Date:28/09/22

Certificate of inspection
Customer Name: Excellas Clinics Mulund Mumbai

~— Model: Automated Hematology analyzer Sysmex kx21
Serial no: B8406
Calibration Date: 28/09/22
Material used : KX21 CAL ( lot no NK0922 Exp Date 05/10/22)

By comparing data to the results o' standards counter in Sysmex Corporation the calibration for kx21 analyzer parameters using
the measurements standard material kx21 cal was completed. The calibration results of 03 run are summarized in the following
table. Please refer to the attached sheets for details.
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Certificate of inspection
Customer Name: Excellas Clinics Mulund Mumbai

~— Model: Automated Hematology analyzer Sysmex kx21
Serial no: B8406
Calibration Date: 28/09/22  Next Calibration Date on or before 27/09/22

Lab in charge: Mis Sonam pandit.
This is to certify that the above mentioned product has been verified of calibration according to the standards procedures
provided by Sysmex Corporation Japan.

The reference instruments used for value assignment are managed by traceability system in sysmex corporation and these are
traceable to the international standerds such as ICSH.

Calibration at site performed by

N’
Manoj Rane.
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Calibration Values for Manual Mode

‘‘‘‘‘

Sysmex® | Acceptable | _SYSMEX | acceptable ® | Acceptable

Parameter XE-2100™ - KXe21 Range
XT-4000i Range XE-2100D Range KX-21N g
WBC 10l 9.0 £0.2 9.3 £0.2 8.8 0.2
RBC 10%L 4.47 £0.10 4.49 +0.10 4.42 10.10
HGB g/dL 133 £0.2 135 +0.2 133 0.2
HCT % 38.4 1.0 39.1 +1.0 3.2 $1.0
MCV L 86.0 20 87.0 +2.0 82.0 % 20
PLT 10%pL 243 212 235 £12 258 £12

s A

ﬁ‘ WARNING:
s POTENTIAL BIOHAZARDOUS MATERIAL. For in vifro

NEK-CAL is designed for use in the calibralion of Sysmex
hematology analyzers. Please refer (o the assay table for
specific instrument models. !

SUMMARY AND PRINCIPLE

Hemalology analyzers require periodic calibration in order to
generate accurale patent resulls. This calibrator is a stable,
whole blood preparation that can be used to venly and adjust
calibration of select hemalology instruments.

Calibrator values for NEK-CAL are derived from replicate testing
on instruments operated and maintained according to the
manufacturer’s instructions. Instruments are calibrated with
whaole blood using values delermined by reference methods.

REAGENTS

NEK-CAL is an in vifro diagnoslic reagent composed of human
erythrocytes, mammalian leukocyles @énd mammalian platelets
suspended in a plasma-ike fluid with presenvatives,

A PRECAUTION
NEK-CAL is intended for in vitro diagnostic use only by trained
personnel.
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diagnostic use. Each human donorfunit used in the preparalion

of this product has been lested by a FDA licensed methodiest

and found to be negalive of non-reactiva for the presence of
HBsAg, Anti-HCV, NAT testing for HIV-1, HCV (RNA) and HIV-
112, Each unit is also negalive by a serological test for Syphilis
(RPR or STS). Because no lest method can offer complele “
assurance that infectious agents are absent, this material should
be handled as potentially infectious. When handling or disposing
of vials follow precautions for patient specimens as specified in

the OSHA Bloodborne Pathogen Rule (29 CFR Part 1910, 1030)
or olher equivalent biosalely procedures,

4
mfgr STABILITY AND STORAGE
Slore NEK-CAL upright at 2 - 8° C (35-46° F) when not in use.
Protact tubes from overheating and freezing. Unopened
tubes are slable through the expiration date. Opened tubes are
stable for S days, provided they are handled properly,

INDICATIONS OF DETERIORATION
Afler mixing, product should be similar in appearance to fresh
whole blood. In unmixed tubes, the supematant may appear
cloudy and reddish; this is normal and does not indicale
deterioration. Other discoloration, very dark red supematantor
unacceplable results may indicate deterioration. 0o not use the

product if deterioration is wxpecig?:ﬁr DIAGN ‘C)VA
IR Sl 3 ;
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{HSTRUCTIONS FOR USE
A. Mixing and handling directions:

1. Remove lubes from the refrioerator and aliow 1o warm at
raom lemperature (15 - 30°C or 59 - B6°F) for 15 minutes
berfare mixmg.

