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Ceptifiente of Calibration

Cuxtomer Nooer Alvi's Henlthiesre Centre
Muodel § Automated Hemntology Anlyzer Sysmes %9 55675971 o s W
SerindNo,y 11847

Calibpation Done Date: 22,4,23

Nent Calibeation Due Date On or Before: 21-434-20524

Lab ln-charee: . Dr. Shankar Shetty

e

This is to certify that the above-mentioned product has been verifizd of ol
according to the standard procedures provided by Sysmex Corporation. Supe.

The reference instruments used for value-assignment are manazzd 53 7 crovestiiy

g

system in Sysmex Corporation and these are traceable to the Irtermatiomal Sizrmicriy

Sanjay Unnikrishnan PK
Service Engineer
Transasia Bio-Medicals Lid

Mumbai
Encl: w\%
{. Certificate of Inspection ~

2., Assay Sheet of Calibrator XN
3. Printouts

4. Yraceability & Uncertainty document {5 "~ P g
fw- # i
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__ TRANSASIA

Alo-Medicals Lid . No 43, Ca

‘ stle Street, Richmond Road, Opp. Empire Sultess, Asholnagar Bengaluru - 560025
441 ! oad, Opp. Empire Suitess, AS g g
J.‘_,dn 4079000 7 2556 8044 Email : sz2@wansasia.coin CIN : U3311OMHI9B5PLCO36198 Q,h“s‘qé‘,
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v UNMATCHED SERVICE
SINCE 1979... ! '

Date: 22-04-2023 :
Effective Date: 22-04-2023 ; ' ’

Certificate of Inspection

I. Model: _ Automated Hematology Analyzer Sysmex XN-350/550/1000/2000/3000

2. Serial No.: 11547

3. Calibration Date:  22-04-2023 '

4. Material used: XN-CAL (Lot No. 30792101, Expiry date: 23-Apr-2023)

By comparing your data to the results of the standard counters in Sysmex Corporation,
the calibration for XN Analyzer parameters using the measurement standard material
(XN-CAL) was completed. The calibration result of 10 runs is summarized in the
following table. Please refer to the attached sheets for the details.

| 1]
A : -
o www.transasia.co.in (EE%

HO : Transasia House, 8 Chandivali Studio Road, Andheri (E), Mumbai - 400 072 Tel: +91 22 4030 9000 Fax: +91 22 2857 3030

v
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TRANSASIA b
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E"’“E’:"\‘ d Raed Oop. Empire Sultess, Ashotnagar Bengatur - 560025
mall 1 s22@vensasiooin OIN :

5. BACKGROUND CHECK

U33110MH1385PLLO36198

pNS4
R - %

UNMATCHED SERVICE
SINCE 1979...

transasia.cd

PARAMETER RESULT Range
WBC-\ 0 ) 0.1x10°/uL or less
WBC-D 0 0.1x10°/uL or less

RBC 0 o.oz¥106/uL or less

HGB 0 0.1g/dl or less

PLY ) 4 7 10x10°7uL or less
g.in

HO : Transasia House, 8 Chandivali Studio Road, Andheri (E), Mumbai - 400 072 Tel: +91 22 4030 9000 Fax: +91 22 2857 3030
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Traceability and Uncertainty
XN CAL/XN CAL PF Sysmex Calibrator System

XN Series Automated Hematology Analyzer

e
sysmex

LOT NO: 3079 2101/3079 2102
EXP. DATE: 23-Apr-2023
Parameter | Reference Method |Reference Material| = Assigned Value Uncertainty* Unit
WBC-N * - 7.010 0.22 10°%L
WBC-D =4 - 7.133 0.23 10%L
WBC-P *1 - 7.283 0.27 10°/L
RBC *q - 4387 0.071 10"3L
RBC-O = - 4325 0.12 10"IL
PLT *2 - 251.4 12 10°L
PLT-O *0 - 2424 | 15 10°1L
PLT-F 2 2 233.9 11 10%/L
HGB =3, %4 - 12.07 0.23 g/dL
HCT *5 s 35.75 0.83 %

* - This uncertainty {expanded uncertainty: k=2 was calculated in accordance with the “Guide to the expression of uncertainty in measurement" (GUM: 1995).

“1: ICSH Expert Panel on Cytometry, Clinical Laboratory Haematology, 16, 131-138, 1994
“Reference method for the enumeration of erythrocytes and leucocytes”

*2: ICSH Expert Panel on Cytometry and International Society of Laboratory Hematology Ammx Force on _u_m;m_m” Counting,

American Journal of Clinical Pathology, 115, 460-464, 2001
“Platelet Counting by the RBC/Platelet Ratio method — A reference Method"

*3: CLSI, H15-A3

“Reference and selected procedures for the quantitative determination of hemoglobin in blood — 3rd edition; Approved

*4: Journal of Clinical Pathology, 49, 271-274, 1996

“Recommendation for reference method for haemoglobinometry in human blood eowI standard 1995) and specification

for international :mmB.m.ocSQmEam reference preparation (4th ed. V_.
*5: CLSI H7-A3

