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Preface

Revision History

Version Revisim Date
1.0 April 2016
'l.l October 2018

lnhial document

Abbreviation changed to RH

Update in ?bout this Document"

Published by Roche Diagnostics lnternational Ltd, an affiliate of F. Hoffmann-La Roche Ltd.
4070 Basel, Switzerland.

Questions or comments regarding the content of this document can be directed to your Roche
represe ntative.
Every effort has been made to ensure that allthe information contained in this document is
correct at the time of printing.
However, Roche Diagnostics Ltd reserves the right to make any changes necessary withorrt
notice as part of ongoing product developmenL

Copyrights and Trademarks

cobas is a tmdemark of Roche.
@ 2016, F. Hoffmann-La Roche Ltd. All rights reserved

All other product names and trademarks are the property of their respective owners.
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Disclaimer

The cobas c 'l I I instrument is a continuous nandom-access analyzer intended for the
in vitro determination of clinical chemistry and electrolyte parameters in serum,
plasma, urine orwhole blood (HbAIc). Notto use in life science research.

About this Document

This document is to be used to perform an lnstallation Qualification on a cobas c l'l'l
instrument. This qualification covers the cobas c 'l'l l instrument as defined under system
information only and does not cover the complete automation environment.

The lQ procedure is recommended but not mandatory.

Documentation of Deviations

All deviations occurring during this qualification procedure must be logged in the Deviation
Log and finally commented in the Deviation Report.

4118 v 1.1
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General lnformation

Customer lnformation

Company: rvl TIJ t,l eLllvr CfrL LRBoRAT

Address:

0

pRy

0

^1,
v lrJ

lnstrument Loc€tion and DepBrtment:

Roche Representative

lnstallation Qualification performed by:

Job Title:

ComPanY:

Contact Person 0 t Lhi*ut f haA .

n

I 0

oo

o

0o

c PC

h

Address: 2r6 Guntla lorntu,t*orW

V r.r

Bt\ r
n4t rn h a., * 6q.
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General lnformation

Who can perform the qualification

The lnstallation Qualification must be performed by Roche trained service
personnel/distributors o nly.

Used Software

The cobas c 111 instrument software version V3.0.3.1146 or higher is required for the
lnstallation Qualification and Operational Qualification procedures, which are separate
documents and available from GRIPS.

lnstrument lnformation

cobasc lIl lnstrunrent Serial l,lumber l'lo g ) .

lon Selective Electrcdes (lSE Module) SeriarNumber:

V I-I6l 18
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lnstallation Qual ification Procedure

I Document and Equipment Verification

Objective

Verify that the documents and equipment listed below are available to the customer.

Acceptance Criteria

The listed documents and equipment are available for the customer.

Procedure

r Veriff that the acceptance criteria are met.

Results

Test # ltem

rQ 1.r

lQ 1.2

cobas c I l1 Operators Manual
(Version 3.0 or higherJ
(Printed or electronic version)

cobas c 111 lnstallation Manual
(Version 4.1 or higher)

qa. Pws

q'tr' Parr'

lQ 1.3 cobas c 111 USB Stick

lQ 1.4 cobas c 111 Packing List

lQ 1.5 cobas c 11 I lnstallation Report

nla

nla

n/a

v r.r 7 118
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Comments

o

Conclusion

Do the results meet all the specified acceptance criteria defined in this chapteP

Yes: W No: I

Signature: t, Date: tlf o r-f i-oLL-

8l t8 V I.I
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2 Environmental Measurements

Obiective

verifo that the current conditions on site meet the technical specifications.

Acceptance Criteria

The current conditions on site meet the technical specifications of the cobas c il I instrument

Proeedure

. VeriU that the acceptance criteria are met.

Results

Test # Condition Specification

lQ 2.r
All used measurement equipment is
controlled and calibrated

Test # Condition and Specification

lQ2.2
Environ menta I Tem perature
(r5 - 32"C)

lQ 2.s
Relative Humidity
(30 to B0Vo RH)

lQ 2.4
Power Line Voltage (MainJ
(100-125 v l2A0-240 V (-r5%, +10%)J

lQ 2.5
Power Line Voltage (lSEl
(100 - 240 vAC [+10%]

lQ 2.6 ISE Supply Voltage (le - 24 VDC)

Fulfilb conditions Pgq S .

