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Instrument Instaliation Qualification:

The Installation Qualification {IQ) procedure verifies that the equipment and its sub-systems have been installed in
accordance with the specifications. These requirements must all be satisfied before the IQ can be completed and the
qualification process is allowed to progress to the Operational Qualification (OQ) procedure.

INSTALLATION QUALIFICATION CHECKLIST:

Shipping Boxes Received
% external damage.
Documentation

Viatched Serial # Packing List.
t“AMatched Serial # Final Check Report.
JAOperator’s Manual.

Accessories

O As per attached list.

Instrument Location

{4 The analyzer is @ heavy instrument {more than 95 Kg). At least two persons are needed to meve it. The lifting arms must
be used.

OrTheinstrument is installed on a solid horizonta! table that can support the weight of the instrument.

U The location is well-ventilated and dust free.

[FThe instrument is properly levelled.

D¥The instrument is not expose to direct sunfight.
JIAThe instrument is not placed near or in front of heat sources.

[J-The pressure is above 600 hP.

I The room temperature is lower than 30°C.

{Main electric is close to the instrument (less than two meters) and must fulfill local regulations.

FThere is a free access to main switch and main cable’s plug. A distance of 50 cm from the left side of instrument to
niearest table or wall is advisable. The right side must have at least 30 cm of free space for ventilation purposes.

T The instrument must have 2.10 m of free space above it. Avoid using shelves, walls or screens above the instrument.
{JReagent storage under the instrument is easily accessible.
\[d"Space for computer, printer and UPS to be hooked.
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Power Requirements

{A100/240 Vac, 50/60 Hz, 600VA maximum.

~Afemale receptacle outlet with single-phase input power and ground.

ABuilding outlet properly grounded and electrical panel protected against power fluctuations.
{AConfirmed third-wire earth ground capable of carrying full current of circuit.

& UPS system hooked up to properly rated and grounded outlet, battery is connected and powered on.

Connections and Setup

PC setup and connections
" Peripherals {mouse, keyboard) connected to the computer.
[ Computer power cord connected.
JA" Power cord connectedto UPS.
A USB/serial port adapter connectedto commputer and seriat cable connected to instrument.

Instrument setup and connections
JABiohazard waste container tubing properly connected to container and to instrument.
JABiohazard waste container located on floor or shelf lower than instrument.
Reagent tubing properly connected to all reagent containers and to instrument.
JA” Tubes cut to length in order to prevent a U shape below bottle level.
JAPeristaltic pumps tubing connected.
JAThe plastic protection tubefrom the vertical shaft of the probe arm and tip protector removed.
A" DI water and cleaner bottles filled.
Hilnstrument and scale connected to the computer.
\Hlinstrument’s power cord connected to instrument and plugged into electrical outlet.

Installation Qualification is now complete. You may begin the Operation Qualification Procedure.

OPERATION QUALIFICATION CHECKLIST:

The definition of operationai qualification is: Establishing confidence that the equipment and sub-systems are capable of
operating within the stated limits and tolerances. In practice, the operational qualification is the executed test protocol

documenting that a systern meeis the defined requirements or that the system does what it’s supposed to do.

Instrument and PC Startup:

HAComputer powered on and USB/serial port adapter driver installed.

HComputer settings configured for proper date/time, display, hibernation and hard drive per installation guide.

JAWindows activation performedwhen prompted.
HWindows updated prior to software installation.
J[ASoftware installed.

J[Alnstrument turned on.

ASoftware started and reconnected (Do not initialize)
{AFilter wheel calibrated (remember to remove cuvettes if any inserted).
\AReaction cuvettes inserted.
JA  Full mechanica! calibration performed.

Jd System flush performed.

1 Washer volume calibration performed.

W1 Photometer calibration performed.

le/ Scale calibrated.

&1 Initialization performed.
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System tests:
In order to check whether the instrument works within given specitication the instrument is equipped in a batch ot tests to
check analyzers performance. To ensure that the instrument mests all measuring requirements all the tests should pass.

Ali the System Tests protocols are included in the Operator’s Manual (Chapter 9). Foliow the instruction given in the OM as
well as on the screen during performing ihe tests.

Reagent used for system tests:
1. Calibration set VAQ0OO3SL:
e 5 g/l Potassium dichromate
&  Sodium nitrate
e 0,1g/lPotassium dichromate
e 2 g/l Potassium dichromate
2. Additive for Wash Solution VA0002SL
3. Cleaning SolutionVAOOQOSL

Additional reagents:
1. Distilled water

System Tests results:

Passed  Failed Comments

............ Pensed

e  Temperature NZg | O %A - SOOI

e Straylight E ] e 0L M T L DM = Pehsed

e Noise =g | SN (GWR ) .a..s;S?.r ........ Al L.0.:8). g *PMS&(‘)

e Stability O 1 S i?o%et}\ .......................................

e Tippump Nys | AN S 2 tus o . ?0\05@0(

e Level detection Jt R A.—.\./.\.......&xemc’{-\q\i L )\e.c@e@ o flrnne 0‘

e Washer hydraulics g O SN <7V LY K

e  Washer g O S‘.) Llye.. C}—Q::,& 2082 ohi = lonsed.

e  Dilution =7 1 S O.: %'V.Z(. ol LN | <$/'\/~ = Pomed 0 SE(L?
e Photometer linearity g O L. - 0529992994 . oac
e  Diiuter iinearity O i ...L.‘V) €CM .De &/&‘L\A [(.Mm»@h N W\PCJALE(’

e Clot detector i O g)cmq WQ}QJUA ........ 7 SR SN T RN

Refer to the Operator’s Manual, for detailed information regarding the reagents compasition, storage requirements, usage,
etc.

