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8  Calibralion
|
9.1 Please refer to Whole Blood Calibration Report Attached i
5.2 PD Mode Caliration (WZTE: If Applicehis)
]
Material: XM CAL [1:7 Dilution] |
Lot:
Expiry:
i 2[3 4 IE. Fverana |Aseay Velug] Ol Gal_| ew Cal [ % Oiff Staius
NA MA [NA |NA WA | BOIWOI [NA [NA_|NA_[NA | #VALUEI #VALUE! | BVALUEY
MNA A A [NA 1A | DMl |NA WA (A [MA | #VALUE] FVALUE! | #VALUET
MA A INA |NA INA | BONOL [MA_|NA [MA__|NA |#VALUEI] #VALUEI AVALLE |
MA, NA  NA [NA JNA | BDIVMI [s |NA [NA  [MA | #VALUE #JALUE! | mVALUE]
LAy NA TNA [NA JNA | #OIviol [NA _|NA [NA  [NA | #VALUE AVALUE! | #VALUE]
NA NA JNA [NA |NA | #ONVIOI [NA [NA [NA __[NA 1@VALUES #VALUE! | #VALUE! |
WA LA i_hL“- MA A | B0 |NA A [NA_|NA T #VALUE! #VALUE! | #VALUE] |
A A HA  IHA |NA | #DIvil |NA [MA | [MA | #VALUE! avaLUE! [ #vaLUEL]]
“WOTE. Grily Agalcatis when RET loenas has been sclivatad '
NOTE: Plogse aftsch PO Mode Calibration results sersanshods
8.3 Body Fluid Calibration : (WETE: I Appdcabie)
Material: XN CAL
Lot MA
Expiry:NA
Farameters 1 2j3 o |5 Avarage [Assay Velug Cid Cal plew Cal %% DI Slalus
RBC _BF CAL® A [T e ] {hi A R MA, RA #HVALUE! #JALLE! |
WBC BF_CAL" P FIA|MA|MA [NA MA A heA P FVALUE! [ #VALUE!

"NOTE: Only Applicsbie widn BF ficanse Irax heen acthated
NOTE- Pigase attach BF Mogs Calbralion resus sereanahols

10 QC Verification

10.1 F':.!tase attach QO radar charts print outs for QC runs affer the calibraban,

11  Pipetors/Dilutors repraducibility and accuracy checked,
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9.4 Pleasa refor ta Whole Blood Calibration Report Attached

8.2 PD Mode Calibration (NOTE! If Appicabla)

e S i

Material; XN CAL {1:7 Dilution]

1 2|3 < 5 Average |Assay valugy Old Cal Hew Cal T O Erals

KA A [NA (WA (WA ROTSO A [NA |NA_ [WA | #VALUE] WJALUE! | #VALUE!| |

N MA |NA |NA INA | #DIVIOl_|NA IMA AT FVALUEL| #VALUE! | SVALUET] |

NA NA  |NA [NA INA | #DIVICT [NA |NA [NA__ [MA SUALLE! | #WALUE! | BVALUE! ] |

NA TN T a0 JhA A [NA__[NA_| #VALUE! | #VALUET [S#VALUEL} |

NA NA ‘,l'm TN T A TNA  [NA | #VALUE!| ®VALUE! | #VALUEIL

NA A JNA A JMA | AON! [NA |MA_|NA__[NA 1#VALUE FVALUE! | #VALUE! |

L [NA NA_ INA A | FOVAl (A (A NA__ (A | #vALLIES SALUE! | #vALUEL}!
[T0_PD_CAL* __[NA NAJHA |RA |NA | WOIVRL [Na [na [FA WA | #VALUEL #VALUE] | PYALUET] |

"NOTE: Oniv Appiicabia when RET boense has bean acivabad
HNOTE: Flagse ailash PD iHMode Calibirahon resulfs sorsanshols

3.3 Body Fluid Calibratlen - [NOTE: If Applicabis) :
Materlal: XN CAL |
Lot NA
Expiry:NA
Paramators [ [ 238 |5 | Avermgs [nssay veluel D Cal | hew Cal % Difl Status
REC_BF _CAL" A MA  [MA  [MA - (NA M& M A, iy EVALLE! #JALUE]
C_BF CAL [NA MA  |NA_|NA [MNA MNA R, NA A, FVALUE! | EVALUE!

