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Studio Road, Andheri (East), Mumbai - 400 072

Transasia Bio-Medicals Ltd., Transasia House, 8 Chandivali
1985PLC036198

Tel: +91 22 4030 9000 Fax: +91 22 2857 3030 Email : iransasia@transasia.co.n CIN : U33110MH

UNMATCHED SERVICE
SINCE 1979...

Date: 08-06-2023
Effective Date:  08-06-2023

Certificate of Calibration

Customer Name: Redcliffe lifetech Pvt. Ltd. Ratlam

Model : Automated Hematology Analyzer Elite 580

Serial No. :K110522110(

Calibration Done Date: 8.6.23

Next Calibration Due Date On or Before: 7.6.24 _

Lab In-charge: . Mr. Narendra Singh Jadav

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

Calibration at site performed by
Engineer Name

Designation

Transasia Bio-Medicals Ltd
Location

Encl:

1. Certificate of Inspection

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

4. Traceability Document
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Transasia 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 : fransasia@lransasia.co.in CIN ; U33110MH1985PLC036196

UNMATCHED SERVICE
SINCE 1979...

Datc: 08-06-2023
[iffective Date 08-06-2023

Certificate of Inspection

1. Model:  Automated Hematology Analyzer ELITE 580

2. Serial No.: K11052211008

3. Calibration Date:  08-06-2023
4. I'\.v‘[aterial used: H Cal (Lot No. PLUS0523. Expiry date: 10-June-2023)

’

Lachema, the calibration for CBC 5 parameters using the measurement
standard material (H Cal) was completed. The calibratiqn result of 5 runs
is sumraarized in the following table. Please refer to the attached sheets

for the details.

Technical Service Department
Transasia Bio-Medicals Ltd
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i ‘Lngansasia House, 8 Chandivali Studio Road, Andheri (East), Mumbai - 400 072
+ +9122 2857 3030 Email : transasia@transasia.co.in CIN : U33110MH1985PLC036198

UNMATCHED SERVICE
SINCE 1979...

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

lransasia.c
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Technical Service Department
Transasia Bio-Medicals Ltd
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St Name. Hematology Analysis Report
Last Name; Sample Type: Sample ID: background pes
Gender: Depar[ment; Run Time: 08-06-2023 .
Age: Patient ID: Diagnosis:
Paramete . PO T
5 t
1 wBe » Result  Ref. RangeUnit  Parameter Result  Ref. Rangezlglglt
2 RBG 0.00 1073/uL 16 P-LCC
3 HGB 0.00 | 1076/uL |
0.0 g/dL
4 HCT 00 | %
5 MCv ik )
; fL
6 MCH o 55 ;
7 MCHC *w*.* g/dL ‘,
8 RDW-CV o % !
9 RDW-SD w**‘* fL
~10PLT 0 ! 1043/uL |
11 MPV o fL
12PDW-SD ik flL
13PDW-CV %
14PCT %
15P-LCR i % |
\‘
i
Sample Type: Microscopic exam. Time:
Description:
Submitter: Operator; admin Approver:
Sampling Time: 08-06-2023 08:15 Delivery Time: 08-06-2023 08:15 Validateq Time:

Report Time:  2023/06/08 13:00 Remarks:

*The Report is responsible for this sample only. If you have any questions,please contact us in 24 hours
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%alﬂigﬁig ZB;%—Medicals Ltd., Transasia House, 8 Chandivali Studio Road, Andheri (East), Mumbai - 400 072
140 30 8000 Fax: +91 22 2857 3030 Email : transasia@transasia.co.in CIN : U33110MH1985PLC036198

