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Certificate of Calibration

Customer Name: Health Plus Wellness Diagnosics, Rohini,Delhi.

Model : Automated Hematology Analyzer H360

Serial No. : K10012102151

Calibration Done Date: 12.07.2022

Next Calibration Due Date On or Before: 11.07.2023

Lab In-charge: . Dr. Anju Kacker (H.O.D)

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

"

Calibratigijpbsite performed by
Sunil Gaitam

Service Engineer

Transasia Bio-Medicals Ltd
Delhi

Encl:

1. Certificate of Inspection

2. Assay Sheet of Hematology Calibrator (11 Cal)
3. Printouts

4. Traceability Document

www . transasia.co.in
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(ransasia Bio-Medicals Ltd., Transasia House, 8 Chandivali Studio Road, Andheri (East), Mumbai - 400 072
Tel: +91 22 4030 9000 Fax: +91 22 2857 3030 Email : transasia@transasia.co.in CIN : U33110MH1985PLC036198

Date: 02022
Effective Date: 12.07.2022

Certificate of Inspection

1. Model: Automated Hematology Analyzer H360

[\

. Serial No.: K10012102151

. Calibration Date: 12.07.2022
4. Material use H Cal (Lot No. PLUS0722. Expiry date: 10-Aug-2022)

(US)

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. Pleasc
refer to the attached sheets for the details.

Technicat(Service Department
Transasia/Bio-Medicals [.td

‘ ®
www.ltransasia.co.in CEPba
[Mannheimihs



5. BACKGROUND CHECK

 resuir |
PARAMETER RESULT Range
wWBC _,____(i(),./ 0.3 x 103/UTor Less
RBC 0.00 0.02 x 106/ul or Less
/'EEE/_ 0.0 0.1 g/dL or Less
PLT _,___—0—————~ 10 x 103/ul or Less

e




BackGround Data

Hen .‘;'ﬂ'(‘{_"') A :" L“, !

First Name BACKGROIIND
Last Name:
Sample ID:27

Run Time:
2022/07/12 17:42
Diagnosis:

Paraninie, Result Unit
WBC 0.00 1073/l
Lym% bt %
Gran% ha %
Mid% R %
Lymé 10"3/ul
Gran# 10°3/ul.
Midd 1073/ul
RBC 0.00 10"6/ul
HGB 00 g/l
HCT 0.0 %
MCV L
MCH bg

MCHC e g/dL
RDW-Cy  #» %
RDW-SD  ++++ L

PLT 0 1073/l
MPV A fL
PDW-SD e fL
PDW-CV  +*~ %

PCT R %
P-LCR R %
P-LCC o 1043/ul
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.ansasia Bio-Medicals Ltd., Transasia House, 8 Chandivali Studio Ro i
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NS
6. PRECISION STUDY PERFORMED ON THE ANALYSER USING A BLOOD '
(ORIGINALS ATTACHED) ...
SINCE 1979...
SMP NO WBC RBC HGB MCV PLT
1 7 4.7 13.1 88.9 298
2 7.04 478 13.3 88.9 297
3 7.06 4.66 13.1 889 288
4 6.79 4.58 13.2 88.9 286
5 7.02 474 13.2 88.9 299
6 6.95 4.66 13 88.8 296
7 7.07 4.68 13 88.7 284
8 7.03 4.66 13 88 7 291
9 6.94 469 13 88.5 287
10 6.8 4.62 12.9 88.4 280
Mean 6.97 4.68 13.08 88.76 290.60
SD 0.10 0.06 0.12 0.18 6.60
CV% 1.46 1.21 0.94 0.21 2.27
Acceptable CV% Within 3.5% Within 2.0% Within 1.5% Within 2.0% | Within 6 0%
Result PASS PASS PASS PASS PASS

www.transasia.co.in (Er‘b?(@)



