
values of the product listed below to a reference material.

Assignment of Reference Values to Fresh Whole Blood

Haematology Calibrator values are traceable to standard reference methods.

Haematology analysers in the Quality Assurance Laboratory of the Supplier are whole blood calibrated
to values obtained using the following standard reference methods. Whole blood samples drawn from
normal, healthy donors are collected in EDTA anticoagulant and analysed within six hours of collection.

The White Blood Cell (WBC) and Red Blood Cell (RBC) are analysed on a Coulter Counter Z series
instrument. All counts are corrected for coincidence.

Hemoglobin is measured using the Clinical Laboratory Standards Institute (CLSI) recommended
reagent for the hemoglobincyanide (cyanmethemoglobin) method(. Readings are made at 540 nm in
& colorimeter/spectrophotometer calibrated according to CLSI H15-A3 and ICSH recommendations .

The hematocrit (packed cell volume) is measured using plain glass microhematocrit tubes (not coated
with anticoagulant) centrifuged for 5 minutes in a microhematocrit centrifuge according to the CLSI H7-

A3 document ). No correction is made for trapped plasma.
Platelets are assayed using a haemocytometer and phase contrast optics.

Determination of uncertainty
Uncertainty is an estimate of the range in which the true value of a reported result may occur.

The uncertainty associated with the calibration of the H360, H560 and ELite 580 analyser using the
ELite H CAL calibrator has been estimated by adding the following sources of uncertainty:

- Uncertainty of the equipment used to determine the reference values: flask, pipette, single aperture
impedance counter (WBC, RBC), Haemocytometer by phase-contrast (PLT), spectrophotometer

(HGB), and ruler (HCT).
- Uncertainty of the haematology analyser when calibrating with the ELite H CAL.

Erba. Lachema s.r.0., Karasek 2219/1d, 621 00 Brno, Czech Republic
Identification number: 269 18 846. Tax identification number: CZ26918846
Incorporated in the Commercial Register mantained by the Regional Court in Brno, Section C, insert 45458

Tel.: +420 517 077 111, e-mail: diagnostics@erbamannheim.com, www.erbalachema.com
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Table 1: Assignment results and uncertainty of reference method
. wBC RBC HGB mMcv PLT
Reference (10%L) | (10"L) | (g/L) (1) (10%/L.)
Calibrator 9.40 4 56 132 90.9 247
Relaiive expél“wns.iovriw 7 29 0.1 0.3 0.5 44
Uncertainty %
H360 -
Standard <4% 2% <2% <2% Z9%
/ Result Qualified | Qualified | Qualified | Qualified | Qualified
l Calibrator 9.28 4.47 131 90.9 253
H560  [Relative expansion
(SWA12.2 l Uncertainty % 24 0.2 0.6 0.3 41
or higher;
version A Standard <4% <2% <2% <2% <9%
only)
/ Result Qualified Qualiﬁed Qualified | Qualified | Qualified
/ Calibrator 9.37 4.57 131 87.1 255
Relative expansion
H560 / Uncertainty % 2.3 0.6 0.5 0.4 4.2
(SWB1.0o0r
higher) / Standard <4% <2% <2% <2% <9%
/ Result Qualified | Qualified | Qualified | Qualified | Qualified
/ Calibrator 9.46 4.47 132 87.4 249
. Relative expansion 21 0.5
ELite 580 |  Uncertainty % ' ' 0.4 0.2 43
(SWA10.4
or higher) / Standard <4% <2% <2% <2% <9%
‘ ! Result Qualified | Qualified | Qualified | Qualified | Qualified

"he reported expanded uncertainty in Table 1 is based on a standard uncertainty multiplied by a coverage

actor of k=2 providing a level of confidence of approximately 95%,

2chnical Product Management
ba Lachema s.r.o.