6. PRECISION STUDY PERFORMED ON THE ANALYSER USING A BLOOD SAM

ATTACHED) UNMATCHED SERVICE
SINCE 1979...
SMP NO WBC HGB MCV PLT
_PRECISION1 | 968 1 65.5 281
PRECISION2 | 996 114 654 280
PRECISIONS 9.8 11.1 65.4 289
PRECISIONd | 953 11 65.4 279
PRECISIONS | 954 B 65.4 292
PRECISIONS | 972 i esa 276
PRECISION7 | 984 BT e 278
PRECISIONS 0541 BRI esT 271
PRECISIONG | 973 | 53 M ess 0 o 082
PRECISONTO | o e . &5 275
Mean 9.69 11.05 65.47 280.30
sD 0.15 0.05 0.13 6.29 |
CV% 1.50 0.48 0.20 2.24 |
J L
Acoeptable CV% | Within3.5% | Within2.0% | Within1.6% | Within 2.0% | Within 50% |
Result PASS PASS PASS PASS PASS |
|

Technical Service Department
Transasia Bio Medicals Ltd



TRACEABILITY

Erba Lachema s.r.o., Kara
r.0., Karasek 1d, 621 00 Brno hereb ifi li i
values of the product listed below to a reference mateyrig?.mneS the traceabilty of e aesianed

Assignment of Reference Values to Fresh Whole Blood

Hematology Calibrator values are traceable to standard reference methods.

rance Laboratory of the Supplier are whole blood calibrated
ole blood samples drawn from

d within six hours of collection.

Hematology analyzers in the Quality Assu
to values obtained using the following standard reference methods. Wh
normal, healthy donors are collected in EDTA anticoagulant'and analyze

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.
ards Institute (CLSI) recommended

(1 Readings are made 2t 540 nm in
-A3 and ICSH recommendations (1)

es (not coated
LSI H7-

Laboratory Stand
moglobin) method
ding to CLSI H15

is measured using the Clinical
moglobincyanide (cyanmethe
trophotometer calibrated accor

(packed cell volume) is measured using plain glass
ged for 5 minutes in a microhematocrit ce
tion is made for trapped plasma.

hase contrast optics.

Hemoglobin
reagent for the he

a colorimeter/spec
microhematocrit tub

The hematocrit
ntrifuge according to the C

with anticoagulant) centrifu
A3 document . No correc

Platelets are assayed using @ hemocytometer andp

Determination of uncertainty -
Uncertainty is an estimate of the rangé in which the true value of a reported result may occur.
Lite 580 analyzer using the

n of the H360, H560 and E
of uncertainty:

ated with the calibratio
adding the following sources

The uncertainty associ
has been estimated by

ELite H CAL calibrator
sk, pipette, single aperture

determine the reference values: fla
(PLT), spectrophotometer

y of the equipment used to
er by phase-contrast

- Uncertaint
ter (WBC, RBC), Hemocytomet

impedance coun
(HGB), and ruler (HCT).

matology analyzer when calibrating with the ELite H CAL.

Uncertainty of the he

——
. Erba Lachema s.r.o., Karasek 2219/1d, 621 0
l - , : g 5 0 Bmno,
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Table 1; Assignment result

s and uncertainty of reference method

Reference W?C RBC HGB McV PLT
(10°L) | (107/L) | (glL) (L) | (10°L)
Calibrator 9.44 4.61 130 91.4 258
Relative ex;)ansi(;ﬁ e S
H360 ‘_B'?Ce_rtfimy A 2.1 0.3 0.5 0.4 4,2
Standard 4% 2% <2% 2% | =9%
Result Qualified | Qualified | Qualified | Qualified | Oualified
Calibrator 9.17 4.50 13 90.8 263
H560 Relative expansion o N
(SWA122 | Uncortamty % | 22 06 03 0.1 44
or higher; 1T
Vegi'lc;r)‘ A Standard <4% <2% <2% <2% <9%
Result Qualified | Qualified | Qualified Qualified | Qualified
Calibrator 9.27 452 129 87.0 265
Relative expansion 26 05 0.4 0.2 43
H560 Uncertainty % : ' : ' '
(SW B1.0 or
higher) Standard <4% <2% <2% <2% <5%
Result Qualified | Qualified | Qualified Qualified | Qualified
Calibrator 9.42 4.39 131 88.0 250
Relative expansion 25 0.4 0.2 0.3 in
ELite 580 | Uncertainty % ' ' ' ' -
(SW A10.4 ==
or higher) Standard <4% <2% <2% <2% <9%
Result Qualified | Qualified | Qualified Qualified | Qualified

The reported

factor of k=2 provi

expanded uncertainty inT :
ding a level of confidence of approxim

Technical Product Management

Erpa Lachema S.r.o.