“Procedure for Umﬁm:ﬁ_:_:m packed Cell Volume by the Microhematcrit Method — 3rd edition; Approved Standard”

~ All Rights Reserved, Copyright (c) Sysmex 2016
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< XN CAL ™ ASSAY SHEET >
For XN-L series

Lot No.
30792101 ) Exp. Date 2023-04-23

RBC HGB HCT PLT
10%uL | g/dL | mmoliL % 10°/uL

TARGET| 4.381 12.13 7.53 35.53 253.4

WBC-C | WBC-D | RET% | RBC-O | PLT-O
10%uL | 10%puL % 10%uL | 10%7uL
TARGET| 7762 | 7.207 | 2946 | 4.286 | 256.7

There are some parameters which is not displayed on IPU according to'the instrument.
Please refer to the package insert for the handling of the XN CAL.

Do not leave caribrator in the room temperature over an hour.

Please store it in a refrigerator (2-8°C) immediately after use.

* - This refers to the validity of the assay values for service palameters.

= . Don't calibrate ** marked palameters.

_a

@ Scanned with OKEN Scanner




%

 WT . 618 €zez/ve/zz vor-eo

98essaW dI 11d a8essap dI D9¥ afessaW d4I J8M
upr (/\ .E.w,.. s ,
: |
| - M [¥] ---- [In/ever] ---- oI
17d Jgd [¥] ---- [Wn/ever] ~---- osve
[¥] ---- [In/ever] ---- 03
[%] ---- [Wn/ever] ---- ONOW
[¥] ---- [In/ever] ---- HdWA
(%] ---- [In/eve1r] ---- 1N3N
[%] ~---- 12d
(%] ---- ¥d1-d
[1] =-5% AdW
(3] ---- Mad
Hmm“ ----  Ad-MOY
= T = Dml
[In/ever] v wmw
e ‘ (p/al  ---- HOW
.ww'w N ﬁ n: _———— IUE
] 1 [T3] - - snen
| . [%] ‘0 »wm
. [nyaried ©o 49H
| (n/ever] o9 O
Js Raae dam 4
g2~ 4aM 4aM
1-NX ‘awewoIN ) .
X898 ‘g .MCWEEOO w_A?
: :J0300Q oy ] ‘piepy .
.qr:70 £20T/¥0/TT ' Je)depyy L

xmsmxm 1-NX

EAIMNRRNEISES -

G Scanned with OKEN Scanner




” : KL sysmex
Precision Check Log

Instrument Nickname: XN-L Execution bate:22/04/2623 02:40:24

 Logon Hame; sysmex
P, WBC RBC HGB HCT pLT
“No. 2 6.26 4.22 13.2 37.8 211
’ SRy 6.34 4.29 13.3 38.3 204
~ No. 4 6.23 4.29 138 38.3 204
No. § 6.35 4,30 13.3 38.4 209
No. 6 6.16 4.26 13.3 37.9 202
No. 7 6.32 4.27 13.2 37.8 199
No. 8 6.18 4.28 13.3 8.0 2087
: No. 9 6.27 4.28 13.2 37.9 205
| No. 10 6.32 4.32 13.3 38.2 218
No. 11 6.19 4.34 13.4 38.4 201
E ‘ Mean Value 6.262  4.285  13.27  38.10  205.2
% ) 8.070  6.033 0.07 0.24 4.9
] W (%) i53 0.8 0.5 0.6 1.9
B Limit (%) 3.0 1.5 1.9 1.5 4.0

(¥ Scanned with OKEN Scanner
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| S syseex
tslinrator Calidration Mistory ’

rsTrusent Nidhnese: XN-L calinration Date:22/0472023 @3:127:28 Logon Name:Sysmex
Mstaried: R L8 Lot Moo RIS T ; ‘

WEL $3:2 MR HT T
Targer T.397 4,381 12.13 35.53 1334
Wo. 2 7.% 4,482 12.1 5.5 283
B, 3 7.24 &% 12.1 5.3 281
B, 8 1.2% 2.38 12.1 35.6 238
No, 5 7.81 4,33 12.1 5.1 W7
Nee, § 7.38 2,29 2.2 15.5 %L
Wo, 7 7.42 4.3%7 12.3 3.3 258
Ne. 8 7.2¢ 4,38 12.2 3%.4 264
Ho, & 7.38 $.37 12.2 35.3 268
No. & .22 4.41 1.3 5.6 il
fo. 1% 7.42 3.42 12.2 3%.6 272
Range Value @.41 .87 8.2 2.5 12
Mas Range #.5%6 .13 e.2 1.8 27
Mean Value 7.282 4.3%1 12.16 35.34 263.5
Delta Percent (%) #.21 2,23 8.5 @.35 1.56
Aeceptable Limit (%) 2.27 1.3% 8.78 1.6 4.16
Service Limpt (X} 14, &0 2.8 5,80 %.00 12.89
Current Rate (1) 182.9 $8.6 %L 1817 118.8
Hew Rate (%) 1931 $8.4 95.4 1822 108 e

@0-168 2274
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