10 01.11.2023
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Hematology Analysis Report
Sample 10 135002477
Hun Tiena: 202312106 11773

First Name Sample Typse

Last Name Department
[iagriagia

Gender Patient 10
!'\Ql‘
Parametet Result Ref. RangeUnit Parametot Hesult Hal Hangatinit
1 HGB 00 I 110160 g/dL 16PLC0 e 304 Araiis
2 HCT 00 | 37.0-540 %
3 RBC 0.00 | 3.50-5.50 10*6G/uL
4 MC\ 80.0-100.0 1L
5 MCH 27.0-34.0 pg
6 MCHC 32.0-36.0 g/dL
RDW-C\ 11.0-16.0 %
& WBC 0.01 | 4.00-10.00 10”3/uL
e PLT 0 [ 100-300  10A3/uL
O NP\ 6.5-12.0 1L
1RDW-SD 35.0-56.0 fL ;
12PDW-SD 9.0-17.0 1L I
13PDW-CV 10.0-17.9 %
14PCT 0.108-0.282 %
18P-LCR AR 11.0450 %
Sample Type: Microscopic exam. Time:
Description:
ubmitter: Operator; admin Approver:
ampling Time: 2023/12/06 11:23 Delivery Time: 2023/12/06 11:23 Validated Time:

eport Time:  2023/12/06 12:23 Remarks:
"he Report is responsible for this sample only. If you have any questions,please contact us in 24 hours.
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Firsl Name

Las!l Name

Hoematology Analysis Report

?;ﬂ:gppfu iy 4

Hun Tiena 20700086 14 41

Rayyste 1 Vi
Dhespsitmei

Patient 1D

{hiaenoaia

Sampling Time: 2023/12/06 11:57
Report Time:  2023/12/06 12:21

*The Report is responsible for this sample only. If you have any questions

Delivery Time: 2023/12/06 11:57

Remarks:

sende!
Age
Parameter Result Ref RangaUnit Parameter Hagult Hat Hatigat jen
HGRE 136 110160 o/l 16PLCO fid SR 1N
MY a67 370540 %
:”< REBEC 478 3.50-550  10*6/ulL
4 MO 81.0 80.0-100.0 1L
5 MCH 285 27.0-340 pg
& MCOHC 35.1 32.0-36.0 g/dL
7 RDW-C\ 131 11.0-160 %
§ WBC 582 4.00-10.00 10*3/ulL
2 PLTY 246 100-300 10*3/ul
1O NIP\ 111 6.5-120 1L
11 RDW-SD 38.6 35.0-56.0 fL
12PDW-SD 14.2 90-17.0 1L
13PDW-C\ 16.5 10.0-17.9 %
14 PCT 0.272 0.108-0.282 %
15P-LCR 343 11.0-45.0 % |
[
y
I
|
Sample Type: Microscopic exam. Time:
Description:
Submitter: Operator:; admin Approver;

Validated Time;

,please contact us in 24 hours.
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Hematology Analysis Report

First Name: Sample Type Sample 1) 10
Last Name: Department Run Time. 202312/06 1168

Patient 1D: Dingnosis;

Gender:
Age
Parameter Result Ref. RangeUnit Parameler Resull Rof. Rangatnit
1 HGR 136 11.0-16.0 g/l vi(H-‘-l.CC 81 30-090 1074911
2 HCT 301 37.0-540
3 RBC 4.81 3.50-5.50 10°6/ul
4 MC\ 81.2 800-1000 flL i
5 MCH 284 27.0-34.0 pa
6 MCHC 349 32.0-36.0 a/dL
7 RODW-CV 13.3 11.0-16.0 9
§ WEBC 592 4.00-10.00 10"3/uL‘
e PLY 237 100-300 1043/uL |
NP\ 1.1 6.5-120 1L |
RDW-SD 38.5 35.0-56.0 1L |
12PDW-SD 14.1 9.0-17.0 fL
13PDW-CV 16.2 10.0-179 9
14PCT 0.262 0.108-0.282 % |
1SP-LCR 344 11.0450 %
Sample Type: Microscopic exam. Time:
Description:
tbmitter: Operator: admin Approver:
mpling Time: 2023/12/06 11:58 Delivery Time: 2023/12/06 11:58 Validated Time:

bort Time:  2023/12/06 12:21 Remarks:
1e Report is responsible for this sample only. If you have any questions,please contact us in 24 hours.
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Hematology Analysis Report