Brno 26.05.2023

able 1 is based on a standard uncertainty multiplied by a cov
ately 95%.

erage
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bSl 1o 13425
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Va8 Ut
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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 Commerc
Tel.; 420 517 077 111, e-mal

ial Register mantained by the Regional Courtin Brno, Section C, insert 45458
|- diagnostics@erbamannheim.com, www.erbalachema.com



L-J QC Analysis

File No.: 13 Lot No.: EH2305 Level: Normal

Operator: admin Exp. Date: 2023/07/10 Run Time: 08-06-2023 15:07

Print Time: 2023/06/08 16:13 QC Mode: Whole Blood-CBC+DIFF  QC Sample ID:

Parameter Result Ref. Range Unit

1 WBC 8.54 7.20-9.20 1073/uL

2 Neu% 59.6 49.3-65.3 %

3 Lym% 30.9 22.4-38.4 %

4  Mon% 6.3 0.6-10.6 %

5 Eos% 3.2 0.7-12.7 %

6 Bas% 70.2 62.1-78.1 %

7 Neu# 5.09 3.97-5.43 1073/uL

8 Lym# 2.64 1.79-3.19 1073/uL

9 Mon# 0.54 0.00-0.92 1073/uL

@ Eost# 0.27 0.05-1.05 1073/uL

11 Bas# 5.99 5.05-6.45 1073/uL

12 RBC 4.54 4.39-4.87 1076/uL

13 HGB 13.3 12.4-14.0 g/dL

14 HCT 41.2 37.6-43.6 %

15 MCV 90.8 83.2-94.2 fL

16 MCH 29.3 26.1-31.1 Pg

17 MCHC 322 29.6-35.6 g/dL

18 RDW-CV 18.4 13.4-21.4 %

19 RDW-SD 61.5 45.9-74.3 fL

20 PLT 259 216-296 1043/uL

21 MPV 9.0 6.7-12.7 fL J

22 PDW-SD 10.5 9.0-15.0 fL

23 PDW-CV 15.7 13.1-19.1 % @

& PCT 0.232 0.149-0.349 %

z5 P-LCR 20.7 17.7-33.7 %

26 P-LCC 54 41-91 1019/L
WBC/BASO RBC PLT
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File No.: 15

Operator: admin

Print Time:

Parameter

WBC
Neu%
Lym%
Mon%
Eos%
Bas%
Neu#
Lym#
Mon#
Eos#
Bas#
RBC
HGB
HCT
MCV
MCH
MCHC
RDW-CV
RDW-SD
PLT
MPV
PDW-SD
PDW-CV
PCT
P-LCR
pP-LCC
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LS DIFF

2023/06/08 16:12

L-J QC Analysis

Lot No.: EH2305

Exp. Date: 2023/07/10

QC Mode: Whole Blood-CBC+DIFF
Result Ref. Range
17.98 16.02-21.02
68.2 56.3-70.3
21.2 15.6-27.6
6.6 0.1-12.1
4.0 2.0-16.0
81.1 71.0-87.0
12.27 10.58-13.38
3.82 2.90-5.10
1:18 0.03-2.23
0.71 0.37-2.97
14.57 13.13-16.13
5.03 4.76-5.76
16.2 16.7-17.3
49.4 46.0-54.0
98.3 88.2-102.2
322 28.9-33.9
32.8 30.1-36.1
16.6 13.4-19.4
60.0 41.9-71.9
445 419-539
90 7.0-13.0
10.5 9.6-15.6
15.6 13.4-194
0.402 0.279-0.679
20.9 18.1-34.1
93 86-164