Measured Value
(with Unit)

Result
Pass / Fail

26 
oL

Pur.

ST'f, {11a Pxs

2ao \F Purs

Nt+'

v 1.r

N/A .

Result
Pass / Fail

9118
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Comments

tA

Conclusion

Do the results meet all the specified acceptance criteria defined in this chapteP

Yes: { No: I

Signature: b{r- Date: llfoc)t 2-)--

r0l18 v l.r



Roche
cobasc lIl lnstrument
lnstallation Qualifi cation Procedure

3 Hardware lnstallation

Objective

Verifo the correct installation of the hardware components.

Acceptance Criteria

The hardware installation is completed without any deviation or non-conformance.

Procedure

. Veriff that the acceptance criteria are met.

Results

E Result
Pass/ Fail

Prr s

P ars

P6{3

frus

P r.sq.

rQ 3.1
According to the packing list delivered with the instrument the
content of the shipment is complete.

The cobas c 111 instrument is positioned according to the
minimum space (according iSDoc)

The cobas c 1I I instrument is connected to its auxiliary
components according to the lnstallation Manual.

ISE auxiliary components are placed and connected according
to the lnstallation Manual.

On power-up the instrument initializes successfully and reaches
the status "Standby".

lQ 3.6 AirAfl/ater Calibration is performed successfully

rQ s.2

]Q 3.3

1Q3.4

lQ 3.5

Nt4

1r /r8

Test# Gheck

v r.r
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Gomments

Conclusion

Do the resutts meet all the specified acceptance criteria defined in this chapteP

Yes: W No: I

Signature:
t_

Date: It I o flu)-1-

121t8 v 1.r
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4 Software Uersions Verification

Objective

Verity the instrument software and firmware versions.

Acceptance Criteria

The software and firmware versions are not outdated

Prccedure

r Switch on the instrument [if not yet runningJ.
r Click the "System Status" icon and scroll down until the software and firmware versions

are visible.

o Verify that the acceptance criteria are met.

Results

Test
#

lQ 4.1

lQ 4.2

Check

lnstrument Software Version
3.0.3.1146 or higher

Data Management Software
DM: 3.0.3.1146 or higher

I nstrument Control Softwa re
lC: 3.0.1.1001 or higher

DC Slave Control Firmware Version
DC Slave: 1.00.00.0712 or higher

ISE Control Firmware Version
ISE: 2.03.01.1043 or higher

Multislave Control Firmware Version
Multislave: 1.A2.07.Aill or higher

ABS Photometer Control Firmware Version
Photometer: 3.02.00.'1 042 or higher

Version Rssult
Pass / Fail

h-a.0. l33s f c^ge,

4,9.o' iSet Pors

q,o,q.t+qg Pars

t.oo,00.O?tr fa(S

/vn.

1.02.0+.oP\r Pats

3.o2.()g.loq2 fats

q.?,0.t806. fus.

lQ 4.3

lQ 4.4

lQ 4.5

lQ 4.6

lQ 4.7

lQ 4.8
Operating System Software Version
OS: 3.0.0.0903 or higher

v r.r 13/lB
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Comments

Gonclusion

Do the results meet allthe specified acceptance criteria defined in this chapteP

Yes: W No: t]

Signature: [-tg z Date: lll. tlo-o2 \-

tltla v r.l
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5 Notes

Signature:

v r.1

Date:

15/18
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6 Conclusion

Conclusion A

Allacceptance criteria have been met. The lnstallation Qualification of
the respective equipment was performed successfully.

lf No t Continue with conclusion B

Conclusion B:

Alldeviations or non-conformities observed have been recorded on the
Deviation Log (see Appendix) and a conesponding Deviation Report
(separate documentJ has been filled out. The deviations or non-
conform ities were resolved satisfactori ly. Consequently the lnstallation

Qualification of the respective equipment was performed successfully.