Sample 1) 11

Sample Type

Hun Tine

Department

2023120086 11 44

i { IN(? L
Gender PFatient 10 Diagnosis
Age
Parameter Result  Ref. RangeUnit Parameler Result — Haf, Hangatnit |
1 MGB 136 10160 gdl  16P-LCC 8 30490 179
> HCT 302 37.0-54.0 %
3 RBC 4.83 3.50-5.50  1076/ul
4 MC\ 81.1 80.0-100.0 fL
s MCH 28.2 27.0-34.0 pg
€ MCHC 34.8 32.0-36.0 g/dL
T RDW-C\ 13.3 11.0-16.0 % ;
& WBC 5.85 4.00-10.00 1073/uL
e PLT 235 100-300  103/ulL |
10 MP\ 10.9 6.5-120 fL f
1 RDW-SD 38.5 35.0-56.0 fL j
12PDW-SD 14.6 9.0-17.0 fL ‘
13PDW-CV 16.6 10.0-17.9 %
4PCT 0.256 0.108-0.282 %
SP-LCR 33.1 11.0450 %
Samplc Type: Microscopic exam. Time:
Description:
ubml.tter. | Operator: admin Approver
impling Time; 2023/12/06 11:59 Delivery Time: 2023/12/06 11:59 Validated Time:

:port Time: 2023/12/06 12:21

Remarks:

h i . )
e Report is responsible for thisg Sample only. If you haye any questions,please contact us in 24 hours,
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Hematology Analysis Report

Spivie Ty Aarple 1) 1)

Firet! Name
Las! Name [ryespmttiien Run Time 267 V2106 12 06
Gender Patiesnt 1Y “i:’/‘”l"‘;m
Age
Parameter Result  Ref RangeUnit Parametor Haault Rt Pangatyn
HGE 137 MO0 g/l 6P 1L Co i iy o an
2 HCT 381 370540 u
3 RBC &472 3.50-5.50 1076/l
i M) an 7 80.0-1000 1
5 MOM 289 27.0-34.0 pg
& MOHC 358 32.0-36.0  g/dL
TORDW-C\ 13.2 11.0-16.0 %
& WBC 5.81 4.00-10.00 1073/uL
e PLT 248 100-300 1073/uL
10 MP\ 11.1 6.5-12.0 fL
11T RDW-SD 38.9 35.0-56.0 1L
2 PDW.SD 13.2 9.0-17.0 fL
13PDW-C\ 154 10.0-17.9 9
4PCT 0.276 0.108-0.282 %
1SP-LCR 34.2 11.0450 9 :
|

Sample Type: Microscopic exam. Time:

Description:

nitter: 7\7‘-\‘\‘%M~n‘No»\*fm‘“w““f"“ T ———
perator: admin Approver:

ling Time: 2023/12/06 12:00 Delivery Time: 2023/12/06 12:00 Validated Time:
t Time: 2023/12/06 12:21 Remarks:

Report is responsible for this sample only. If you have any questions,please contact us in 24 hours,
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a8
7
e
)

T ROW-C\
8 WBC
o PLT
10 NP
11 ROW-SD
2PDW-SD
13PDW-C\
14PCT

e T 1D
5P
QLR

nitter:
ling Time:
t Time:

Report is responsible for this sample only. If you have any questions

Hematology Analysis Report

Samye Ty
(RTORTLTR IRRTAVAY
Pationt 10

el Rangelini Paramaeter

P Thne

H:'y-hllfn My 1

FUPRIS

Dlingnaaia

Haoaylt I

PR PRI

ol Vﬂ!lf}ﬁ' Jeit

10448

Rewly
060 il PO " d0-40

386 AT0B0 %
478 350550 1076/l
807 £0.0-1000 1
287 270340 po
35.5 32.0-36.0 gL
13.1 11.0-16.0 %
5.90 4.00-10.00 1073/l |
246 100-300 10*3/ul.
0.9 6.5-12.0 fl.
38.6 35.0-56.0 fL
14.0 9.0-17.0 fl
16.2 10.0-17.9 %
0.268 0.108-0.282 %
328 11.0-45.0 % |

|

|

Microscopic exam. Time:
Operator: admin Approver;

2023/12/06 12:01
2023/12/06 12:21

Delivery Time: 2023/12/06 12:01
Remarks:

Validated Time:

splease contact us in 24 hours.
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Hematology Analysis Reporl
First Name Bampsle Ty Hanplo 10 14
Last Name Dty Huiy Tima 20201006 12 G2
Pt 1Y [ Yishepriesain

{sonde
"\5‘..‘('
Paramel Resul Ref RangeUni Paramelor Hoaylt Fiesf Fariejat Jrit
HGR 187 MOAR0 Al werLce an 3040 1ran
2 MO 304 ATO0BR40 %
3 RBC 4 86 350550 10*6/mlL
4 MC\ 81.1 20041000 1.
5 M1 28.2 270-340 po
6 MCOH( 34 8 320-36.0 /L
7 RDW-C\ 1358 11.0-16.0 %
& WEC 5.85 4.00-10.00 10*3/ul
e PLY 244 100-300 1073/ul.
TOMP\ 1.3 6.5-12.0 fL
1 RDW-SD 300 35.0-56.0 1L
ZPDW.-SD 14.3 9.0-17.0 fL
13PDW-C\ 16.2 10.0-179 %
14PCT 0.275 0.108-0.282 %
15PLCR 36.0 11.0450 %
|
[
|
|
Sample Type: Microscopic exam. Time;
Description:
mitter: Operator: admin Approver:

ipling Time: 2023/12/06 12:02 Delivery Time: 2023/12/06 12:02 Validated Time:

rtTime:  2023/12/06 12:22 Remarks:
* Report is responsible for this sample only. If you have any questions,please contact us in 24 hours.
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First Name

Last Name

Hematology Analysis Report

Sample Type
Departmemt

Patient 1D

Bampte 1) 16
Hun Time 202312006 17 614

Dingninaia

Gender
Age
Parameter Resull Refl RangelUnit Parameter Hoaylt Hal Hatigol Jai
HGR 137 060 el 160100 4 SR tran
7 HCT 385 3T0B40 %
3 RBC 476 3.50-550 1076/l
$ MC\ 80 e 80.0-100.0 1L
5 MCH 288 27.0-34.0 pg
6 MCHC 356 32.0-36.0 p/dL
7 RDW-C\ 3.1 11.0-16.0 %
§ WBC 6.05 4.00-10.00 10*3/ulL
9 PLT 244 100-300 1023/ul
T0ONMP\ 11.1 6.5-120 1L
11 RDW-SD 38.6 35.0-56.0 fL
12 PDW-SD 12.8 9.0-17.0 fL
13PDW-C\ 15.0 10.0-17.9 9%
1EPCT 0.27 0.108-0.282 %
15P-LCR 34.2 11.0450 % |
(
|
Sample Type: Microscopic exam. Time:
description:
tter: Operator: admin Approver:
Validated Time:

ng Time: 2023/12/06 12:03 Delivery Time: 2023/12/06 12:03

Time:  2023/12/06 12:22 Remarks:
'eport is responsible for this sample only. If you have any questions,please contact us in 24 hours.
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First Name
Last Name
Gendet
Age

Parameter
HGEE

s M1CT

LA |
3 RBC
4 MC\
5 MCH
6 NMCHC
KDOW-C\
§ WEC
g PLI
10 MP\
11 RDW-SD
12 POW-SD
12PDW-C\

&

T eRE S ™
O¥F-LUN

Sample Type:
Description:

Submitter:

Hematology Analysis Raport

Hanysle 1 e

[yt innmst

Patient 1D

fample iy 10
Pign Time 22020068 17 OA

[Yingrania

Sampling Time: 2023/12/06 12:04

Report Time:

2023/12/06 12:22
*The Report is responsible for this sample only. If

Delivery Time: 2023/12/06 12:04

Remarks:

Result Ref Rengelinit Parpmator Flaagit Haf Hangat jnit
a7 OG0 el 1B 00 f) GR sPn
307 ATOBA0 %
4 85 250580  10*6/ul
8’08 £200-100.0 L
283 270-340  po
350 320-36.0 g/dL
131 11.0-16.0 %
5901 4.00-10.00 10”3/l
243 100-300 10*3/ul
11.2 6.5-12.0 fl
38.6 350-56.0 fL
14.2 Q.0-17.0 fL
16.2 10.0-17.9 %
0.272 0.108-0.282 %
35.5 11.0-450 % ‘
|
|
1
|
|
|
|
Microscopic exam. Time:
Operator: admin Approver:
Validated Time:

you have any questions,please contact us in 24 hours.
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Hematology Analysis Report

firsl Name Baysle Ty Saerpde 1 17
L ast Name et tvent thiges Tirma 2O M 2006 47 4095
Gendet RIS [ Vishegemeining

Age
Parametet Sl et 1Rangetnd P notos fd et ot Hangs! jrg
HGR 140 Moo gl LA RN ML fy iy ey 1N
2 HCY apn ATOBAO %
3 RBC 487 350560 1076/l
4 MO\ 807 2O 1000 N
5 NMOM JE0 ST03400  po
& MOML 350 a2.0-36.0  g/du
ROW-C\ 132 11.0-160 %
§ WEC 617 4.00-10.00 10*3/ul
e PLY 244 100-300 1073/ul
10 P\ 1M 6.5-12.0 fl.
T RDW-SD 38.7 35.0-56.0 1L
12 PDW-SD 13.1 9.0-17.0 fl
POW-C\ 150 10.0-179 %
4PCT 0.271 0.108-0.282 %
1$PLCR 33.6 11.0-450 %
|
Sample Type: Microscopic exam. Time:
Description:
Submitter: Operator: admin Approver.
Sampling Time: 2023/12/06 12:05 Delivery Time: 2023/12/06 12:05 Validated Time:

Report Time:  2023/12/06 12:22 Remarks:
*The Report is responsible for this sample only. If you have any questions,please contact us in 24 hours.
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Hematology Analysis Report

First Name: Sample Type Sampla 11y 14
Last Name Deparimant Run Tina 202342106 17 (4}
Pationt 1) Lliagneaia

Gender
Age
Parameter Result Rel Rangelni Paramelor Heaault Hal Hangat jri
1 HGB 138 MO160 o/l 18P0 4 1)) 1N
2 HCT 302 AT 0540 %
3 RBC 4.86 350550 10*6/ul.
4 MC\ 807 80.0-100.0 1L
5 MCH 28.3 27.0-34.0 po
6 MCHC 351 32.0-36.0  g/dL
7 RDW-C\ 13.3 11.0-16.0 %
8 WBC 6.05 4.00-10.00 1073/ul.
9 PLT 241 100-300 1073/ul.
T0MP\ 1.2 6.5-120 fL |
11 RDW-SD 38.3 35.0-56.0 fL ‘
12PDW-SD 14.2 9.0-17.0 fL
13PDW-CV 15.8 10.0-17.9 %
14PCT 0.270 0.108-0.282 % {
15PLCR 34.8 11.045.0 % |
ample Type: Microscopic exam. Time:
ascription:
litter: Operator: admin Approver:
Validated Time:

ling Time: 2023/12/06 12:06 Delivery Time: 2023/12/06 12:06

tTime:  2023/12/06 12:22 Remarks:
Report is responsible for this sample only. If you have any questions,please contact us in 24 hours.
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