Precision Data

Hematology Analysis Repot Honatology Anyais Ropot Hamatology Analysis Roport
First Name.: Firat Name: First Name-
Last Name: | ast Name: Last Name:
Sampl‘e ID: 1 Sample ID:2 Rample ID:3
BU,HJ')T?.'.‘ 1747 Run Time: Run Time:
2022107712 1787 2022/07/12 17:48 2022107112 17:50
Diagnasis: Dlagnosls: Diagnosis:
Parameior Resoll Uinit P . Reanlt Hnit | I
; 7 00 107370l Faramoier mesun unn Paramaicr Resull Unii
’v:?? 30 o % ' WBC 704 103/l WBC 706 1073
E{‘,a;]l:h %O; A Lym?™% 298 % Lym% 205 %
Md% 87 % Gran% 613 % Gran% 624 %
Lymé 216 10" 3l Mid% 89 % Mic% a1 o
Grani 4 23 10 3/ul Lymd 210 mﬁ',"‘”' Lym# 2.08 1073/ul.
Midd 061 1030 Gran/f 431 10l Granil 441 10730l
RBC 470 10l Midd 0.63 1073 - Midd 057 1073/l
HGB 131 g/di RBC 478 1076/l RBC 66 106/l
HCT a8 % HGB 133 gldi HGB 131 gldL
MCV 888 M HCT 425 % HCT 414 %
MCH 278 pg MCV 889  IL MCV 889 IL
MCHC 313 gldl MCH 278 pg MCH 281  pg
RDW-CV 143 % MCHC 313 g/l | MCHC 317 gldL
RDW-SD 518  fL ROW-CV 145 % CRDW-CV 143 %
PLT 208 10341l RDW-SD 525 I  RDW-SD 519 I
MPV 99 L PLT 297 10730l PLT 288 103l
PDW-SD 134  fL MPY 98 L MPV 99  fL
POW-CV 164 % POWSD 133 L POW-SD 127 1L
PCT 0.296 % POW-CY 162 % POW-CV 157 %
P-LCR 281 % PCT 0291 % PCT 0.285 %
CRelo 84 1073/l FLCR 268 P-LCR 26.7 %
b} A ‘
B o ' F-LCC 80 10°3/ul P-LCC 77 10'\3/UL
 Her alology Andlysis Repori Hematology Analyais Roanor! ‘ T Wi ANt )
/ 97 4 e | Hemu!inlngy “nalysis Report
First Name: First Name: Fi .
Last Name: Last Name: Lar:tt nge,‘
Sample 1D:4 Sample ID:5 Samol TE?"G
Run Time: Run Time: ﬁ ' 'i'ie -
2022/07/12 17:51 2022/07/12 17:52 | 362210745 q7:
Diagnosis: Diagnosis: 7. 7:53
, Diagnosis:
Paramelfer Resull '1—'61.“-/ . Parameler Resull  Unit o . u
WBC 6.79 "3/u WBGC 7.02 10°3/ul Parameier Resuit nit
Lym¥% 300 % Lym% N0 % u WBC 6.95 10737l
Gruh 613 % Gran% 603 % Lym¥% 310 %
Mui% 87 Mid?% 87 % Sreiie - Ste
Lymé 2.04 1073/l Lym# 218 1073/l Mid% 7.8 %
Grani! 416 10’\3/U[ Gran# 4.23 10A3/Ul Lyl“# 215 1073/ul
Midl 0.59 1073/ul Midi 0.61 10/\3/[][_ . Granff 4.26 10°3/ul
RBC 4 58 10°6/uls RBC 4.74 1OAG/LIL Mid# 0.54 1073/ul
HGB 132 g/dL HGBE 132 “gldL RBC 4.66 1076/uL
HCT 407 % HCT 219 HGB 130 g/l
MCV 889 (L MCV 889 1L - HCT N4 %
MCH 289  pg MO 279 pg MCV 888 Il
MCHC 325 g/l MCHC 34 gidl MCH 279  pg
RDW-CV  14.3 % RDW CV 144 v, MCHC 31.4 g/dL
ROW-SD 520 L RDW-SD 523 (L ROW-CV 142 %
PLT 286 10731l PLT 299 0%l ROW-SD 514 1L
MPV 99 1L MPV 9.9 L CPLT 296 1073l
POW-SD 143  IL PDW-SD 128 fL MPV 9.8 L
PDW-CV 169 % POW-CV 160 % POW-SD 132  fL
PCT 0.283 % PCT 0296 %  PDW-CV 164 %
P-LCR 280 % P-LCR 275 o PCT 0.289 %

PLCC 80  10%3l PLCC 82 0% PLCR 264 9
S PlCC 78 1073l



Precision Data, H-360

Hamatoiugy Analysis Report

| l'.\ v
ematology Analysis Report Hermalology Analysis Repord
emaltoiogy Y i

First Name:
First Name: First Name: ~Last Name:
Last Name: Last Name: Sample ID:9
Sample ID:7 Sample ID:8 Run Time:
Run Time: Run Time: 2022/07/12 17:57
2022/07/12 17:54 2022/07/12 17:55 Dlagnosls:
Diagnosis: Diagnosis: ‘
Parameicor Result  Unil

Farameter Resuil  Unit Parameter Result  Unit WBC 6.94 10" 3/ul
WBC 7.07 103/l WBC 7.03 103/l Lym% 316 %
Lym% N % Lym% 290 % - Gran% 605 %
Gran% 614 % Gran% 616 % Mid% 7.9 %

