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Date:  16-02.2024

Certificate of Calibration

Mame & Address of Customer  SANJIVINI HOSPITAL & RESEARCH CENTER
CPR2Z3VIRAL KHAND, GOMTI MAGAR LLJ'.."‘.-KNDW: F

City: _Lucknow State UP PIN 226010

Mame of Instrument _Selecira PRO-2
Typa: Autornatic Biochemistry Analyser
Seral Mo: _20-4520

Calibration Date, 16-02-2024

Next Calibration Due’ 15-02-2025

This it to certify that above said insirument has been validated of hardware cakbration for
Filters. Aspiration, and Temperature & Lamp according to the procedures provided by
Elitech Group Clinical Systems, France

Thiz calibreation ls camed out by using Standard Operating Procedures (3 0.P | provided
by Elitech Group, shown in the attachment

These mstruments conform to CE-IWD & EU directives of use
Certificate (ssued by
Name Of Engmeer -Mr Ritesh Kumar Bhatnagar

. ':'l..l_ﬂ_.a-"""
Q.LINE BIGTECH PYT LTD f’t" 2

Encls - SOP of WValidation/Calibration #long with dala

Q-LINE BIOTECH PRIVATE LIMITED [Formerty known as *POGCT Sarvices Pvi Lid ")
Hegd, CMice: JSE-2E81, Transpart Magar, Kanpur Boad, Adl Transport Nagas Metro Statson, Lucknow-2 16003 (U.R), WO, Tel : 0522-2433003
Dethi. Cifice; C-108, MARUAINA INDUSTRIAL AREA PHASE -1, Mew Dei, Mow Delti, Dol 110028, Tl 00145577407
E-mal: mivqlnebiolechoom | Wabsile: www.ginebictech.com | CIN Mo UT41 20UPFE0TDPTCIM252R
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Validation / Calibration - SOP
Selectra Pro 5

Status ; AMC Validation & Preventive Maintanancs

= Power Supply
Measure input power Supply Voltage 229 V (230 V AC £ 10V |
Check Earthling: 1W (0 -5W)
» Ambient temperature. 28°C (10-35°C |
r AppESrance Clean{Clean/Dusty)
» Befiow Pumps. Open the pump assays and clean it thoroughly
= Analyser Control
Filter: Select the desired posibon thiough the Service menu
Filter wheal sats the dezimed Fller Yes

Filter Status; Meeds replacement (Yes/ ND)
p 340nm p 405nm: p 508am o S46AM pSTE MM o 620 nm 5 880 nm @ 700 nm

Mobe: Filter checked slalus was o0& no nesed of replacement

Temperature: Select ihe desred Options through the Service mode
Temperature OK- Yes

Pump Seiect the desired voleme through the Service made
Verify by aspirating the same Quantity  OK

Q-LINE BIOTECH PRIVATE LIMITED |Farmerty known &s “POCT Services Pyl Lid ")
epd. Ofice; 298-281, Transport Nagar, Kanpur Road, Adj. Trarsport Nagar Metro Station, Luckrow-2260273 (WP, INGHIA. Tel: 0531-2433023
Dethi. Office: C-108, NARAINA INDUISTRIAL AREA PHASE -1, New Deli, New Dethi, Delhi, 140028 Tl 01145577407
E-mal ninfginebiotech com | Wabale: www glireiolech com | CIN Mo UT4TZ0UPZ01 0P TLMEZSE
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Valve: Select the desired position thiowgh the Service mode
Valve 15 energized Yes

Syringes: Check for synnge keakage by physical mspechon of synnges
Mo water leakage Found

Cuwette Drier Block: Check the conditon of cuwveble drier block Dy femoving

the cover of cuvele rator and hiting the wash arm though service menu. It
should be reasonably chean If difty please change the dner block

Mote:- Condition of cuvetie drier block & clean No need 1o change
Mixer Bells — Check the elasticity of mixer belts. Should be reasonably
good or replace the bells

Mote:- Mixer belts are good no need 1o change

Cuvette Rotor Blank : Perform rotor blank and check the OO values of
cuvettes. All cuvette blank OD values shoukd be within acceplable range
If required replace the cuvette rofor
Note:- All cuvette blank OD valugs are wm range no need to replace

