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Certificate of Calibration

Name & Address of Customet _Pathology  Lao Department of JTKMCH Maahepuia
City Maghepura Srate Bihar ___PIN

E-Mal __

Phone
Name of Instrument Seleclra PRO M i
Type Random Access Fully Automatic B ochemistty Analyse!
Senat No- 214083 [ S —
Calbraticn Date 2 11062023 -
Next Cahpration Duz 20/6/2024 .

This s to certify that above said instrument has been validated of hardware calibratien tor
Filters, Aspirauon, and Temperature & Lamp according to the procedures provided by
Eitech Group Chnical Systems France

This calibration is carned out by using Standard Operatng Procedures (S 0P provided
by Eltech Group shown in the attachment

These Instruments conform 10 CE-IVD & EU directives of use
Calibration carned out on site by - Mr Mamsh Kumar

Signature & Stamp .
Name of Engineer/ apphcation Specialist - Ajit Mohan Oubey?s & ™y

Asst Sr Managgr .;)i)in(;g}i.;ﬁi
POCT Services ¢ _"1,_,',. %
-3\

Enc's - SOP of Vatigation/Calbration along with data
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Validation / Calibration - SOP
Selectra ProM

— e ————— -
|

!

' Name of the Customer & Address ° Pathology Lab. o

Pddressy - JTKIACH Madhepura

l- Sr No 21-4093
Validatlon,&_ELe_ventiv,eMainicnance

LSIams_;UndaLwJan:antv-- 3

» Power Supply

Measure Input power Supply Voltage 229 V (230 V AC 10V}

Check Earthling: 2.2 V(0-5V)

Ambient temperature. 26 °C (10-35°C)

(Clean/Dusty)

Appearance Clean

v

Bellow Pumps: Open the pump assays and clean it thoroughly.

» Analyser Control

Filter: Select the
Filter wheel sets the desired Filter Yes

Yes! NO)

Filter Status: Needs replécement (
p 340nm p 405nm p 505nm p 546 nm p 578 nm p 820 nm p 860 nm p 700 nm

desired position through the Service menu

Note: Filter checked status was ok no need of replacement.

Temperature: Select the desired Options through the Service maode

Temperature OK' Yes

t the desired volume through the Service mode

Pump: Selec
Quantity : OK

Verify by aspirating the same

The|t3 v \i&g\
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valve: Select the desired position throu

gh the service mode

Valve 15 eneraized Yes

Syringes: Check for synnge leakage Dy physnca& inspection of syrnges

No water leakage Feund

n of cuvette drier block by femoving

e manu It

Cuvette Drier Block: Check the conaitio
the cover of cuvette rotor and nfting the wash arm through seivic

should be reasonably clean If dirty please change the drier biock

Note:- Condition of cuvette dner block 1s clean No need to change

Mixer Belts — CheckK the elaslicity of mixer pelts. Should be reasonably

good or replace the belts

Note:- Mixe! belts aré good no need to change

Rotor Blank : perform rotor blank and cneck the OD valu=ss of

Cuvette
hould be within acceptaole (ange

cuvettes All cuvetle blank OD values S
If required replace the cuvette rotor

e no need to replace

Note:- All cuvette blank OD values are inrang
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Hardware Calibration of Selectra Pro S/Pro M

~ Lamp Calibration/Alignment

Lamp Adjustment -
1 Flush the system with distilled water by doing Rotor Blank
2 Select Adjust Lamp In Service menu Check \/alue obtained on
Display (Adjustihe tamp f itis out of 1 800 t0 4 D00, to as low 2=

possible)

Do not touch lamp Il 1t may be Hot !l

Lamp ahgnment sent Data @ 340 n nm wavelength o
A‘lqnment ] Remarks

| l_.amp Abs Obtamed Accept‘lble Range
' Lamp OD n af‘ceptaolo

l 3.7229  Abs 1 800 to 4.200abs Done range. NO replacement
_ required SE———

l — ———

- Checking the filters

ck in adjust lamp mode in service menu

perform filter che

All the arrows must be in Green aréea. If not. then adjust lamp or replace filter if
necessary.

Note :
When the absorbance value is too low 10 measure. i.e.. the gain1s too tugh 10 this

case, instead of the absorbance value. the value .66996 1s shown

Fiter " Gain Range "I Gain Achieved “Remarks  corrective
| (Wavclength)_ i [ — | Action
340 T01-35 | g3 | 9K Not required.
1405 01- 26 1566 | OK Not required
505 — " g41-.26_ 10578 S OK Not required
546 et 57. 26| 085435 : OK Not required
e ol 26 07685 __OK Not requirec
620 —1= o1-12_ | 06806 |, 9%  Not required
660 ) ,,3 01-07 | o6o0s__ | . OK " Not required
700 "~ 01-07 06263 OK__ MNot required
"overall — ' Filter gains within Seceptale range No replacement e quired
Remarks

service depart izl

;e fiiters, p!ease contact set

2 \0 ‘);'7 \{M
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';CaliprationNerification of performance of
ipetting system & measuring unit

e rotor (Use

ro:or(s) & as sample on samp!

