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Date: (77/() U
T UNMATCHED SERVICE
Effective Date: 07/06Nck1879...

Certificate of Calibration

Customer Name: Central Avurveda Research Institute

Model : Automated lHematolooy Analvzer Elite 580

Serial No. 1105190305

Calibration Done Date: 7.9.22

Next Calibration Due Date On or Before: 06/09/2023

LLab In-charge: . Dr. Reetika Saini

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

Transasia Bio-Medicals Ltd
Delhi
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Date: ING
Effective Date:  07/09/2022
Certificate of Inspection e
=B 'EH
1. Model: Automated Hematology Analyzer Elite 580 e r*,éw_ @;1 ‘a
2. Serial No.: k11051903056 N T St

3. Calibration Date:  07/09/2022

4. Material used: H Cal (Lot No. PLUS0822. Expiry date: 10-Sep-2022)

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.
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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
HGB 0.0 0.1 g/dL or Less
PLT 0 10 x 10°/uL or Less
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6. PRECISION STUDY PERFORMED ON THE ANALYSER USING A BLOOD SAM (ORI
ATT AC H E D ) UNMATCHED SERVICE
SINCE 1979...
SMP NO _ WBC RBC HGB MCV PLT
1 : 6.64 413 12.8 87.9 170
2 6.71 4.21 12.8 88 164
3 6.75 4.23 12.8 87.8 164
4 6.64 4.23 12.9 87.3 163
5 6.62 4.24 12.8 88 161
6 6.82 4.22 12.9 87.4 161
/ 6.54 4.23 12.8 88 155
8 6.79 4.2 12.8 87.7 158
9 6.62 4.27 13 87 4 150
10 | 6.9 4.28 12.9 87.5 164
Mean 6.70 4.22 12.85 87.70 161.90
SD 0.11 0.04 0.07 0.28 4.12
CV% | 1.65 0.97 0.55 0.32 2.55
Acceptable CV% | Within 3.5% | Within2.0% | Within 1.5% | Within2.0% | Within 6 0%
Result PASS PASS PASS PASS PASS

TechdicatShtvice Department
Transasia Bio Medicals Ltd
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Hematology Calibrator values are traceable to standard reference meth d
ods

Hematology analyzers in the Quality Assuranc
to values obtained using the following standar

d reference
normal, healthy donors are collected in EDTA methods. Whole blood samples drawn from

anticoagulant and analyzed within six hours of collection.

The White Blood Cell (WBC) and Red Blood C

: ell (RBC) are anal :
instrument. All counts are corrected for coincide ( ) dlyeoc Olle CoUllcr Cetifienz scries

nce.

Hemoglobin is measure_d usin_g the Clinical Laboratory Standards Institute (CLSI) recommended
reagenpt 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 ). 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.

i : : ibrati 60. H560 and ELite 580 analyzer using the
The uncertainty associated with the calibration u( the H360, H 8y
ELite H C AL.-cgtibratﬂ-l' has been estimated by adding the following sources of uncertainty:

G T SRRy roferance values: fl ipetle, single aperture
B L R e L_Etmm_e;?_tple_:_;gjfgr_gqqg_ualues. flask, pipette, _
= lunG:drtamt of the eq .-f,r; f _5_?_;“5, Hemocytometer by phase-contrast (PLT), spectrophotometer
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Table 1: Ass; nment resy|ts and un '
9 Certainty of reference method r‘
Reference WBC RB
: -
(109!‘L) (10"211) o 5 v

-___-_-_-_-_-_-_-_-———-—___

Relative expansion|
H360 -——W— ! & & . %
Standard <4% <2% <2% <2% <9%

Result Qualified | Qualified Qualified | Qualified

Qualified

—
—
| Calibrator
H560 Eeiet;ve ex I o
pansion
(SW.MZ'Z Uneerteinty %, 250 0.6 0.2 0.1 4.7
or higher; : o SR :
vVersi |
GnEr)‘ A Standard <4% <2% <29, <29, <9%

Result Qualified | Qualified | Qualified Qualified | Qualified

Calibrator

Relative expansion

H560 - Uncertainty % g 0.5 0.4 0.3 4.0
(SW B1.0 or gefyn]i
A=) Standard <4% <2% <2% <29, <99,

Result Qualified | Qualified | Qualified | Qualified Qualified

Calibrator [ 927 | 449 | 133 846 | 258
Relative expansion| o [ o i
ELite 580 | Uncertainty® | 25 || 03 0.2 43 if
(SW A10.4 —— s o
or highern). | S SIS RN g
S :
The reported expanded uncertainty in Table 1 is based on
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ELite H CAL

L

Hematnlugy Calibrator/ Hematologicky kalibrator / Calibrador de hematologia

Assay values
Atestované hodnoty / Valores de Ia media

LOT

Name Cat. No. Package volume
Nazev Kat.c. Objem baleni
Nombre No.Cat. Volumen
ELite H CAL HEMO0027 3 mi

C € [ivo]

Before using refer (o the instruction sheel for
Pred pouzitim ¢téte navod. Nepfesny postup
Lea las inslrucciones de mezclado anles de

mixing direclions. Calibration errors ma
kalibrace muze zpisobit chybné vysled
usar. Los errores de calibracion pueden

y resull il instruclions are nol followed
ky slanoveni.

surgir si no se siguen las instrucciones exaclamenle.
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Instrument Parameter Unit Assigned Value Deviation
Analyzator Analyt Jednotka Hodnota Odchylka
Instrumento Analito Unidad Valor Desviacion
WRBC x109/L 9.27 + 0.20
RBC | X102/ ok _4.49 + 0.08
higher) e g s hand bR g VET +0.2
Rl VY e s s - £ 2.0
PLT x109/L 258 il r 19}
WBC x109/L 9.10 T i +0.20
RBC x1012/L S .57 +0.08
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Calibrator
Lot No.: PLUS0822 Exp. Date: 10/09/2022
Calibration Mode: Whole Blood Print Time: 07/09/2022 14:38:31
/ PARA. wBc | RBC HGB MCV PLT MPV
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CBC Cal. Coefficient(%) 98.72 o
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