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403, Leela Busiress Park, Andheri Kurla Road,
Andheri East, Mumbai — 400059

T:491 226787 9300

F: 49122 6787 9333

Calibration Certificate

The below mentioned instrument has been calibrated and tests performed to check the system

performance.

Instrument | , : VITROS V5600

gé)ﬁaa’ NO T 158000705

Customer Name : Central Clinical Laboratory Pravara Rural Hospital-Loni
Caiibraﬂon performed on :29/11/2021

" The system’s calibration includes optics calibration and checking the reproducibility performance
- of the instrument as per the guidelines provided by the manufacturer.

Next Calibration will be performed in MAY 2022,

_)Ortho Clinical Diagnostics India Pvt Ltd.

>

Mitesh Shah » | | Date: 29/11/2021

Sr.Zonal Service Manager-Ortho Care
Pune -

Ortho Clinica Diagnostics India Private Limited
Registered Office: 403, Leeia Business Park, Andheri Kurla Road, Andheri East, Mumbai - 400039 | T: +91 22 6787 9300 | F:+81 226787 9333 | CIN: US1397MH2015FTC262650




Ortho Clinical Diagnostics

403, Leefa Business Park, Andheri Kurla Road,
Andheri East, Mumbai — 400059

T:+91 226787 9300

F: +91226787 9333

Calibration Certificate

The below mentioned instrument has been calibrated and tests performed to check the system

performance.

fnstrument : VITROS V5600

Serial No : 5600 1041

Customer Name : Central Clinical Laboratory Pravara Rural Hospital-Loni
. Calibration performed on 126/11/2021 |

 The system’s calibration includes optics calibration and checking the reproducibility pe'rformanée
of the instrument as per the guidelines provided by the manufacturer.

‘ -
Next Calibration will be performed in MAY 2022.

For Ortho Clinical Diagnostics India Pvt Lt_d..

Mitesh Shah | Date: 26/11/2021

Sr.Zonal Service Manager-Ortho Care
" Pune

Ortho Conical Dlagnostlcs India Private Limited
Registered Cifice: 403, Leeia Business Park, Andheri Kurla Road, Andheri Fast, Mumbai - 400059 | T:+91 22 6787 9300 | F: +91 22 6787 9333 | CIN: TGS 1397MH2015FTC262630
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Ortho Clinical Diagnostics

403 Leels Bustess Park. Andhert Kurla Road.
Ancdhen Last Mumbai - 00059

T:+91 226787 9300

F: +91 2267879333

Calibration Certificate

The below mentioned instrument has been calibrated and tests performed to check the system

performance. (
Instrument : VITROS V5600 |
Serial No : 5600 0703
Customer Name © :PRAVARA MEDICAL TRUST, LONI
(BIOCHEMISTRY DEPT).
Calibration performed on :29/11/2021

i

The system’s calibration includes optics calibration and checking the reproducibility performance
=2f the instrument as per the guidelines provided by the manufacturer.

Next Calibration will be performed in MAY 2022.

For Ortho Clinical Diagnostics India Pvt Ltd.

Lo

( \ “ - ' };
M :

- ‘/ ‘ - .
Mitesh Shah _ Date: 29/11/2021

i
Sr.Zonal Service Manager-Ortho Care _ Agorreed B
Pune S, 7.

. Incharge
. CCL- BiOCh&mjstW
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Ortho Clinical Diagnostics
i

403, Leela Business Park, Andhern Kurly Road.
Andhert Lasl, Munbas H0E9

T:+91 226787 9300

F: +91 2267879333

Calibration Certificate

The below mentioned instrument has been caflbrated and tests performed to check the system

performance.

3
B

fnstrument - VITROS V5600
Serial No : 5600 1041

- Customer Name

Calibration performed on

: PRAVARA MEDICAL TRUST, LONI

1 26/11/2021

(BIOCHEMISTRY DEPT.)

Thie system’s calibration includes optics calibration and checking the reproducibility performance
of the instrument as per the guidelines provided by the manufacturer.

Next Calibration will be performed in MAY 2022.