Comments:

ffi*

f ves Etrruo

o tifi !
0n

performed by Roche representative: 
D h* ri O t" o{AA-qY

Signature:
2.

Date: tr f od /t,..-L

r6/r8 v r.1
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Appendix

A Abbreviations

Degrees Celsius
VAC Volts Alternating Current
VDC Volts Direct Current
Hz Hertz

Ampere
otb Percentage
iSDoc Service Manual
N/A Not ble
RH Relative Humid ity

V r.l 't7 / 18
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B Deviation Log

Record all deviations noticed during the lnstallation Qualification in the list below:

fvt4 .

Performed by Roche representative:

Signature:

Reviewed and approved by customer:

Signature:

Dh*^rt .0l"ot"trot'

D, . C-t in gt^&

tf l.4 e--^.L.t-

rrlo z)wzu

Date:t

r

Only for use in the IVD environment.

Date:

v r.1

Number Description Reference
Page No.

1

2.

3.

4.

5.

6.

7.

8.

9.

r0.

18l t8
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Preface

Revision History

Version

I.0

1.1

1_2

r.3

1.4

Revision Date
August 2015

April20I6
May 2016

April2017

January 2018

August 2018

September 2019

1.5

1.6

Revisbn hforrmion
First release of this document

Wording adiustment in Chapter 4

Wording adjustment in Appendix B

Chapter 2 added: Tool Filter Segment lnformation
Chapter 4: adjusted QC setting

Criteria "lSE Module used" added
Chapter 2: Check tool fiher segment acceptance criteria
and procedure adjusted
Chapter 3: Procedure and criteria for Pipetting accuracy
added
Chapter 5: Chloride electrode added

Update on "About this Documenf'

Removed chapter 2: Check Tool Filter Segment
Refer to SN-CPS-201 I -1 42:.

cobasc III - OperationalQualification (OQJ - "Check
Tool Fiher Segment" remored

Corrected material number for Check Solution Sample
Corected paragraph numbering of procedures
Procedure 3 acceptance criteria and procedure
descriptbn updated

1.7 July 2020

Published by Roche Diagnostics lnternational Ltd, an affiliate of F. Hoffmann-La Roche Ltd,
4070 Basel, Switzerland.

Questions or comments regarding the content of this document can be directed to your Roche
representative.
Every effort has been made to ensure that all the information contained in this document is
correct at the time of printing.
However, Roche Diagnostics lnternational Ltd reserves the right to make any changes
necessary without notice as part of ongoing product development

Gopyrights and Trademarks

@2A20, F. Hoffmann-La Roche Ltd. All rights reserved

COBAS, lSE, PRECINORM, PRECIPATH are rrademarks of Roche.
All other product names and trademarks are property of their respective owners.

Version 'l .7 3/20
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About this Document

This document is to be used to perform an Operational Qualification on a cobas c 'l I I
instrument. This qualification covers the cobas c Ill lnstrument as defined in instrument
information.

The OQ procedure is recommended but not mandatory.

Documentation of Deviations

All deviations occurring during this qualification procedure must be logged in the
Deviation Log and finally commented in the Deviation Report

Version I.7 4/m
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General lnformation

Customer lnformation

lnstrument Location and Department:

company: fn12VV CLTI.JIChL L8SO l?ATO RY.

Address: ,9L.nflo e

v k Ro
0 c

t^J nAwnb - Qr.
o

({1

Contact Person: At. d
h

Roche Representative

Operational Qualification performed by:

Job Title:

Company:

I oo

0

e
o ?c

,

Address: 7tc . f,<ex-t|iot e prnnn tlu"a.l
d

/Y)a,lNl w

Version 1.7

L Fx/n.
mv^,bai - c L1 .