F72-11 P500 1Q OQ PQ Procedure Version 1/2018.02.15 Page:3/6



diatronee

INSTRUMENT PERFORMANCE QUALIFICATION:

The definition of performance qualification is: Establishing confidence through appropriate testing that the installed product
meets all performance requirements for functionality and safety and that results are effective and reproducible. In practice,
the performance qualification is the executed test protocol documenting that a system meets the defined requirements to
function in the clinicallaboratory environment.

NEW INSTRUMENT VALIDATION:
All new instruments, upon installation, must be tested to validate the manufacturer’s claims for accuracy and precision.

New operators wiil be instructed and assisted by the individual(s) who install and train the operator(s} in the routine use of
the new analyzer. instructions and guidance in the vaiidation of accuracy and precision wili be will be inciuded in the training
process. These validations must be reviewed and approved by the Lab Director before the instrument can be used to test
and report patient samples.

Perform the dichromate end tests as part of the system tests upon installation, after maintenance procedure or during root
cause investigations on any kind of measurement inconsistencies.

Dichromate tests are useful to check syringe reproducibility, mixing function, photometer stability and overall quantify total
analytical error caused by the mechanical parts of the instrument

Two types of test should be performed

° Potassium dichromate solution used as reagent, distilled water as sample
° Potassium dichromate solution used as sample, distilled water as reagent

Used solutions.

° Potassium dichromate solution {5 g/f! )
° Potassium dichromate solution (0,1 g/ )
° Distilled water

1. Define the regiured methods on the Methods definition page. Use 340 nm filter and incubation time of 300 sec. Please see
excel sheet with detailed protocol.

Method ID Filter Sample type/volume Reagent type/volume | Limits Mode | Decimals | Factor | Offset
Dichromate 5g/! potassium End

52 ). 380nm | dichromate, 2yl | Distilledwater300 | 0-10  jpoint | 4| 1 i
Dichromate 5g/1 potassium ' End =
5i0 340 nm | dichromate, 10 i Distilled water 300 pi 0-10 point 4 1 0
Dichromate 0,1 g/1 potassium End
R100 340 nm | distilled water 5 pf dichromate 300 u! 0-10 point 4 1 0

2. Fill the sample tubes and reagent vials with the required solution or distilled water. Two sample tube with 5 g/l Potassium
dichromate solution, one sample tube with distilled water, Two reagent vials with distilled water, one with 0,1 g/I potassium
dichromate solution.

3. Program the samples on the samples page, 20 replicates/ method
4. Place reagents and samples into the analyzer
5. Make sure that instruments maintenance procedures have been all performed and is properly flushed and ready to use

6. Start the measurement
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Recommended Limits

Dichromate $2 Dichromate S10 Dichromate R100
Expected Abs recovery 0,28-0,42 (0,35) 1,256-1,884 (1,57) 0,64-0,96 (0,8)
Acceptabie CV: <1,% <0,5% <{,3%

REPORTING RESULTS

Results will be reported according to estabiished laboratory procedure.

INOPERABLE TEST SYSTEM:

Refer to established laboratory policies for what to do when the instrument is out of service.
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INSTRUMENT VALIDATION EVALUATION

Laboratory Name: CCel  , R\t o
Address: 1 /£ , Rsy Rehodun @d, vieew  Tomen
Jnv:n) Cne cﬁms . Chowina {70&9: ¥ Qehobdo . w1
Phone: 9@ 30 % @\ / 92310 2c<&l©
Contact person: Mie T ‘o Ja  Bhadra

Contact emaik:

instrument Serial No.: LYokt 922 Date instalied: t2/is /] 2= ¥

Date(s) validated: (RY / 10/ 0i ¥

Material used for Accuracy
& Precision:

Lot Number & Exniration
Date:

Material used for
Reportabie Range:

Lot Number & Expiration
Date:

Instructions:

1. The Lab Director must review this data and determine if the results of the Accuracy andPrecision testing are

acceptable to validate the manufacturer’s claims.

2. The Lab Director must review the Reportable Range study and accept or reject the reportable ranges established.
No Reportable Ranges may be established that exceed themanufacturer's linear testing range.

3. The Reference Ranges must be validated by the Lab Director and the laboratory as beingappropriate for the lab's

patient population. There are numerous ways to do this: empiricevaluation, comparison to area hospitals' and
practices' ranges, Internet research, research of literature, or by methods outlined in the
CLSI Document C28-A3E "How to Define and Determine Reference Intervals in the Clinical Laboratory."

I have evaluated the validation data for this analyzer and find the accuracy, precision, reportable range and
referenceranges are within the limits stated by the manufacturer.z’VES 0 NO

1 approve this instrument for use in this clinical lab. &' VES 10 NO

Lab Director's Signature: {gsms—o—0

Date approved: W /iof 2ery
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