RBC
| fﬂ\ s
)\ |
0 " 10 00 300

LS

DIFF

__HS

Level: High

Run Time:
QC Sample ID:
Unit

10A3/uL
%

%

%

%

%
1073/ul
1073/uL
1073/l
10A3/ul
1073/ul
1076/uL
gldL

%

fL

Pg

g/dL

%

fL
10A3/uL
fL

fL N/
%

%

%
10A9/L

/

08-06-2023 15:05
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L-J QC Analysis

File No.: 13 Lot No.: EH2305 Level: Normal
Operator: admin Exp. Date: 2023/07/10 " Run Time: 26-06-2023 08:59
Print Time: 2023/06/26 11:25 QC Mode: Whole Blood-CBC+DIFF  QC Sample ID:

Parameter Result Ref. Range Unit

1 WBC 8.74 7.20-9.20 1073/uL

2 Neu% 58.9 49.3-65.3 %

3 Lym% < 4 22.4-38.4 %

4  Mon% 6.5 0.6-10.6 %

5 Eos% 29 0.7-12.7 %

6 Bas% 70.5 62.1-78.1 %

7 Neu# 5.15 3.97-5.43 1073/uL

8 Lym# 2.78 1.79-3.19 1073/uL

9 Mon# 0.56 0.00-0.92 1073/uL

10 Eos# 0.25 0.05-1.05 1073/uL

11 Bas# 6.16 5.05-6.45 103/uL

12 RBC 4.59 4.39-4.87 1076/ul

13 HGB 13.6 12.4-14.0 g/dL

14 HCT 43.2 37.6-43.6 %

15 MCV 94.1 83.2-94.2 fL-

16 MCH 29.5 26.1-31.1 pg

17 MCHC 314 29.6-35.6 g/dL

18 RDW-CV 214 13.4-21.4 %

19 RDW-SD 74.0 45.9-74.3 fL

20 PLT 252 216-296 1073/uL

21 MPV 9.0 6.7-12.7 fL

22 PDW-SD 10.5 9.0-15.0 fL

23 PDW-CV 15.8 13.1-19.1 %

24 PCT 0.227 0.149-0.349 %

25 P-LCR 20.9 17.7-33.7 % : N\/

26 P-LCC 53 41-91 1079/L @A\
WBC/BASO RBC i
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File No.: 15

Operator: admin

Print' Time:
Parameter

WBC
Neu%
Lym%
Mon%
Eos%
Bas%
Neu#
Lym#
Mon#
Eos#
Bas#
RBC
HGB
HCT
MCV
MCH
MCHC
RDW-CV
RDW-SD
PLT
MPV
PDW-SD
PDW-CV
PCT
P-LCR
pP-LCC
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WBC/BASO

|
1
i
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2023/06/26 11:22
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L-J QC Analysis

Lot No.: EH2305

Exp. Date: 2023/07/10

QC Mode:
Result Ref. Range
19.20 16.02-21.02
68.0 56.3-70.3
211 . 15.6-27.6
7.3 0.1-12.1 -
3.6 2.0-16.0
80.1 71.0-87.0
13.06 10.58-13.38
4.05 2.90-5.10
1.40 0.03-2.23
0.69 0.37-2.97
15.38 13.13-16.13
5.20 4.76-5.76
16.7 15.7-17.:3
52.8 46.0-54.0
101.4 88.2-102.2
324 28.9-33.9
31.6 30.1-36.1
18.8 13.4-19.4
71.0 41.9-71.9
472 419-539
8.9 7.0-13.0
10.0 9.6-15.6
15.4 13.4-19.4
0.418 0.279-0.679
19.2 18.1-34.1
91 & 86-164

RBC :
a \\ |
0 10 200 300

LS DIFF

HS

Level:

Run Time:

Whole Blood-CBC+DIFF QC Sample ID:

Unit

10A3/uL
%

%

%

%

o/O
1073/uL
1073/uL
1073/uL
1073/uL
1073/uL
1076/uL
g/dL

%

fL

P9

g/dL

%

fL
1073/uL
fL

fL

%

%

%
1079/L

High
26-06-2023 09:05
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