2. Tamix, held a tube horizontally between the palms of the
hands. Do not pre<mix on & mechanical mixer.

aj Roll the tube back and forth for 20 - 30 seconds:
occasionally invert the lube. Mix vigorously but do not
shake,

b) Continue lo mix in this manner untl the red cells are
complelely suspended. ~ubes stored for a long time
may require exira mixing

¢) Gently invert the lube 8 - 10 times immediately before
running each sampie.

3. After sampling:

a) Automatic Sample Handing: Remove the tube from
the sample handler immedialely after samphng.

b} Manual Sample Handling: Carefully wipe the tube rim
and cap with a lint-free tissue and replace ihe cap.

4. Relum tubes to refrigerator vithin 30 minules of use.

B8, Analyze Calibrator;

1. Prime the instrument once by aspiraling calibrator
sample. Discard the resull,

2. Analyze calibrator according lo the calibration procedure
in the Operalor’s Manual for your instrument.

3. Compare the mean value for each parameter lo the
assigned value.

a) If the difference is within ihe Range, calibration is
oplional.

b) If the difference is not within the Range, calibration
may be needed.

4. Ranges given on the assay cheet are inlended as
guidelines for evaluating inst-ument calibration,
Acceplable ranges should be established by each
laboratory. If the calibrator recovered data is outside Lhe
range found on the assay sheel with stable control
resulls, interlaboralory QC andlor Proficiency Testing
reports that have excellent peer group agreement, this
may indicata possible product damage. Do not use the
product if deterloration Is cuspected.

C. Adjust instrument calibration and verify results:

1. Calibrate the instrument by using the calibration
adjustment procedures descrbed in the Operator's
Manual for your instrument.

2. Verify calibration by analyzing calibrator and rapeal
step 3 under “Analyze Calibrator”,

3. Confirm calibration by running guality control material.

Communication Off
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EXPECTED RESULTS

Varify that the ot number on the tube matches the lo! number on
the table of assay values. Assay values are delermined on wall

maintained, propedy colibirated instruments using the instumant
manylacturer's recommended reagents.

REFERENCE METHODS
1. WBC: A series of 1:500 difutions are made with calibrated
glassware. Counting 15 performed on & Coulter Counter 2
series instrument. All counts are correclted for coinzidence.
2. RBC: A seties of 1:50,000 dilutions are made with calibrated
glassware. Counting is performed on a Ceulter Countr 2
series insleument, All counts are corrested for coincidence,
3. HGB: Hemoglobin value is determined by
spectropholometric procedure according fo CLSI Standard L
H15-A3 and is lraceable 1o ICSH/WHO International L
Haemoglobincyanide Standard. o
4. HCT: Packed cell volume (PCV) is measured by ihe
micrehemalocrit procedure according o CLSI Standard
H7-A3, Ho correction is made for trapped plasma.
5. PLT: A series of 1:126 dilutions are made using calbrated
glassware in 1% aromonium exalate. Platelets are counted
using a hemocylometer and phase contrast microscopy.

LIMITATIONS

The perdormance of this product is assured only if it is properly
sturgd and used as described in this inser. Incomplete mixing of
a tube prior 10 use invalidales both the sample withdrawn and
any temaining material in the tube.

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For assislance in resolving calibralor probiems, please call
Technical Service at (800} 523-3395. For additional infarmation
on R&D Systems, Inc. hematology contrels and calibrators, of 1o
place an order, call Customer Service al {800) 428-4246.

All brands and products are trademarks of registered trademarks ?_
of their respective companies, .