5/20
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lnstrument lnformation

cobasc IIl instrument Serial ifumber 130 8t .

lon Selective Electrodes (lSE Module) serial ltumber: t\Ilr+

ISE Module used:
flYes ElNo *
' lf 'Nd is selected the ISE Module is not used, and Chapter 5

is not applicable for $e OQ procedure. Proceed to Chapter 6. ln
addition, OQ l2 is not applicable.

General lnformation

Who can perform the tests

The Operational Qualification must be performed only by Roche trained seryice
personnel/distributo rs.

Used software

The cobas c 111 instrument software version 3.0 or higher, is required to perform the
lnstallation Qualification and Operational Qualification. These procedures are described in
separate documents and can be downloaded from GRIPS.

Version 1.7 6/20
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1 Correctlnitialization

ISE Module used:
! ves EFo-
'lf "N0' is selected, tire ISE Module is not used, and oQ 1.2

is not applicable.

Objective

Veriry the correct initialization of the instrument.

Acceptance criteria

The hardware and software systems must initialize without error message. The instrument must
change to "Standby' in the following.

Procedure

o Switch on the instrument and observe the initialization of the hardware and software
systems.

. The instrument must reach the "Standby" status without error messages.

Version I 7 7/20

Operational Qualification Procedure
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Results

oQ 1.1 lnstrument
Hardware

oQ 1.2 lsE

OQ 1.3 lnstrument
Software

No hardware error
messages during
initialization

LED on the ISE front
cover lights green

The SW is in
"Standby''status
without error message

fn{s bqL tlloda-"ar-

fvrA .

l"uts. blt rl lodr^urt-

Comments

I

tJ

Conclusion

Do the results meet allthe specified acceptance criteria defined in this chapteP

Yes: E-No

Signature:
b-a1L

Date: tlf"Qn-oLL

8/20Version 1.7

Tst # Module State Display Result:
Pass / Fail

Verified by & Date
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2 Check Pipetting Accuracy (CHECK Test)

Objective

This check is intended to verify the precision of the pipetting system. The test resutts deliver
information if a pipetting problem might have contributed to an application problem.

Materia! Requircd

. Sample: Check Solution Sample (cat. no.2075714432?)
This material is not a spare part and must be ordered as chemistry

Procedure

hportant:
For lhe complete workflow description for "Check Pipetting Accuracf refer to iSDoc:
'Description > Diagnostic Software > Fluid > Check Pipetting Accuracy''

Procedure short description:

Prepare:

o The BTS (barcode transfer sheet) of the latest 'CHECK' version is available and can be
downloaded on GRIPS.

Path: "GRIPS" > "cobas c l1l" > "Document Type 'BTS on Requesf" > "CHECK/ACN
399/cobasc.llI".

. Ensure that the 'CHECK application is installed and set to ON.

. Ensure that at least 2 free cuvette segments are available. lf necesssry unload used
cwette segments and load new ones.

o Fill l0 drops of CHECK Solution Sample into the Hitachi cup.

Version L7 s/20

Acceptance criteria

The CHECK Test results must be within the specified range defined in the iSDoc service
manual, as follows:

Coefncbnt o, Variarion (qb CY)

< 1.5 q6

Mean Ualue

The mean values must be within the range printed on the bottle Check Solution Sample.



Roche

checkSorutionSampre SSqEr6Of/Fel-rol: l'32 l-3q t.q6.

cobasclll lnstrument
Operational Qualilication Procedure

Pedorm the tests:

o Select <Lnilities> <Diagnostics>. ln the Diagnostics tree expand the folder <Fluid>
and select <Check Pipetting Accuracy>.

. Follow the instructions provided in the software.

o After completion of the run, the 'Mean'/'SD' and 'CV' are automatically calculated and

displayed.

Validate results:

. Compare the value of Mean and % CV with the values described in "Acceptance

Criteria "at the beginning of this Chapter 3.

Beagents & Specifi cation

Version 1.7

Low Aabs Target A abs High A abs

10/20
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Results

Test #

OQ 2.1

Comments

Fl r+

Conclusion

Do the results meet allthe specified acceptance criteria defined in this chaptep

Yes: V No f]

Signature: 0ts llfo.-]n-"2-z-.