Q-LINE BIOTECH PRIVATE LIMITED {Formesty keown as “POCT Sarvices Pyt Lid")
Regd Ofice: 298-281, Transpart Magar, Kanpur Road, Adj. Transport Nagar Metro Satlon, Lucknow-22600% {UR), MO Tel 0522-1833073
Dl Office’ C-108 MARAINA INDUSTRIAL AREA PHASE -1, New Dethi, Mew Dethi, Duhi, 110028, Tel: 01 jsETT
E-mail infoqinetiolech.com | Wabsile: www dlinebiotech com | CIN No LT 20UPZCADPTOMISZE
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Hardware Calibration of Selectra Pro S

» Lamp Calibration/Alignment

Lamp Adjustment -
1 Flush the system wilh distilled water by doing Rotor Blank
2 Select Adjust Lamp in service manu Check Value abtamed on
Display. | Adjust ihe lamgp, if 115 out of 1800 to 3800, to as low as
pogsshle)

Do not touch lamp || It may be Hot !
Lamp alignment Data @ 340 nm wavelength
Lamp Abs Obtained | Acceptable Range | Alignment ' Remarks
"Lamp OD in acceptable
3 T70B2ADS | 1300 to 4 000abs | Done range. Mo replacement

» Checking the filters

Perform filter check in adjust lamp mode n sanice menu

All the arrows must be in Green area. If nof, then adjusl lamp or replace filter i
nEcessary

Nota &

When the absorbance value is foo low to measwra, va., the gain 15 oa hegh, n s
egea  instead of the absorbance value, the value -83995 is shown

| Filter I Gain Range Gain Achieved Remarks Corrective
(Wavelength) | . . . | Action
340 01- 32 23086 | DK .Hmrequme:i
| 405 | | o1-28 | 1508 | 0K | Nat required
505 | 01-26 | 08071 OK | Not required
[548 | 01-26 | 06261 oK Mot required
'578 01-26 | OSBS6 |  OK | Not required
620 | D1-07 | 05784 0K | Mot required
gs0 | Di1-07 | 06109 QK Mot required
700 01-07 OK | Not required |
Owver all Filter ga-ﬂﬁ within acceptable range No replacemant reguired
| Remarks -

If it is necessary to replace delective hilers, please contact service department

Q-LINE BIOTECH PRIVATE LIMITED [Formerly known as “POCT Sarvices Pyl Lid")
Fiegd, Ofice: 298-281, Transpart Magar, Kampur Road, Ad). Transpart Nagar Metra Station, Lucknow-226073 (U.B), INDIA. Tel. 0522-1433003
Cieha. Orfice: C-108, NARAINA INDUSTRIAL AREA PHASE -1, New Dalbi, Meww Diothi, Dedhi, 110028, Tl 011-45577407
E-mal: ink@qlinablotech com | Wahsile: www. linebiolech.com | CIN Ma: U4 20UPHMDPTOOM R
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» Calibration/Verification of performance of
Pipetting system & measuring unit

« Instadl dichromate solution on reagent rotoris) & as sample on samgle rotor (Lise
sernok digk whech has Pre-gdefingd protocol installed for dichramats run)

« Run 10x "Check-5" or 10x "Check-R" as OC samples

Test Target Value Target CW %] Mean Result  CV [%]

Check-5 0.08(0.060-0.100} =% 0,096 DA

sMarks.
Rotor Blank acceptabie Instrurmant resdy for chemical mstaflabon & calibration
Change reagent disk from Service 1o Standard
Install the vanous reagents on reagent rolof(s)
Instadl ISE reagents an reagent rotor(s) (I applicable)
Run Reagent Blanks{s)
Run Calibrations

Volume calibration of pipetiors:-

It is possible to check a predetermined amount of water o chech the cormect
functioning of the pump. Before carrying out this check, the instrument must firet
carry out 3 flush routine to ensure that alf system tubes are com pietely filled with
waler by doing fill system
1. Go to Sample syringe full siroke (For Pro M Model Only)
2 Coliect the dispensed water Check the dispensed volume using calibrated pipette (For
Pro M only) '

. Offce: 298.281 TmWn"mmE m{ 'Ecl‘l.:l'ﬂTE LIMITED (Formerly known as “POCT Services PV Lid")
e Offce: C-108, Wmmﬁiénmmw Metra Station, Lucknow-226023 (U.P), INDIA, Tel.. 0522-24330
E-mail info@ginebiotech com | Hﬁ--mm{ MI,M"""’:‘"- Delhi, 110028, el 01148577407
. com | CIN No- UT4Y200P2010PTCO42528