For Ortho Clinical Diagnostics India Pvt Ltd.

e

‘_/
Mitesh Shah Date: 26/11/2021
Sr.Zonal Service Manager-Ortho Care Fgpd By
SPT i
Pune
. I?Charge
‘ubiﬂ" BIOCH&H‘HS&}}

W H U(‘-" DSTES s Frovacles Dipttdsad
Levia Rl 1siness Purk, Andheri Kueda Road. Andhen East. Mumbai « 400039 1 T. =61 2

26787 VIO | - -1 276787 ORE | CIN: U 1 307MFd N@%m

R A.I)l rLd Office: 4(!
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Service Report

Ortho Clinical Diagnostics SOP-OCDIN-019/F02
Revision-02
INDIA Put, Ltd. P
v ReportNo:[ - 38,24
Customer’s Name: P“?\VGT Q m@d??aJ T‘“‘f)r SOLD ] RRC EI/
Contact Person:_L)x - JOT‘\‘J’JP ( Bmch@fms‘i'?sj Lab) 0 Warranty S
Address:_At_post loni, Ted. Rahata, O AMC/CMC

- & ]
Dis\. Hhmecfmg@# Q Charge Call

Nature of Call:
I ServiceCall [ Follow up Jt Modification [ Application \E’geventive Maintenance
O Telephone - B 2Conn Proactive O GPs O Printer O Other

Y Model Vilyos 5600
- J Number — 5600104

Serial Number S 6Co1ol|

Error Code py S AT ECOMﬁxPS 3 £ ind edlich G’Ck: »IMES ,KmEé : : AL
Description : Py ww%’w@.' MNadnlemanee . Functioning well PT
[ Cf)ﬂ ato .%" 1D ”o)’h'f) rF"CS‘Ofar ] Y"\Q-“UJC}‘]GC}C

Mot B cabiond ro soflooce uuﬁC[CJQ 3T
MoctiBicabBon # E6  wO0ar pads. Needs spares

O

O

| Complaint forwardedto L.S. [
| 0

0

Incomplete but operative

Complaint Forwarded by - ___S¢.)

Complaint Call Date:_22] 11]202) Time: 20118 Requires follow-up
Travel Duration (To & Fro):._2.__| Hr. Complaint escalated to
Call Attended Date ;.25 [ 111203 Time: __{F: 10

Start Time :_2<li1tlo2) 1< METER COUNT

End Time _26ivlzoo, 19 OC SONo. 88191413

Actual Work Hours: _§¢&; v 1 mvns. + 2 Hrs,

O Solved over Phone. Date :
Time:

Sct‘ﬁu.)arre updabe V371, Moh# €6, ?QP\CHQ g o (cqﬂvubr)

fT‘y COVONTBVE L adnderande

"*\m-{b ko;(‘ku,p‘ K).”)C'\Q“\-?CI\ 3o verdion o 3.7 4. C\@Gﬂ@c ‘he 3\15 S

Seaned atl the modulel. DoNe. ok U Sments, o D{)ﬂ%ﬂs‘n’!mﬂfc Tevis.

Pun madptenance peaclk. Reguested user o yun tontel ¢ Sammpies.

Job complete O Engineer’s Name : ﬂ“?ﬂ‘v c. S’}W]’J Kedar Mok
‘;c:’:i:fli‘;%mplete E Engineer’s Code \_?:A? NFE G}f f AT FE Yo
Unsatisfied 0 Comments:_SYSTETD) OOy KNG © [

‘| Comments: 1

L e
\ - Pk 3] 120
L hyctamor %o Qiomature. & nnfc—/&d ! . F,nginger s Sienature & Date —~ iﬁ_,) '26‘ ”2 o
AP 47 ST o
| Incharge
CCL- Bmchemis*ry
IV-{ i RJ.UJ.\../ }T.:um
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~ Orttio Clinical Diagrostics

INSTALLATION QUALIFICATION

For

VITROS® 5600 INTEGRATED SYSTEM

VITRITS 5800

Manufactured by:

Ortho Clinical Diagnostics, Inc., US
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Ortho Clinical Diagnostics

I APPROVAL OF THE IQ PROCEDURE: : : Lo
Both Central Clinical Laboratory Pravara Rural Hospztal and Ortho Cl1mca1 Dlagnostms are

responsible for installation of VITROS® 5600 Immunodiagnostic System bearing St. No J56001041 in

. Central Clinical Laboratory, Pravara Rural Hospital as per the attached protocof.