1.7

Date:

Result:

Test# Test

OQ 2.3 "Pipetting Accuracy" passed
according to specifications

Resuh:
pass / fail

l'3rs01Fbs Pnrs

o.t ?q ilLly" F a,ls

Result:
pass / fail

L- I lf o r; Le'n-.

t'. lllor)r,-l-'t^

Verified by &
Date

e\
D{

Verified by &
Date

Prus. el€ lrlor-f1-o1-L

11120
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3 AspaftateAmanotransferase(ASTL)

Obiective

The ASTL test is sensitive to temperBture variations, and therefore an indicator of a stable
temperature system.

Acceptance criteria

Calibration and quality controlwithout flags, and quality control within specified range.

The manufacturer recommends setting Rule t to "3s" (standard deviation) for quality control
measurements.

Procedure

. Configure the ASTL test (lmport and lnstall ASTL; ACN: 6871.

o Configure the system to run the calibration (Calibrator for automated systems = Cfas,

Cat. No. '10759350 
190J.

I Enter manually or scan the barcode for the correct lot-specilic value for ASTL, which
can be found in the lot-specific value sheet lor Cfas.

. Configure the system to run one normal control and one pathologic control
(e.9. PreciControl ClinChem Mutti 

.l 
or 2J.

t Enter the correct lot-specific value for ASTL, which can be found in the lot-specific
value sheets of the particular quality control.

o By hand held barcode scanner:
. Read the barcode from the lot specific value sheet of the QC material.

o Manually:
. Enter the "value" for the "Mean Concentration".
. Enter the "l s" value for "Standard Deviation".

) Configure the s]rstem to run the controls using Rule I set to "3 s" (standard deviation)
for this pmcedure.

Note:
The system software will calculate the acceptance range according to the criteria defined
for Rule I. Thus, the lot-specific I s value entered in the software will be muhiplied by 3,
and 3 s will be applied as the acceptance range.

o Load ASTL reagent set (Cat No. 04657543 190).

o Order calibration and QC and place the prepared Cfas and controls on the mentioned
position on the sample area.

. Run calibration and Quality Controls.

Version 1.7 12/m
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Reagents & Specification

Reagent Lot&Exp. Date

ASTL reagent set ro) s*222301( ao lr )-0 22- .
I I

Calibrator Lot & Exp. Date

QG Material Lot & Exp. Date

Pcc.t he t q g o o6,2tltlsote

c Fos. atooq3 /an-2ott. 106 vlL

Lot - SpecificValue Unit

V LL.

Lot-specific Lot-specific Unit
value Is* value

4s 6 2'+ vlL

* The acceptanm range will be automatically calculated as 3 s by the system software.

Measurements

Result Unit Date and Tirne

9ec.L 9s. s vlt rrf zf 20)2 ,l0:3Snnq.
2

Version 1.7 13/20
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T6t #

oQ3 r 
ITL:'JlTJL"J'fff,1#?1J'''n p M s, I oefca .'rL e\8
without flag

Results

OQ 3.2 ASTL quality controb without
flag and within specified range

Comments

Conclusion

Do the resuhs meet all the specified acceptance criteria defined in this chapteP

Yes: { No I

s48 lrfor{os2-1-.Signature: Date:

A

Version 1.7

Pfrf s. ltl o o)"-w:.t- 0-[1g

Result:
pass / fail

Verified by &
Date

14/20
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4 Run Sodium, Potassium and Chloride Calibration

ISE Module used:
fv* flNo** lf "NO" is selected the ISE Module is not used, and
Chapter 5 is not applicable for the OQ procedure. Proceed

to Chapter 6.

Yes f]tto- Ivfr
Yes Itto. N/F

Yes f no. t/ A
' lf "NO" is selected ttre particular electrode is not used, and
therefore the electrode specific calibration is not applicable
for the OQ procedure.

Acceptance criteria

Calibration results without flags.

Prcparation

. Prepare ISE Activator, Deproteinizer and Etcher.