_:'———_. —p —



Pipettor Calibration

be depensed (L) complying
EL—".}}H fit Syiings
1000
i :":Il.‘.'
1000

Data for volumes other than full stroke:-
This can be venfiad uBing pre-determined a
CUps and running any dummy program As
lakes up the sampla‘reagent, those cupsh
Femaming velume using calibrated prpette
Dy changing the aspiraton volumer lest

IlII."'a
I'IL"\-I

"Il\."'-

ared Foiing
a3 full stioke volyme? i Yeato)

. Data using distiled Vatey
Full stroke volume 1o Dispansad volume checked

| K
[ kh,
L1k

. Pippelor Calibration Data using distiled Water

1
Measurea Vollre

Water that | 1y e FETTIAIMI we Lia

Spredding | vad e i

Hemarks

mounl of distilled water in samplefregent
S00N as the reagent probefsample probe
oltles. are taken back and verified for

Same can be repeated for vanable volumes
programmes

shaild be
- %) ; Viater to be aspraled | . inside Be cup was
_ni.-:- -ﬁ IH’I"'F"E by syringajL) rTI';'T:EI " g b b the same as! Remarks
A I (B aspraionL) o enlimn C7
(CeAB) (Yool
Heagent s ril!ljbl.':.
SURI il J00 pl X 3 jest =000 uL o [k il Yoy 1k,
s MWMWMMEWMML&']
181, Traneport Nagar, anpur “ﬂfm Nagar Metro Station, Lutknow. 226027 (i) PRI IMDIA Tel: 05222433003
Daihi. Office: C-108, NARAINA INDUSTRIAL AREA Priass -

TI0028. Tel. 01945577407
P TR e T R T
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~ Temperature Calibration

Select Temperature in Service Menu, It should be 37°C + 2°C
Wenty with temperature Indicator by surface probe in cuvette rotor. |f any discregancy
add the offset of difference in actual & cesired temperatura

Temperature Calibration Data

— e . :

Drsplayed Temp | Ref Range Temp. Indicator | Temp Offset Temp. oftset |

| | | Required Value |

35°C 3Ci2C 356°C |No 0*C |
Remarks | Temp._ Calibration OK_Wo offset required

Q-LINE BIOTECH PRIVATE LIMITED [Fomarly known as “POCT Services Pvi. Lid.")

Regd Ofice: 298-281, Transport Magar, Kanpur Road, Adj. Transpart Nagar Metro Station, Lucknow-226003 (U2, INDIA. Tel . 05222432023
Duldi. (ffice: C-108, NARAINA INDUSTRIAL AREA PHASE -1, Mew Dels, New Daifi, Dedi, 110028 Tal: 01 A55TTAIT

Fmail nfodoinabiolach.com | Wisbsita: www.glinabintech com | GIN No.: UT41Z0UP2010PT OIS




vV,

é-( @-line Biotech

- 'lll'r-"llllll'l:.l' I Teaad ifsipaes, o

~Reagent Calibration of the Instrument

Customer is advised to verity the hardware calibeation by reagent

calioration Use Eltech Cabbrator Elical 2 for the cakibration of al
parameters.

User can do the same & attach the resulls in separate sheel with factors aftes
verifying the same wih Eltech Eirel | & Eltrol 1| conbrols All control vaiues
should fall within acceptable range

Data sheets of the same shouwd be attached along with this decumnent

r Swalch O the instrument 3 I not done

~ Ensure all the Recommended Spares | Corsumabies have been MEiRROSAT oS 10
dunng PM and required)

« Clean the instrumeni

» Close the cover

Recommended Spares for replacement  NIL

We hereby certify that Vahdat
Calibration of Lamp, Filtsrs
successully

Please perform the standardization ! Catibrahon and
before processing patient samples

an have besn carfied out under the MOV, Hardware
Temperature & Aspirabon (Pump) has besn done

werify by evaluating controls
Naxt Calibration is due on: 15-02-2024

L

Signature & Stamp of lesuing Aulhgrty

Place: LUE kMG
Diata.- .u;f,:f?n?#

C-LINE BIOTECH PRIVATE LIMITED (Formerty knowm as “POCT Services Pol Lid.")
hegd Ofice: 258281, Tramsport Nagar, Kanpur Rosd, Ad]. Trampert Nagar Metro Station, Luckeow- 126023 [UR], INDW. Tel: 0522 2433003
Deslhi. Cffic: C-108, BUARUANA IMDRISTRIAL AREA PHASE -1, Mow Dodbd bew Dl Deth, 110008 Tel: 01145577407

