SOHA BIOMEDICAL
E N G I N E E R S

SOHA BIOMEDICAL ENGINEERS

Date: 06-08-2021
Effective Date: 06-08-2021

Certificate of Calibration

Customer Name: "MAEER'S VishwaRaj Hospital Laboratory, Loni Kalbhor, Pune"

Model : Automated Hematology Analyzer Sysmex XS-800i

Serial No. : 67641

Calibration Done Date: 06-08-2021

Next Calibration Due Date On or Before: 06-08-2022

Lab In-charge: . Dr. Aniruddha Garud

This is to certify that the above-mentioned product has been verified of calibration for CBC 6
parameters (WBC, RBC, HGB, HCT, MCV and PLT).

Calibration at site performed by

Er Name : Er. Khurshid M. Kazi

Designation : Technical Director

Soha Biomedical Engineers, Pune Signature

Encl:
1. Assay Sheet of Calibrator.
2. Printouts

' A402, Sa_hil-Sarvda, SR#38/5B, Opp. Maruti Sai Service Centre, A/P.: Kondhwa-Khurd, Pune-411048 Dist: Pune, Maharashtra, India.
Phone: 8484 84 5154, Email: kmkazi@rediffmail.com :
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Date: 06-08-2021
Effective Date: 06-08-2021

Certificate of Inspection

1. Model: Automated Hematology Analyzer Sysmex XS-800i

2. Serial No.: 67641

3. Calibration Date: 06-08-2021
4. Material used: SCS-1000 (Lot No. 11940525, Expiry date: 15-Aug-2021)

Calibration for CBC 6 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.

Soha Biomedical Engine{@

A402, Sahil-Sarvda, SR#38/58, Opp. Maruti Sai Service Centre, A/P : Kondhwa-Khurd, Pune-411048 Dist: Pune, Maharashtra, India. ‘J
Phone: 8484 84 5154, Email: kmkazi@rediffmail.com >
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5. BACKGROUND CHECK

PARAMETER RESULT Range
WBC 0.0 0.3x10”/uL or less
RBC 0.00 0.02x10%uL or less
HGB 0.0 0.1 g/dL or less
PLT 4 10x10’/uL or less

A402, Sahil-Sarvda, SR#38/5B, Opp. Maruti Sai Service Centre, A/P :
Phone: 8484 84 5154, Email; kmkazi@rediffmail.com

Kondhwa-Khurd, Pune-411048 Dist; Pune, Maharashtra, India,
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6. PRECISION STUDY PERFORMED ON THE ANALYZER USING A BLOOD SAMPLE

(ORIGINALS ATTACHED)

SMP NO WBC RBC HGB HCT MCV PLT
POI 5.55 5.20 13.00 39.8 76.5 292
P02 5.6 5.29 13.00 40.40 76.4 285
P03 5.66 5.19 12.80 39.7 76.5 293
P04 5.87 5.22 12.90 39.8 76.2 285
POS 5.56 5.19 12.80 39.6 76.3 287
P06 5.72 5.24 12.80 40.0 76.3 281
P07 5.58 5.26 12.80 40.0 76.0 295
P08 5.62 5.22 12.80 39.7 76.1 291
P09 5.65 5.30 13.00 40.2 75.8 290
P10 5.67 5.29 13.00 40.1 75.8 296

Mean 5.65 5.24 12.89 39.93 76.19 289.50

SD ©0.094 0.043 0.099 0.254 0.260 4.859

CV% 1.671 0.815 0.771 0.636 0.341 1.678
Acceptable CV% |  Within 3.0% | Within 1.5% | Within 1.5% | Within 1.5% | Within 1.5% Within 4.0%

Result PASS PASS PASS PASS PASS PASS

A402, Sahil-Sarvda, SR#38/5B, Opp. Maruti Sai Service Centre, A/P : Kondhwa-Khurd, Pune-411048 Dist: Pune, Maharashtra. Indla
Phone: 8484 B4 5154, Emall: kmkazi@rediffmail,com
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7. CALIBRATION DATA