. Start Service Action Condition ISE tubing twice.

o Start Service Action Electrode Service once.

Procedure

. Configure sodium, potassium and chloride test 0mport and lnstall ISE indirectJ.

o Configure the system to run the calibrations (Enter Lot No. and Expiration of solution 1 and

solution 2 of the ISE calibrator set, place Reference solution and Calibrator indirecUurine
on the ISE moduleJ.

r Order calibration for sodium-indirect, potassium-indirect and chloride-indirect and place

the cups on the mentioned positions.

o Run calibration for sodium-indirect, potassium-indirect and chloride-indirect.

Sodium:

Potassium:

Chloride:

Version'1.7 15120

Objective

The sodium, potassium and chloride calibration is an indicator of a stable ISE system.
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Test #

oQ 4.1

Rsults

oQ +.2

Test

Potassium -ind irect calibratio n

without flag

nla
if electrcde not
usedI

oQ +.s

Comments

Te tr nDt
J
ID WC

Conclusion

Do the results meet allthe specified acceptance criteria defined in this chapteP

Yes: E No E

Signature Date:

Ch loride-ind irect calibration
without flag A'R NN N/n

Version I.7 16/20

Sod ium-ind irect calibration
without flag

Result:
pass / fail

Verified by &
Date
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5 Notes

tl

NN

Signature:

1.7

Date

17120
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6 Conclusion

Gonclusion A:

All acceptance criteria have been met. The Operational Qualification of
the respective equipment was performed successfully.

lf No ) continue with conclusion B

ffiu Iruo

Conclusion B:

All deviations or non-conformities observed have been recorded on the
Deviation Log (see Appendix) and a conesponding Deviation Report

[separate document) has been filled oul The deviations or non-
conform ities were resolved satisfactorily. Consequently the Operational
Qualification of the respective equipment was performed successfully.

Comments:

o 0 n 8 tttcq &f qlL
I J

performed by Roche representative: Dh rt T g ph * 
A 

o,

Signature: t

Version 1.7

Date: IIl"r-l 1 21-

f,ves Iruo
fVIA,

18/20
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Appendix

A Abbreviations

OC Degrees Celsius
VA Volt Ampere
V Volt
A Ampere
Hz Hertz
ql Percentage
iSDoc Service Manual
nla Not applicable
A abs Deha Absorbance
HT High Throughput
IQ

OQ

lnstallation Qualification
Qualification

PQ Perfo rm ance Qualification
STDDev Standard Deviation
SD Standard Deviation

CV Coeff icient of variation
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B Deviation Log
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1.1. Performance assay run

PQ Instructions

PQ is performed as below:

1. Precision Study

a. Inter Assay: QC run performed for days

Date: ____________________________

Signature:_________________________

Comments

8th April 2022

ranam
Pencil
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Results: Instrument ID: _________________ Sr. No # 13082

Chart 1: Data Record – Precision- InterAssay / Between Run

Test ALT AST BILD2 BILT3 CA CHOL
Sample PCCC1 PCCC1 PCCC1 PCCC1 PCCC1 PCCC1

Rep 1 46.5 48.2 0.9 1.1 9.04 102.04
Rep 2 45 47.3 0.9 1.1 8.84 101.36
Rep 3 43.1 47.1 0.9 1 8.81 102.22
Rep 4 44.3 48.3 0.9 1.1 9.1 102.04
Rep 5 44.8 47.3 0.9 1.1 9.46 102.17
Rep 6 44.1 47.7 0.9 1 8.87 101.38
Rep 7 43.3 48.3 0.9 1 9.11 100.08
Rep 8 44.3 47.3 0.9 1 9.04 103.2
Rep 9 44.6 47.2 0.9 0.9 8.99 103.74