*

RBD Systems, Inc, -
614 McKinley Place NE
Minneapolis, MH USA 55413

' [ 1 EUROCELL Diagnoslics

I ee 19 Ru Louts Delourmel
A5230 NOYAL CHATILLON
SEICHE

France

AIS042-004 Rey. 0813
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systeme, inc.

NEK-CAL
Hemalology Calibrator
.

Intended Use: : .
NEK-CAL is designed for use in the calibtation of Sysmex hemalolofY inalysers Piraseroferiothe ansayiabile tor spocific wstremeny medde b

Summary aud Principle:

Hematelogy analyzers require periodic calibration i order 1o generate accuraie patient results. This calitieator is o stabls, whal tlsod
preparationthat canbe used to venty and adjust calibeation of selecthematology Instruments,

Calibrator values for NEK-CAL are derived from repiicate testing on instruments operated and maintained according 1o the manfactire's
nstiuctions, Instruments arecohibroted with whoie blaod using valyes determined by reference methods.

Reagents: :
N NEK-CAL is anin vitro diagnos e reagent composed of human erytheocytes,mammalian feukocytes and mammalian platelots suspended i
plasma-like fluid with preservalives. . , ‘
A o
Precaution: -
, gKCALElmem!m&m&agmﬁ:usembvttﬁmwmﬂnet

Waring;
HOTENTIAL BIOHAZARNDOUS MATERIAL. For in witre disgnostic use Each human donorfunit used in the preparation of thiz product has
beentestedbyaF DA bcensed sethod/test and found 1o be negative or noa- reactive forthe presence of HOSAG, AntbHCV AT testing fas HIV-
1, HOV (ANA) and HIV-1/2 Eoch unit is also negative by a serclogical test for Syphulis {RPR ot 5T5). Because no test method can offer
complete assurance that infect ous agents are absent, this rmatenal should be handied as poteatially Infectious, Yinen handling or disgosing of
vials follow precautions for patient soecimens as specified 18 the OSHA Blogd borne Pathagen Rule (29 CFR Part 1910, 1030) or atter
gfw ent biog salety procedur s, ; ‘

Stability and Storage: . .
Store NEK-CAL upright al 2-8° © (35-45" F) whennotin use. Protect tubes from overheating and freezing. Unoperied tubes are stable {hrough
the expiration date, Opened tub-s are stable for § days, providedthey are hundled properly

Indications of Deterioration:

After mixing, product should be simitar in appearance tofresh whole blood. Inunmixed tubies, the supernatant may appear clovdy and teddis,

this is normal and does not indicate deierioration. Other discoloration, very dark red superatant o unaceeptable resulls may indicate
- deterioration. Danotuse the product I detedoration s suspected. "

Instructions for Use .
A. Mixing and handling directlcns: : ‘ o
w 1. Removetubes fromthe refrigerator and allow to warm atreomigmperature (15- 30°C or 89 -B6°F) for 1 Sminutes before mixing. ”
. 2. To mixholdatubehorizontally between the palms of the hands. Danot pre-mix on amechanical mixer. ‘

a) Roilthe tube backand forth for 20-30 seconds; occastonally invert the lube. Mixvigorously but do not shake.

b) Continuetomixinthismanner untilthered cells are completely suspended Tubes stored for along time may reguice extramising

¢} Gentlyinvertthe lube B- 10times immediately befare running each sample. . :

3. Altersampling: : .

* 4} Automatic Sample Handling: Remove the lube from the sample handler immediately alter sampling,
b} Manual Sample Har dling: Carefully wipa the tube rim snd capvath abnt-free tissue and replace thecap

4. Retumiubestorefrigera orwithin 30 minules of us

8. Analyze Calibrator: ,
1. Primetheinstrument once by aspirat
2. Analyzecalibrator according to theca
3. Comparethemeanvalue foreachp