» Install dichromate solution on reagent s
lied for dichromate ru.n

service disk whicn has Pre-defined pretocol insia
e Run 10x “Check-S or 10x "Check-R" as QC samples

| TargetCV[%]  Mean Result  CV[% '

Test _ Target Vélue ) |

Check s | 0.03(0.0600. 100) <2% 0.078 1378

Q‘-OCR—R I 7 1.75(1,500-2.000] 2% 157: ;
Remarks

Rotor Blank acceptabl2 Instrument ready for chemical installation & calibration

Change reagent disk from Service to Standard

Install the various reagents on reagent rotor(s)
Install ISE reagents on reagent rotor(s) (If applicable)
Run Reagent Blanks(s)

Run Calibrations

Volume calibration of pipettors:-

sk a predetermmed amount of water to check the correct
this check the instrumentn ust fir

mp Before carrying out
that all system lubes are completely filed vaith

It is possible to che
functioning of the pu
carry out a flush routine to ensure
water by doing fill system
1 Go to Sample syrnge f
2 Collect the dispensed w

Pro M only)

Al stroke. (For Pro M Model Only)
.ater. Check the dispensed volume using calibrated pipette (For
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C()mplme Medical Solution

Data for volumes other

This can be verified using pre-determined amou
dummy program. As soon

cups and running any

takes up the sample!reagent, those cupsibottles are
using calibrate
piration volumes in test programmes

remaining volume
by changing the as

I ;_fﬁéfz@_terﬁé”@t'wﬁﬁa,@_u

| Measured Volume
. taken in sample
cup(ub)
(A)

by Syrlrage{uL;

(3

I

L :._.,L_—__ —
T Reagent sYTiNEE:

PRS-

o o0 X 3 test 2000
\ 4 - —

-
L}
I
o g mo——

Sample syringe
00uL_

|

Byl X3 test =90 T2k

e s e rancpon Migs Meals Srako
Somalt poctho @putiserviees Con
) Pioettor Calibration Data using
Full s;arckeﬁtﬁg‘et?;"c—mm:qtlon Data using d|§_ti!ledWaié.r— - Sy
 ve dispensed () Coal\?lj;?\sed v[olumc checked and found Remarks - 1
b e as full stroke ,
;$arnp!e_ SYE—QE i g YU b.‘[Okb V0|U£n_9'7 (VSS/NlD_)—___ N -
100 T o - Y es - ’ 1 ()}\’ . =
10 -_L.__.__ J— . «-_-—% " il e——— — S
_10“__ T e - OK
. 00 | Yes I oK ) ===
Reagent s T — e N —
Reagent synnge:
= —Va_ - —TOoKL____ ]
7000 Ve [OK
1000 Ve - — oK

than full stroke:-
nt of distilled water in sample/regent

as the reagent probes‘eample probe
d venhea for
for varnaple volumes

taken back an

d pipette. Same can beé repeated

g distiled Water

| water that | s the remaining valume
| should be , S :
Water to be aspirated | r:'nc’)::ﬂm in inside the cup was
| -r..".u‘pw;aft:gs, : faund 1o be {he sgme as Remarks
| asprration(pL] in cgtumn €7
| (C=A-B) ; {Yes/No)
a0k 1 Yes . OR
- —_—
3 Yoo UM —

S SRS
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» Temperature Calibration

Select Temperature in Service Menu. It should be 37 °C = %Oco:tor
Verify with temperature Indicator by surface probe 1N cutve“L roret
add the offset of difference in actual & desired temperature o

If any discrepancy

Temperature Calibration Da y amp offset
' Displayed Temp | Ref Range | TempP indicator | Temp Offset I;,r\mé .
isplayed Temp \ 9 | Required . ané B
I e ——— S NINNUES =2 - NO ) \_ . .
0 scs2°C | 3®IC T |
3 L ok No offsetrequred

' Remarks " | Temp. Calibratio
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~Reagent Calibration of the Instrument

Customer 15 advised 10 vernfy the hardware calpration by reagent
calipration Use Elitzch Calibrator Elical 2 far the calipration of all
parameters

User can do the sam
venfying the same vilh Entech Elitrol |

should fall wathin acceptable range
Data sheets of the came should bé attached along with this document

et with factors after

e & attach the results 1N ceparate she
Is All control values

& Etrol || contro

gwitch Off the instrument
aced.(f not

Ensure all the Recommended Spares / Cons
done duning PM and required)

Clean the instrur sent

Close the cover

umables have been repl

Recommended Spares for replacement . NIL

e been carned out under the MOU Hardware

that Validation hav
(Pump) has peen done

We hereby certify
p. Filters, Temperature & Aspiration

Calibration of Lam

successfully '
please perform the standardization | Calibration and veri

pefore processing patient samples

fy by evaluating contrals

Noxt Calibration is due on: 20/06/2024.

Signature of Application Specialist , "Q//
Y N

Place 3 Tﬁ‘ '

Date /

I

N
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