Protocol Performed By: Ortho Clinical Diagnostics Representative - -

N

‘Name - : Mitesh Shah - Signafure: : ﬁ/ :
Designation .~ : S8r. Zonal Manager - _ ;. Date: 05/12/2020 N
Conipatty T T 7 Oitho Cliniteal Dlagnostics 0 7 7 T e R e g

Validation Team from Central Clinical Laboratory; Pravara Rural Hospital:

Name PP kRN Padlgy— : .Signature: \@

Designation L ASBy. g Date: Oﬁ]_ﬂ O ALY
Department : %*\QCMWBFH | . | | _
Name SR Lok @\Mﬂ@ .g, & .. : . Signature : W
Designation . T Lﬂz\_p_: QTQ_DJ'\ , Date : _Qﬂ W Ao
Department . o chem); %’SRT\;
Custdmer Authorizations: |
Name : Dy, S NN TJANG L
Designatio.n : fr&{fs_w anpg Hea 2 Bl oclen e Xy

Signature Sl et

Date : 3 { 12.{ 2= 2o
RYMENT OF BlOCHEMISTRY
Ef;:"‘ﬁ‘-ﬁ-l“ MEDICAL COLLEGE ‘
h-413736,M.5. )INDIA

Paoe 30f17 -




Ortho Clinical Diagnostics -

11 INSTRUCTIONS:

1. This document is to be completed at the time the system is mstalled to its !ocatlon and set up for
operation. ‘

2. An authorized Ortho Clinical Diagnostics representatlve w1il check the system and enter the
 specific data as outlined in the appropriate Installation Qualification.

3. Employees of Central Clinical Laboratory Pravara Rural Hospltaf will verify each result and sign
in the each page. The member of the vahdatlon team will carry out this procedure. ‘

o SO ALI- dasdatis S— ffﬁ”‘ "‘"‘".'fﬂz..i E:I‘Q—_{‘ HFiootisn Jusings ﬂ"“"”'* 1O .ff'f{ Hoba 1’“*“’1 '“"'1"" FO\HF\ T? G e s

All resolution to such problems will aIso be hoted in the COMMENTS section. Additional space is
provided at the end of this protocol for the same.

) 7 ' ' - ' S ' _ Page4ofi‘7




Ortho Clinicai Diagnostics

Im. SCOPE

ThlS TInstallation Quahﬁcatxon protocol will be performed on the VITROS® 5600
Immunodiagnostic System, and the Sr. No J56001041 located at Central Clinical Laboratory
Pravara Rural Hospital.

"This protocol will deﬁne the documentation that will be used to evaluate the instrument’s
installation in accordance with the manufacturer’s specifications and intended use. Successful
completion of* this protocol will verify that the instrument 1dent1ﬁed has been installed in
accordance with the intended usage.

sk o @ o eipsiasion "cﬁwn:ﬂm%w_ S "f“ﬁ’i"-d&i‘f‘“‘d w5 ey Lmi“"ﬁ}\, frstrurses 'aa’ RSV R A Ly o s
proper connections and utilities. '

Trained, knowledgeable personneliﬁfill perform Installation Qualification studies. -

'Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated, and the appropnate course of action
determined. All documents will be initialed and dated.