75 % Mid% 9.4 %  Lym# 219 1073/l

220 10730l Lymi 204 10°3/uL Grant! 420 1073/l

4.34 1073/l Granif 433 10°3/ul Midit 055 10737l

0.53 1043/ul Mid# 0.66 1073/ulL RBC 469 10°6/ul
RBC 460 10%6hiL RBC 466 10M/uL HGBE 13.0  g/dL
HGB 130 gldL HGB 13.0  g/dL et M5 %
HCT 415 % HCT 414 % MCV 88.5 fL
MCV 887 1L MCV 887 1L MCH 278 pg
MCH 277  pg MCH 278 pg MCHC 315  g/idL
MCHC 313 gidl MCHC 314 gdl ROW-CV 144 %
ROW-CV 142 % ROW-CV 142 % RDW-SD 523 L
RDW-SD 513 (L RDW-SD 516 L PLT 287 103Ul
P 284 1073/l PLT 291 1073/ul MPY 0.8 iL
NP 9.9 il | MPV 9.9 fL PDW-SD 137  fL
PDW-SD 131 fL POW-SD 128 IL PDW-CV 165 %
PDW-CV 157 % PDW-CV 160 % PCT 0282 %
paT 0283 % PCT 0.288 % PLCR 265 %
P LCR 266 % P-LCR 212 % P-LCC 76 1073/ul

F LCC 76 1073/ul P-LCC 79 103/ul



Hematology Analysis Roport

First Name:

Last Name:
Sample ID:
Run Time:

2022/07/12 17:58

Diagnosis:

Paramete: Rosglt

WBC
Lym%
Gran%
Mid%
Lym#
Grantf
Mid#
RBC
HGB
HCT
MCV
MCH
MCHC
RODW-CV
RDW-SD
PLT
MPV
PDW-SD
PDW-CV
PCT
P-LCR
P-LCC

10

6.80
304
60.9
8.7
2.07
4.14
0.59
4.62
12.9
40.8
88.4
28.0
317
14.3
51.8
280
9.7
12.7
15.8
0.271
25.2
71

Unit
1073/l
%

%

%
1073/ul
1073/ul
1073/ul
1076/ul
g/dL

%

L

Pg

g/diL

%

fL
1073/ul
fL

fL

1073/ul.

Precision Data, H-360
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ELite H CAL

Hematology Calibra

Assay values

Atestované hodnoty [ Valor!

Name
Nazev

Nombre

Before using refer to the nstruclio
Pred pouzitim ctéte navod. Nepie
Lea las instrucciones de mezcla

es de la media

Kat.¢.

Cat. No.

n sheel for mixing directions
sny postup kalibrace muze z
do antes de usar. Los errores

tor/ Hematologicky kalibrator / Callbrador de hemato

“Package volume
Objem baleni

No.Cat.

_Calibration errors may result if instructions ar
pusobit chybne vysledky stanovent.
de calibracion pueden surgir si no $€

logia

Volumen

C €[vo]

e not followed arxactly

LOT

=

PLUS0722
2022-08-10

1]

siguen las instrucciones exactamente

“ Erba Lachema s.r.o., Karasek 2219/1d, 621 00 Brno, CZ

Instrument Parameter Unit Assigned Value Deviation
Analyzator Analyt Jednotka Hodnota ' Odchylka
Instrumento | Analito Unidad Valor Desviacion
~ wee x109/L 9.15 +0.20
RBC x10'2/L 4.51 +0.08
ELite 580
(SW A10.4 or HGB g/l__ : 135 e
higher) g/dL 13.5 +0.2
MCV fL 87.1  £20
PLT x10°/L 246 +12
/7//—*———/,7#7,,
WBC x109/L 8.98 +0.20
H560 RBC x‘lO/t—/L 4 .61 +0.08
(SW A12.2 or g 135 +
higher; version HGB /dL *2
A only) 9 13.5 +0.2
MCV fL 90.3 +2.0
9
vF\)/;: x109/L 256 £12
9
e x1012/L 9.04 +0.20
H560 x10'¢/L 4.53 ’ +0.08
SWB1.0
Ewigher) o HGB oL 134 +2
g/dL 13.4 £02
MCV fl 88.4
: 1 +2.0
PLT x10°/L 260 £ 12
WBC x109/L 9.48 | 020
RBC x1012/L 4.86 .
: ~ +008
H360 HGB gL 138 ‘5
g/dL 13.8 £02
MCA fL 91.0 A
PLT x109/L I
e 281 I

Date of Issue / Datum vydani / Fecha de enusion 29 6 2022
HEMA/PI/28-A722/F/INT
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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
Hematology Calibrator values are traceable to standard reference methods.