8} Wthedifferenceiswihinthe

b) Mihedifferenceisnctwith %%
4, Acceptable Ranges given on 2

Acceptable calibration s ould b
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1 MW&[GS“QMWMMW&WM%WW&“MU
2 Venfycakbraionbyar alyzing calibrator and repeat step 3 ynder "Analyze Calibrater”™

Expected Results
Veny that the lot number on the tube matches the ol nusmiber o the (able of assay vakies. Assay vakuns are determined o well matained,
peopedly Cabbratedinstruments mmmmmmmuswmmmaw :

Reference Method

1. WOC Aseries of 1.500 ddutions are made vath calibrated glassware Counting is p«fm&eﬁmamun«cwmzwmmwmm Al
counts are corrected forcuncidence

2. RBC A series of 150,000 dilutions are made with calibrated glassware. Caunting is petformed on a Coulter Counter 2 series instrument.

© Alicounts ate conected o coincidence

HGB: Hemogiobin value 13 determined by spectrophotomeliic procedure mum Standard M543 mﬁsmm L

ICSH/WHO International Haemiglobineyanide Standard

4 HCT ﬁxked«awhm(“cviamemmmmmmmmemw%m CLS! Standard H7-A3. No correction s made
fos trapped plasma.

5 PLT A series of 1126 dilutions are mmmmwmm 1% ammonium oxakate, Platelets mw&&uﬁma
hmmamm and phase contrastmicrascopy.

3

. Limitations

The performance of this procuct is assured enly if it is properly stored and used as desgribed inthis insert mmp&tenﬁxmofaxnﬁepww
useinvalidates both the sampie withdrawn and any remaining materialin the tube.

Allbrands and products are trademark s of registered trademarks of theirrespretive companies.

Symbol Legends:

Use by (date or month of eapiry)
Cabbrate
Control

[\ | Presavtions Authoried Represermatise
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g ':m?’ i j ~ Proprietor
F MW“‘-M%&M& : (€ BOED) (oo i s d .
PR 221 304 905 £548 -,

O R i Communicoton Ot UNSSHLIGH o
AJ204, Avonii CHS, Laxman Mhate Rood, Novagean, Dabisor (W), Murokxs -

0. : 9967289643 Cell No.: +91 9867377307

Lo



Diagnova”

Complete solutions
CALIBRATION RUN
WBC RBC HB HCT PLT
1ST 8.8 4.43 13.3 35.5 267
2ND 8.9 4.46 13.3 35.7 247
3RD 8.8 4.58 13.3 36.6 261
4TH 8.8 4.47 13.4 35.9 263
5TH 8.1 4.45 13.3 35.5 247
CALIBRATOR VALUE WBC RBC HB HCT PLT
8.8 4.42 13.3 36 258
RANGE+/- 0.2 0.1 0.2 1 12
LOW 8.6 4.32 35 80 246
HIGH 8.9 4.525 37 84 270
1STRUN 9.1 4.42 13.4 36.3 271
2 ND RUN 9.1 4.55 13.4 36.4 271
— [OLD FACTOR | 101 101]  101.5] 103| 100
[NEW FACTOR | 98| 99| 100| | 95|
For D SINO VA
Proprietor
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. i ™
Diagnova
= _ DATE<28/09/22
Complete solutions

PRECISION STUDY P=RFORMED ON THE ANALYSERUSING BLOOD SAMPLES

WBC RBC HGB  |HCT PLT
1 5.3 4.97 13.9 40.5 235
2 5.2 4.96 14 39.9 244
3 5.3 4.94 14| 401 236
4 5.5 4.96 13.9 40.1 233
5 5.5 4.9 14 39.7 237
6 5.4 4.95 14 40.1 242
7 5.5 4.95 14.1 40.2 243
8 5.4 4.97 14.2 40.1 249
9 5.4 4.98 14.1 40 240
10 5.4 4.97 14.1 40 237
[MEAN | 5.3 4.95| 14 40| 239|
SD 0.099442893] 0.02273| 0.094868| 0.205751| 4.903513
cv 1.876280992| 0.459198| 0.677631| 0.514377| 2.051679
ova
Propristor
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