) | ' ' Page 5 of17




Ortho Clinical Diagnostics

IV.  ANCILLARY INFORMATION

a. Certlﬁcatlon of Purchase Order Comphance

I certify to the best of my knowledge the instrument VITROS® 5600 Immunodlagnostlc System
and Sr No J56001041 msta]Ied on 05/ 12/2020

AT T

Page 6 of' 17

Verified By: Mitesh Shah Date:OS/ 12/2020
'*bf:.v:‘.:;y‘-—'l'—']‘j?ii‘}gté?g:i!:--i"‘-*-Io-:;:ai‘:.:'— VR Rt S i R, £ .»3_ Rt ::-,‘-;;;*'-. [ o ';,.-'.--_.--a LG :4:;-:." Bt R Y L R fkf-.'.‘.i—d%,",'.;:'ﬁl\-:_‘;.‘:’,_‘:,_v -‘-‘n;f R AR R
Sr. e Verified by
No Utlity & date
- | Environmental condition: Mitesh Shah

[. | As per requirement (To be free from Dust, Electncal & | Yes/No | 05/12/2020

magnetic Interferences and free from vibration) .
Mitesh Shah -
Adequate space for installation:

2', (Length 110 inches x Width 35 inches x Hei ght 84 iches). Yes/No 1 05/12/2020
Electrical Outlets: ‘Mitesh Shah
Actual Voltage on site [200 Vac — 240 Vac] . 05/12/2020

- 2 | Electrical Input: Ves /N

> Voltage supplied through ON LINE UPS (232Vac @ 50Hz ©
frequency, Earthing < 2.0Vac) '

Capacities: Mitesh Shah

4 e 90 samples (80 Routine posmons & 10 STAT positions Yes / No 05/12/2020

are available)
® 150 Reagent Positions are available. .
' Mitesh Shah
Temperature: 05/12/2020

5. | 15°Cto30°C Yes/No '

15% to 75% relative humidity

PECA S




O?tho-CHnicaﬁ Diagnostics .
" The instrument has been verified for the folEOWing: _
Sr. T ‘, | T Verified by
No. | Verification _ , & date
L ' : - Mitesh Shah
1. | Equipment is identified _ Yes/ No 05/12/2020
- . S - S | Mitesh Shah
2. | Manufacturer’s specifications are included Yes/No | g5/12/2020 |
. ) _ _ - Mitesh Shah. .
o -‘_.-3'5;;;,- ....:l—.n_‘:a.‘ts‘qg,ﬂ-?g:i P«Qﬂﬁnm,@’.b:lﬁ‘.% @r@llgt?.d_" L T A P I T e ST P S, Twyag.a’%gﬂ‘&«:G&:ﬁ:’.l'szzazgérr_f_:_:h '_::.-‘,,.- e o
: ' . . Mitesh Shah
4. | Equipment manual from the manufacturer is documented | Yes/No- 05/12/2020
o » . | Mitesh Shah
5. | Manufacturer’s Certificate of compliance attached 1 Yes/No | 95/12/2020
|
Page 7 of 17




Ortho Clinical Diagnostics.

V  INSTALLATION QUALIFICATION:

A. Eqﬁipmeni: Description _ __ -
The VITROS® 5600 Integrated System is a Random access, walk away system intended. for use in the in

vitro quantitative, semi-quantitative, and qualitative measurement of a variety of analytes of clinical
' interest, using VITROS Chemistry Products MicroSlides, VITROS Chemistry Products MicroTip reagents.

oo 1 Instrument [dentification o0 1 Verifiedby | . Dae 1.
Equipment Name 'Automated Integrated System | Mitesh Shah | 05/12/2020
Model VITROS® 3600 Mitesh Shah 05/12/2020
Manufacturer Sgtho Clinical Diagnostics, Inc., Mitesh Shah '05 112/2020
Marketed by Ortho Clinical Diagnostics India Mitesh Shah 05/12/2020

Pvt. Ltd.
Serial Number 560010 4 ) Mitesh Shah 05/12/2020
Lab Id Blochemisty Analyzer Mitesh Shah | 05/12/2020
. NO 2. : Lo
| Soﬁware Name QNX Mitesh Shah 05/12/2020
Software Version : \'% Mitesh Shah 05/12/2020
: Adequate for installation: . ;
Size (in inches) (Length 170 x Width 83 x Height | Mitesh Shah 05/12/2020
84). _
Power 1600W@ SO0Hz of 220Vac —\ npiesh Stian - | 05/12/2020
. 240Vac et

and VITROS Immunodiagnostic Products Reagents.