"WOTE Only Appizabie when BE leenza Hag bean achivaned
NOTE- Fisase atiach BF Mode Calihration rasits streenEhols

$0 OC Varification

10.1 Plesss attach OC radar chars print auts for GG runs after the calibration

11  Pipetors/Dilutors reproducibility and accuracy checked.
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sSysmeXx
12 Cerification
We cartify that the KN-330  Automated Hematology Anal
} yzer SN 14153 has
succassiully commissioned in accordance with the manufaciurers recommendations, -—

Report and Commissioning Performed By :

Signature (Engineer 1)
Name: ‘Rahul Thakur
Date: 22-02-2023
Signature (Engineer 2)
Hame:

Data:

Report Reviewed and Accepted By :

Signaturs (Customiar)

Mame: Mi- Kedua Komil
Diarte: v I T
|




ample No.: BACKGROUNDCHECK

Patient 1D:

MName;

Sample Comment;

WBC
RBC
HGE
HCT
MCV
MCH
MCHC
PLT
RDOW-5D
RDW-CV
POW

P-LCR
PCT
NEUT
LYMPH
MOND

BASO
IG

8.e8
e.e0
e.e
8.8

-
-

-
-
-
-
-
Eina e 2
-
i i
-
SR Tl

WBC IF Message

(1643 /uL]
16846/l ]
[g/dL]
%]

L]

[1843,/ul
[16°3/ul
[18~3/ul
[18”3/uL]

'1&“3£uL]

[1873/uL]

—_— x vy

XN-L  sysEex

Adapter: Pos.. 2823/82/22 14:59:49 WE
Ward: Doctor:
Birth: Sex:
MNicknamea: XN-L
WDF WDF-CEBC
&[ gl
174 ; — 5K
SCET R §
e B
ST ¥
. [g
T PLT
R RBC |
LN - . =
REC IP Message PLT IP Message

f0-24  2823/92/21 15:49 1_‘!”';
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Installation Qualification X M-L Series

1. General Outline

1-1 Performer

The following person shall perform Installation Qualification (1Q) procedures as
the person in charge of validation of the equipment in terms of calibration and

testing.
Mame . Rahul Thakur
Company : Sysmex India Pvt. Ltd.
Date (Day/Month/ Year) TO22-02-2023

| Signature k W
1-2 Reviewer

People in charge of reviewing installation procedures and being representatives
of the customer shall fill out the fallowing blanks:

MName
Institution OR Company

Date (Day/Month' Year)

Signature / Initial

MNarme
Institution OR Company
Title

Date (Day/Monin/ Year)

Signature / Initial

SVEMEX ASIA PACIFID PTE LTD -



e,

msgallatiun Qualification

= XN-L Series
I_____
Remarks:

Installation Qualification

_ Model Number XN — 330 =ro
Serial Mumber 14153 .
Software Versicn D0-24
Insiallation Site 22/02/2023

By the subsequent signature it becomes evident that all validation proceduras
far Installation Qualification (IQ) of the above stated aquipment are completed
by the performer.

-Performear
Mamsa : Rahul Thakur
Signatura

Date (dayfmonthiyear) : 220272023

By the subsequent signature the reviewer witnesses that all validation
procedures for Installation qualification (1) of the above stated aquipment are
completed by the parformer.

~FRaviewer

12

SYSHMER ASW PACEFIC PFTE LTO
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Operational Qualification

Automated Haematology Analyzer
XN-L Series

Author: Chew Kui Jien
Last Edited: 08 Mar 2018

Version: 1.0
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¥h-L Series

Operational Qualification

The following person shall perform Operational Qualification {OQ) procedures as the
person in charge of validation of the eguipment in terms of calibration and tasting.

—

Mame Rahul Thakur
Company Sysmex India Pvt. Lid.
Date (Day/Menth/ Year) C 22I022023

Signature / Initial : W

1-2 Reviewer
People in charge of reviewing installation procedures and being representalives of

the customer shall fill out the following blanks:

MName

Instituticn OR
Company

Date {Day/Maonlth/ Year)

Signature [ Initial

Name

Institution OR
Company

Title
Date {Day/Month/! Year)

Signature / Initizl

3-1 Equipment

SYSREX ASIA PACIFIC PTELTD
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Operational Qualification XM-L Series

_Model Number XM-330
Seral Number 141563
Software Version Number 00-24
Instaliation Site 22-02-2023

By the subzequent signature it becomes evident that all validation procedures for
Operational Qualification (OQ) of the above stated equipment are complated by the
performar,

Parformer

Mame: Rahul Thakur

Signatures; W

Date (day/month/year): 22-02-2023

By the subzequent signature the reviewar witnessas that all validation procedures for
Operational Qualification (O0Q) of the above stated equipment are completed by the
performmer.