Rep 10 44.8 47.5 0.9 0.9 9.1 101.99
Rep 11 43.4 47.5 0.9 0.9 9.06 101.14
Rep 12 44.7 47.1 0.9 1.1 8.93 102.38
Rep 13 44.2 46.6 0.9 0.9 8.83 104.22
Rep 14 44 46.8 0.9 0.9 9.06 102.72
Rep 15 43 47.8 0.9 1.1 8.87 102.41
Rep 16 43.6 46.8 0.9 1 8.73 101.27
Rep 17 47 48.1 1 1 9.09 101.51
Rep 18 46.4 48 0.9 1 9.16 104.91
Rep 19 45.2 47.3 0.9 1 9.14 101.19
Rep 20 46.5 47.8 1 1 9.48 104.49
Mean 44.64 47.50 0.91 1.01 9.04 102.32

SD 1.19 0.51 0.03 0.08 0.19 1.25
CV % 2.65 1.08 3.38 7.55 2.15 1.22
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Results: Instrument ID: _________________ Sr. No # 13082

Chart 1: Data Record – Precision- InterAssay / Between Run

Test CREJ2 CRP GLU HDL TRIG UA
Sample PCCC1 PCCC1 PCCC1 PCCC1 PCCC1 PCCC1

Rep 1 1 8.78 108.7 32.51 115.94 5
Rep 2 1 8.6 109.25 32.44 115.89 5
Rep 3 1 8.68 108.75 32.59 116.57 5
Rep 4 0.9 8.72 108.21 31.89 114.66 4.9
Rep 5 1 9.24 108.08 31.84 116.2 4.8
Rep 6 0.9 8.56 105.36 32.79 114.89 5
Rep 7 0.9 8.51 106.52 32.77 113.57 4.9
Rep 8 0.9 8.44 109.16 32.98 116.69 4.9
Rep 9 1 8.39 110.02 33.31 115.89 4.9

Rep 10 0.9 8.6 108.48 32.6 115.72 5
Rep 11 1 8.44 107 31.92 116.49 5.1
Rep 12 0.9 8.33 108.79 33.57 117.69 4.9
Rep 13 1 8.36 107.92 33.38 117.6 4.9
Rep 14 1 8.19 107.65 33.04 116.17 4.8
Rep 15 1 9.43 103.79 32.89 114.69 4.8
Rep 16 1 8.9 107.53 31.97 115.43 4.9
Rep 17 0.9 8.66 107.23 32.32 115.11 4.8
Rep 18 1 8.83 105.43 31.72 113.14 4.8
Rep 19 1 9.64 107.25 32.84 115.4 4.9
Rep 20 1 9.46 111.9 33.91 116.04 4.7
Mean 0.97 8.74 107.85 32.66 115.69 4.90

SD 0.05 0.41 1.77 0.61 1.15 0.10
CV % 5.07 4.65 1.64 1.87 0.99 1.99
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Results: Instrument ID: _________________ Sr. No # 13082

Chart 1: Data Record – Precision- InterAssay / Between Run

Test UREA
Sample PCCC1

Rep 1 35.6
Rep 2 39.05
Rep 3 37.47
Rep 4 38.09
Rep 5 37.64
Rep 6 37.27
Rep 7 36.61
Rep 8 38.85
Rep 9 37.94

Rep 10 36.98
Rep 11 38.49
Rep 12 37.15
Rep 13 37.11
Rep 14 37.11
Rep 15 37.11
Rep 16 37.01
Rep 17 36.14
Rep 18 36..01
Rep 19 35.8
Rep 20 36.25
Mean 37.25

SD 0.95
CV % 2.56



cobas c111 Minu Clinical Lab
        PQ                                                                 Serial No. 13082

Page 7 of 8
----------------------------------------------------------------------------------------------------------------------
Roche              IQ-OQ-PQ
Doc no: 20221201/ACC/IQ

1.2. Approval Certification

According to the assay results that are comprised in this document the system can be
approved for routine operation.

System Released for Routine Operation    N/A                Complete

Application Specialist

Date: ____________________________

Signature:_________________________

Name: _________________________

Customer : Minu Clinical Lab, Mumbai

Date: ____________________________

Signature:_________________________

Name: _________________________

Comments

8th April 2022

Mehul Rana

ranam
Pencil
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Notes:
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