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Date:
Effective Date:

Certificate of Calibration

Customer Name: Regional Avurveda Research Institute

Model : Automated Hematologv Analyzer Sysmex XP-100

Serial No.: A1143

Calibration Done Date: 17.06.2022

Next Calibration Due Date On or Before: 16.06.2023

Lab In-charge: . Sangeeta Ramteke

UNMATCHED SERVICE
SINCE 1979...

This is to certify that the above-mentioned product has been verified of calibration for
CBC 5 parameters (WBC, RBC, HGB, HCT and PLT) according to the standard

procedures provided by Sysmex Corporation, Japan.

The reference instruments used for value-assignment are managed by the traceability
system in Sysmex Corporation and these are traceable to the International Standards,
such as ICSH.

Engineer
Designation

Transasia Bio-Medicals Ltd
Location

Encl:

1. Certificate of Inspection

2. Assay Sheet of Calibrator SCS-1000
3. Printouts

4. Traceability & Uncertainty document
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Tel: +91 22 4030 9000 Fax: +91 22 2857 3030 Email : transasia@transasia.co.in CIN : U33110MH1985PLC036198

Date:
Effective Date: "H61-1900

Certificate of Inspection

1. Model: Automated Hematology Analyzer Sysmex XP — 100

2. Serial No.: A1143

3. Calibration Date: 17.06.2022
4. Material used: SCS-1000 (Lot No. 21370525, Expiry date: 19-June-2022)

By comparing your data to the results of the standard counters in Sysmex Corporation,
the calibration for CBC 5 parameters using the measurement standard material (SCS-
1000) 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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UNMATCHED SERVICE
SINCE 1979...
5. BACKGROUND CHECK
PARAMETER RESULT Range
WBC 0.0 0.3 x 10°/Ul or Less
RBC 0.01 0.02 x 10°/uL or Less
HGB 0.0 0.1 g/dL or Less
PLT 0 10 x 10°/uL or Less

.transasia.

co.in
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6. PRECISION STUDY PERFORMED ON THE ANALYZER USING A BI'8 ) SA

B SAMPLE
(ORIGINALS ATTACHED) e
SMP NO WBC RBC HGB HCT PLT
1 7.8 4.80 12.9 38.4 321
2 7.9 4.85 12.9 38.8 296
3 7.7 4.85 12.9 38.6 302
4 8.2 4.86 13.0 38.8 315
5 8.10 4.90 12.9 39.1 304
6 7.9 4.90 13.0 39.0 301
7 8.2 4.89 13.0 39.1 329
8 8 4.83 13.0 38.5 306
9 8.1 4.87 13.0 38.8 308
10 8.10 4.88 13.0 39.0 304
Mean 8.00 4.86 12.96 38.81 308.60
SD 0.170 0.032 0.052 0.247 10.113
CV% 2.125 0.658 0.398 0.636 3.277
Acceptable CV% Within 3.5% Within 2.0% Within 1.5% Within 2.0% Within 6.0%
Result PASS PASS PASS PASS PASS
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UNMATCHED SERVICE

7. CALIBRATION DATA SINCE 1979...

SMP NO/TIME WBC RBC HGB HCT PLT

01 7220 4.29 12.2 34.10 258

02 7.30 4.25 12.2 33.00 256

03 7.10 4.19 12.2 32.50 240

04 6.90 4.21 12.2 32.60 269

05 7.00 4.19 12.2 32.50 261
MEAN 7.10 4.226 12.20 32.94 256.8

Acceptable Limits |  6.72 - 7.32 4.200 - 4.371 12.04 - 12.28 32.35-33.81 243.5-269.1

Result PASS PASS PASS PASS PASS

8. (Traceability System ) :
The traceability system of Sysmex Hematology analyzers are shown in attached sheet.
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