-Revigwar

Mama:

Signature;

Date {day/manihfyear):

-Reviewear

Name;

Signature:

Date {day/month!year):

End of Document

SYSMEX ASIA PACIFIC FTE LT
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PERFORMANCE QUALIFICATION

Instrument ¢ KHNL-330 Hematology Analyzer
Sr. Mo: 14153

Laboratory i Rajasthan Vilas Sansilin,
Kudi Had, City Cirele
Jodhpur- 342005
Manufacturer ¢ Sysmex Corporation
Supported by 1 1002, Damjl Shamji Business Galleria,

10th Floor, LES Marg
Kanjurmarg {West), Mumhai 400 07E, India
Tel: +91 (22) G112 6666 Fan: +21 {22) 2577 6790

Sysmex India Pyt Lid Wi, sys s oin
HI, 100, Damji Sham;i Businees Gallerta, 10" Moar, LOS Marg, Kanjamarg [ Wesl ], Murrbal 400078, Indis

Tel. +591-F3-61 12-RikG Fax + 310225716790
Factory. Village Malpur, Melagarh ficad, Baddi 17305 H, P Tel #91-02184 33 2RI I6ETLERL CI LT I IDMH 1 95BRT 115543

CamScanner
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PERFORMAMNCE QUALIFICATION PROTOCOL

This Performance Qu

erformed on the installation located at

Rajasthan Vikas Sansthan,
Kudi Had, City Cirele
Jodhpur- 342005

This protecel will define the documentation that will be used te evaluate the instrument smd
documented in accordance with the user specification requirements. Successful completion of this protocol
will verify that the instrument performance consistently meets pre-determined specifications uncer normal
conditions.

Performance checks will be ca rried out by repeatedly running the system on its intended schedule and
record the infarmation/data to demonstrate that it consistently meets the required performance, as
expected.

Department personnel along with the trained personnel from Sysmex will performn qualification stucies
as mentioned in this protocol. Department persannel will record the information and write the report. The
technical persan from Sysmex will verify the records. The reports will be reviewed by head of the
department and approved by QA persan. This protocol is to be reviewed and approved by tha head of the

L'

department and QA.
Any exceplional conditions encountered during the qualification studies will be identified for review ang

documnented in deviation report. Exceptional conditions will be investigated, and appropriate courss of

action will be determined.

Sysmex Incia Pl Lid
MG, 5002, Damji Shaemyi Business Galleria, 107 Floor , LBS Marg, Kanjurmang { West ), Mumbai 400073, India

Tel #91-23-6112-6655 Fan, 491-21-2577-6794
Factary Villige Malpur, MalagarhBoad Baddi17I205 H, P, Tel » 91-9218412182/9818671 231 C:LBTOMMISRIRTINE 343

WA, SYSITIEL.COuIN

Cambcanner o



Report Sign OFf;
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| Prepared by:

| Mr. Ravi Kumar 5ah

|'

Title: Application S5pecialist

Sign:

Date: 23.05.2023

i {Manager-North)

Checked By: Mr. Vikas Dagar

Sign:

Date; 23.05.2023

O

UYASMEDICITY : CITY CENTRE
Pigt No. F-320-21, MIA Phase-II,

AIIMS Road, JODHPUR (Raj.)

|
Approved by: Rajasthan Vikas Sansthan, Jedhpur
- Name: Mr. Krishna Kumar
Title: €TO Sign: Date: 23.05.2023 '

Syamex India Pt Lid

HE, 1002, Camji Shamji Business Galleria, 107 Mo, LBS Marg, Kanfurmarg { Wet ). Mumbal 400078, Indks
Tal, +51-20-6112-€606 Faw, +31-02-2577-6700
Fartany Viilage Malpur, Nefagarh Boad, Baddi 173205 H. P Tel +01-911842 FI8L/FE16671182

WYL S Y ST, D0, BN

CIN AUBTRZONM 1593RPT 15543

E CamScanner gy
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PQ SCHEDULE

The following activities mentioned below must be performed to complete the pe rformance gualification.

Contents
Evaluation met Lab Managers for Whole Blood Mode
1. Brecision
2. Aceuracy
3. Linearity
4, Carryover
5. Limit of Blank
&. Limit of Detection and Limit of Quantitation

PERFORMANCE OQUALIFICATION PROCEDURE

Performance Qualification

1. Precision Check

Procedure for Precision Testing

Requiraments: - 1 Peripheral Blood sample

1. 5et the analyser to WB Made, analyse peripheral Blood for 11 cansecutive times. The coefficient of

variation of counting for each analysing parameter should mes
A0 and OV,

t the following condition.

2. Input the data into the provided table. Calculate Mean,

3. Compare these values with the performance criteria for Within-run Precision Table.

4. Acceptable Variation are a5 follows:

= - o

Sysmes India Pl Ltd ' .
e WWW.SYEM LN
HO 1002, Damijl Shamj Bupness Gallera 10" Floor, L85 Marg, Kanjursmarg [ West ). Mambai 400074, Inca 4

Tel. +30-22-6112-6606 Fax +51-0 125710700
Factary Village Malour, Malaparb Road, Bacdi 173205 H. P Tel + 0-82 1 B4 2118172816671 281 CEN 33 120MHI9SERTISRT
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