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Csense 100 IQ/OQ/PQ

IQ/OQ/PQ Protocol

lnstallation Oualif ication

Operational Qualifi cation

Performance Qualifi cation

lnstrument name: Csense 100

Serial No.: 31210'199

.O.1. :14.05.2022

Waranty: 12 months

lrned ^

Corporate office Pot N0109, HSIIOC Sector31,
Fardabad - 121003 (Haryana), Phone: +91-129-4286600/612

Email Es]@9ZO!gUb-49I[, Website: lvlvwozoneb o.com.

Customer Details

MALTHCARE PATH LABORATO

OPP. GOVT ITI, BA}IADURGARH

IIARYANA- 124507

coNTACT NO- 9350966190



To verify that the facilities provlded for the inatallation of fully automated Biochemlslry analyzor

me€ts the rcquirementg for the sFtem and that all components of the sy6tem have been

delivered, ready for installation in accordance with the standard for the system and other

appropiate regulation6.

Puryose: The purpose of the installation qualification (lQ) is to conffm that the instnlment i6 installed

as per the requirement.
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Customer name and siSnature

(ih" 
"n"|y.", 

p."""d the installation qualification

O The analyzer didn't pass the installation qualification

Special Noter lnstallation report attached.
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Corporate office PotNo109, HSIIDC Sector31,
Fardabad - 121003 (Haryana). Pho.e: +91_1294286600/612

Email meiL@quQrcljqlall. Website:''\"'\,v ozonebio com.
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S,NO, Parameler Expected Result ObseNed Remarks

1
Ground voltage(
voltage between
neutral and earth)

Q'l "/
cnl- .

2
Line voltage (voltage
beiween line and
neut.el) 180V to 245V

.pa3v 01-'

3
CaDacitv of online ups >1000w 2\< \''b- uk-

Unpacking

Cautionr lJnpacking and lifting is 2 pelqglqj.b

4 Package nspection

No damage and
sealed

at-

lnspection of
accessorv suoplied

014

Accessory box
included computer
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Csense 100 Ior'OO/PO

catlon

Purcose: Th6 purpose ofthe operatlonal qualificetlon (Oe) js to ensure lhat th6 system can be
operated as expBcted and lo devis€ the stendard opereting procedure.

O-Tfe analyzer passed the operational qualification

O The analyzer didn't pass the operat onal quatification

Specialnoie
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Corporate office: Plot No109 HSllDC, Sector 31,

Faridabad - 121003 (Haryana) Phone: +91,129-4286600/612

Email mail@ozoneb o.com Website: www ozonebio com.

Customer nameand signature

Sno Parameter Expected result Result

1

Switch ON the instrument
and Run self check

Software started with no
error me6sa0e

2 Check the reaoent coolino
Reagent components slarts
coolino 61!-

3 Position of Probe
Probe should be in the wa6h
station ob-

4
Functionality of Probe level
sensor

Responding with green LED
ON/OFF 6l^-

5
Functionality of probe
collision sensor

Algned wth 1mm height of 0r-

6

lnsta laiion of all system
pack reagents, Calibration
and QC data lnstalled

ov-

7
Place any of three reagent
botUe and test volume

Allvolumes have to be
recoqnized.

6\L-

8 Trainino

Have all users been properly
trained on tho safety, theory
of operation and
m€intenance of the Csense
100?
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Quallflcatlon

Purpose: The pueose of th€ performance qualiflcation (PQ) is to confirm that th€ instrument is

installed and pertormed as per rcquirement.

aD.'fqe a_alyzer passed Ihe pe'formarce qua ficaho_

O The analyzer dldn't pass the performance qualification

Special note:

Customer name and siSnature
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Corporate office Pot No109, HSI]DC Sector_31,

Faridabad 121003 (Haryana) Phone: +91_129_4286600/612

Email Oail@9za!9hiO!9r0 Website: !44rc?q!9hiq.99D

Sno Paaameter Expected r6sult Obtain6d value Rosult

I AD Values of 340nm 30,000 to 60,000 \8 s 2-a
2 AD Va ues of405nm 30,000 io 60,000 \ e'/ t* bL
3 AD Values of 450nm 30,000 to 60,000 91 L1y 6t-

AD Values of 51onm 30,000 to 60,000 h g zzs-
5 AD Values of 546nm 30,000 to 60,000 b,,'s rr oL-
6 AD Values of 578nm 30,000 to 60,000 st1e< 6L
7 A0 Values of 630nm 30,000 to 60,000 .<z 139
I AD Values of 700nm 30,000 to 60,000 \e72L
9 Accuracy study

The results of both QC samples
should be in the speclfied lange "dtitt {-r. o (r-

10 Precision study
The CV in o/o should be lesser
than 5olo for each test

< f(" 6L

Reports Print out Expected Remarks

Reports of both QC performed Attached printouu Saved file name and
location "P*^tr-t -

Reporls of pr;cision siudy done
Atlached printouu Saved file name and
location

-P*-+;--t -

/

I