Hematology analyzers 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 analyzed within six hours of collection.

The White Blood Cell (WBC) and Red Blood Cell (RBC) are analyzed 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
a 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 2. No correction is made for trapped plasma.

Platelets are assayed using a hemocytometer and phase contrast oplics.

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 analyzer 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), Hemocytometer by phase-contrast (PLT), spectrophotometer
(HGB), and ruler (HCT). . :

- Uncertainty of the hematology analyzer when calibrating with the ELite H CAL

bsi i Erba Lachema s.r.0., Karasek 2219/1d, 621 00 Brno Czech Ropublic
e Identification number. 269 18 846 Tax identification number CZ269 18846
pewatosn 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



Table 1: Assignment results and uncertainty of reference method

WBC RBC HGB MCV PLT
AL (10°L) | (10%L) | (g/L) L) | (10°L)
Calibrator 9.48 4.86 138 91.0 251
Relative expansion . - ,
Uncertainty % 20 08 oS e )
H360
Standard <4% <2% <2% <2% <9°,
Result Qualified | Qualified | Qualified | Qualified | Qualfied
Calibrator 8.98 4.61 135 90.3 256
H560  |Relative expansion ;
(SWA122 | Uncertainty % 23 0.5 0i 03 ¢
or higher; .
version A Standard <4% <2% <2% <2% <9%
only)
Result Qualified | Qualified | Qualified | Qualified | Qualified
Calibrator 9.04 453 134 88 4 260
Relative expansion 2o 06 03 02 1
H560 Uncertainty % : ' : i h
(SWB1.0 or
higher) Standard <4% <2% <2% <2% <9%
Result Qualified | Qualified | Qualified | Qualified | Qualified
Calibrator 9.15 4.51 135 87.1 246
) Relative expansion 24 05 02 04 40
ELite 580 Uncertainty % i ' ' '
(SW A10.4 L
or higher) Standard <4% <2% <2% <2% <9%
Result Qualified | Qualified | Qualified | Qualified | Qualified

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

factor of k=2 providing a level of confidence of approximately 95%.

Technical Product Management

Erba Lachema s.r.o.

Brno 28.07.2022

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

e Tel.: +420 517 077 111, e-mail diagnostics@erbamannheim com, www erbalachema com
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QC Settings QC Graph

} FileNo.. 13 n QC Mode: Whole Blood Lot No | (/5.
2 )

{

Existing / Total: 1/500 Exp. Date' 2022/08/10  Level  Nori

Editor: admin QC Sample 1D
Operator: admin Run Time. 2022/0//12 19 18.20

| 1.67 1073/uL
65.0 %
231 %
1.9 %
109 - 1073l ;
038 = - _10°3uL i
020 -~ 10°3AL §
06k = ‘ a

w3l

Next Sample y
uc : ' ' User.admin



f:'?‘:‘x nt. =
s QC Settings QC Graph (W Table

e

- FileNo.: E n QC Mode: Whole Blood Lot No E0522N
Existing / Total: 2/500 Exp. Date: 2022/08/10  Level:  Normal

Editor: admin QC Sample 1D
- Operator: admin Run Time: 2022/07/12 19.16.48
Dara &5 RasH 1 .
810 10”3/uL
30.3 %
61.8 - %
7.9 %
2.45 1073/ul
501 10°3/uL
0.64 1073/l
501 - 106/l |
e 1 A it o[ | T
452 %

802, 5l on fln
7B g
308 gL
;14 5:?.‘;“.: e ,%,;
538 iz o M, e
283 i -"f. 1043
A0,0TRE T AL
13,250 L
e 16.2 %
g 6 'LCRWQ" " 276&"‘ T | o 7

S7a v foau B

Analyzing |

ac i i “Useradmln e
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File No.. \5 n QC Mode: Whole Blood [ ot i,
L
Existing / Total: 1/500 Exp. Date: 2022/08/10  Level  foo

Editor: admin
Operator: admin

B 2117
™ 130
82.5
45
2.75
17.47
0.95
6.12
19.3
62.3
101.8
315
31.0
13.8
57.4
552
9.6
12.2
15.9

0.529

ra. 1| *1 RSt

103/l

LR
B140 2R

s R A -+ g pwaipt oy
S
g 5‘??“&9;‘

QC Sample 1D
Run Time: 2022/G7:72 "2 77 ¢
107 3/ulL

%

%
1073/uL
1073/uL
1043/uL
1076/uL

g/dL

%

fl

Pg

g/dL
%
ﬂ_.

L
i

A%
%

Bt
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