SMP NO/TIME WBC RBC HGB HCT MCV PLT

C00 7.22 4.51 12.4 37.0 82.0 248

Co1 7.15 4.53 12.4 36.2 79.9 245

Cco02 7.53 4.51 12.4 36.1 80.0 235

Co03 7.14 4.54 12.5 36.3 80.0 240

Co04 7.19 4.58 12.5 36.7 80.1 246
MEAN 7.25 4.534 12.44 36.46 80.40 242.8

Acceptable Limits | 7.046 - 7.626 | 4.499 - 4.639 12.29-12.48 | 3579-37.40 | 79.08 - 81.11 | 240.0 - 257.6

Result PASS PASS PASS PASS PASS PASS

A402, Sahil-Sarvda, SR#38/58B, Opp. Maruti Sai Service Centre, A/P : Kondhwa-Khurd, Pune-

411048 Dist; shtra, Ind
Phone: 8484 84 5154, Emalil: kmkazi@rediffmail.com et PugE e
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ail: wz3@transasia.co.in CIN: U33110MH19

'l!»i&ppmva‘l of the OQ procedure:

MAEER’s Vishwaraj Hospital Laboratory and Transasia are j
for operational check of the HEMATOLOGY Analyzer, Model: XS800i,

in the clinical lab of MAEER’s Vishwaraj Hospital Laboratory as ﬁef“ 0toc

attached.

Protocol Performed by: Transasia Representative
Name : Mr. Swapnil Kamarikar

Title : OPERATIONAL QUALIFICATION
Company : TRANSASIA BIO-MEDICALS LTD.
Validation Team from

Name

Designation
Department

~ Customer Authorization:

OPERATIONAL QUALIFICATION
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A SYSMEX XS800i
AUTOMATED HEMATOLOGY ANAL

PERFORMANCE
QUALIFICATION

For

“MAEER'’s Vishwaraj Hospital Laboratory”

Marketed by:
Transasia Bio-Medicals Ltd.,
(ISO 9002 CERTIFIED)
Transasia House,
Chandivali Studio road,
Andheri (E),
MUMBAI - 400 072
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ent and enter the specific dat:
ualification. Each result will be noted and
>erformance checks on a regular basis describ
Checks (vide-infra) will be responsibility of the custom
Employee of MAEER’s Vishwaraj Hospital Laborator
result and sign in the last page. The members of the validation
out.
. ALL deviations from the acceptance criteria detailed in this docu
noted in the COMMENTS section at the end of each PQ protocol.
to such problems will also be noted in the COMMENTS section, an
resolved prior to issuance of a SYSTEM CERTIFICATION. These w I
additional cost to the purchasing institution (CUSTOMER). However |
additional cost will be waived when this test is conducted at time of ir
performance check of new instruments.
Any test data that does not meet the specified acceptance criteria wi
submitted to the appropriate laboratory personnel for solution. All steps t
subsequently will be documented.
This document contains proprietary information and is in no way to be co '
photographed or duplicated in any way without expressed written authorizal i
the Production Manager at Transasia Bio-Medicals Ltd., Transasia Hi

Mumbai.

Validation Team:

s

mnation
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Laboratory ThlS Protocol will define the documentation that w111 be used D

the instruments installation in accordance with the manufacture’s specifications
intended use. Successful completion of this protocol will verify that the instrum
identified is performing in accordance with the intended usage. :

Trained, knowledgeable personnel will perform qualification studies.
Any exceptional conditions encountered during the qualification studies will be identified

for review. Exceptional conditions will be investigated and the appropriate course of
action determined. All documents will be initialed and dated.

~ Validation Team:
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1. Tests for checking the performance of the instruments
2. Tests for checking long term performance of the instrume

Purpose:

The purpose of the above checks is to ensure the reliability of the results bein. _ btained.

Method:

1. During Sample analysis:

To run control samples each time the instrument is used for sample analysis
verification of the results of the controls to be within the reference range to be establ
by performance of the precision experiments.

2. Long term Performance

This is to be checked by Levy Jennings plots to be updated once in six months

Validation Team:
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