E-makt inio@ginebislech.com | Webale: www gisabislech com | CIN R T4 R0 R010PT CO4GER
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Compleie Hospital Corgsterala Ofara @ 1018-102E. Forsl Flog,
4 If.‘- HES I N 5_LI_I“II”“ Diamans Fovesr, Udalygen). Cantt Boad,
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Installation Qualification

Fu"ﬁl‘ Automatic Instrument Series

Company (Mame & Ada ) POCT SERVICES Customer {Name & Add}  SANJIVINI HOSPITAL &
RESEARCH CENTER

TRANSPORT NAGAR, LUCKNOW U P
VIRAL KHAND, GOBMTI NAGAR, LLIZEMOW LU P

Contact Person, RITESH
BHATNAGAR Contact Persan - SAMIVINI HOSPITAL & RESEARCH
LENTER

Talgphane M TEO7I86658

Telephone Mo

Name of instrument - Selectra Pro XS / PRO'S/ PRO M/ PRO XL /ISE  (Selectby 1 )

Senal no. - 20-4520 Instakation Date | 20-02-2021
Inial check
Parts missing? Part numbe: Part description

[check against packing list)
Yes (please specity pars|
[oF M

Installation
Perfgem the Following sieps

[~ Eheck Power Supply 230V (210V)
T Check Eartn, el vi<50wv)
[ Room Temperature ... 28 (15°C 10 20" C)

[}~ instal Ingtrument on Frat & Dry Surface by leanng a space of 24 between nstrumant & back wall

[ Tnstall (PC, Main umid, manifor, printer, keyboand & mouse)
E‘fl.nsmh Coalirg Lint
[} Tristas Water & Waste Containers (acd sufficient amaunt of System biquid in the wiater)
[ Tnstall Cuvetie Retor(s)
| [J~Tnstad Syringes (be aware the 10004l s on the rear side)
L Instad the ISE unst (i Applicabie)
[F"Stan up the PC. Analyzer, Cooling Unit and ISE Ui
[ [} B8t up the Analyzer Software

Sel the Systam Parameters
Coantd

L
Page 1of 4

A i s TR I-IH m w

fosae Wonl Wi e Pollos @talion. Mew O



POCT SERVICES PVT. LTD

__F;DCT EER“ICEE Cif U T4 2OUPTIOETCO425EE

Cpepmracs Offcn 181 A 1EEE, FirEl T ipor

\ complete Hospital Solution
s 4 . Thamesnil Towe, Lidalygar Carm Head
(S0 9000 L0068 CERTIF C | ki 226001 Uniar Pradush. MDA
Tal 497 527 E09TTY

£ .mall - poctikodradittnail com

Installation Qualification

Fully Automatic Instrument Serias

[J-Flun the function Fill System’

|_.+f"'|n51al| HCL O 1Man the reagent robor{s]} and Meedle Rinse solutonion the reagedi £ sample rolor

|..r"f=|u.- the function "Retor Blank
-
[ FAotor blank should be aceaplable {30 = 0.020 Abs)
w"f Check for any keakage in the syringes. HEhlen Sorews il nedgjianed

Technical acceptance
Dabe (dd-mime-yyyy 20-02-2021

Service Engineer Nams
eATARCHCONER o

| 0%
| Signature & Stamp Signature & Stamp

Page 2 of 4 "
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Fully Automatic Instrument Sories

_a" Run Reagent Blank
_-u-rr Run Calibratcns
= LIEE AL mabanal for saveral clincal dhamest ¥ apphcaticns

a Hp i B
A R YINES O Tew SLDErale lngks LSy cusfonnn 5 o b

o O Rangs Leve 1 Test Hesok L Fangge Leval 2 Trnl Ass4ild
LSE EL B S L R v 10K
Ry LA 1«1 7%
TRiC B i i
AL 1 HGEPT e 1 R B Bl EE
AST/OT L 15 % & SETET -
S IR ey T :
e T TEETT L k b T 1
REA SRS : At Lk
LIRE
b= M TE T T P

¥ Remarks

Ve heredy certify thal Insbrumeant standardoirabion | calibrations have been carred oul under the
vWamranty! AMC Venhed by evaluating controis Pefore processing patients Samples and obtainad results are
sahisfactory. Instrument s ready for regular use
Technical acceptance
Drate (dd-mm-yyyy) -20-02-2021

EET‘I'EE FE"Q"'IEE-' Mame RITESH BHATNAGAR Customer Name SANJIVINI HOSPITAL & RESEARCH

Siake
| Sanature & Stamp %’; 5 Signature & Stamp

Fage 4 of 4
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QC DATA LEVEL 1 & LEVEL 2