Page 8 of 17




Accessories/Consumables. -

Crtho Ciinical Diagnestits_ ,

 The following accessories were supplied with the instrument. Check (V) “verified by’ in case they

are found to be in order,

Description ‘ .Quantity_ Veriﬁéd Date
User Training Manual [ v 05/12/2020
Application Software—Re_velétion 1 K 05/ 12/2020.
;Unlversal SampleTray R ST R T T T R e 5 N v 05 /lzfz\};uw_
Backup DVD R/w 3 v 05/1'2/2020 |
[ printer Cable 1 v 05/12/2020
Printer Software [ N 05/12/2020
Power Cords 3 y 05/12/2020 -
brer ) N K 05/12/2020
Air filter ! R | 05/12/2020
Waste can 5L i v 05/12/2020

List of Manuals ;

Ortho Cl-inical-Diagnostics has supplied foilowing manual.

Page 9 of 17
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Ortho Clinical Diagnostics

Maintenance ;.

- The instrument listed within this' document will be placed under the control of the purchasing

institution with respect to proper maintenance proce'd'ures as detailed in the Training and Reference

Guide. The maintenance procedures will be filed separately.

iy mmS“'plu Sieihe mau uuwmduu"ﬁ ik

~maintenance. - Upon expiration of the warranty ‘period Ortho Clinical Diagnostics offers several

levels of Maintenance Agreements and Performance Testmg services to assist you in mamtammg

GLP/GMP compliance. Contactmcr -your local representatwe and requestmc the add1t10na1 Service.

Agreement can supply additional mformatlon.

Page 10 of 17
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Ortho Clinical Diagnostics. -

VL INSTALLATION PROCEDURE
{The following steps Perfofméd at. the time of original .installatio'n at_tl.le' initial location).
1. Locating & unpackiﬁg the insfrument. |
T T R VERTY 6 RIS Boards B TP e s i
3. Nominal Line véltage fréquency selection of ltransfomier.__ ‘
4, Load Supply & Power ON the s.ystem.'
8 5. System Configuration. .
'.6. Systems Tests & A_djﬁ'stménts. .
7. Subsystems Performance Verification & calibration

8. Setting and installing printer.

~ The Above-mentioned steps has connpieted successfully by trained field Engineer as described below.

VLI Locating & unpacking the VITROS® 5600 instrument:

(\ServicePublications\5600\5600Service\) 32845_Unpack-Install Intact\]32845.pdf)

*  Check the Tip & Tell Label.

¢ Verify the serial no / J number of the system match those indented for delivery.

*  Place the pallet in a position with 2 minimum of 7 m (24 ft.) of clearance in front of the end with the
LABELS |

e Remove the STRAPPING and the RAMPS from the pallet..

e Assemble the 2 piece RAMP and hok the RAMPS to the end of the pallet

* Move the system down the ramps. Do the same for the second half of the system: .

Page 11 of 17




Ortho Clinical Diagnostics
_ e Place the instrument in the lab leveled floor. _
~ o Join the two halves of the system as per manufacturer’s instructions.

e - Remove the packing material from

e VERSATIP supply carouse}

Under side of sample supply cover

SR metering Nozzle
Well Wash Nozzles .-
Beneath SR Pumps

s Luminometer & Micror-Im_mlinoAs.say VERSATIP'ring-
... Supply 4 load doors & Reagent Well shuttle -~ -

e e e e g s I ARE T L SRl I e T L

o SR carousel _ — .
* Remove the wire Tie, tape & Foam from UIA REAGENT METERING ARM.

* Remove the moisture separators behind the compressor installed on it bracket.

e Remove the Foam supporting from the compressor.

h V1.2 Reaffix/verify the circuits boards & CPU:

(\ServicePublications\5600\5600Service\J 32845_Unpack-Install_Infact\I 32845 .pdf)

e QOpen the right side front door and open the card rack metal cover.
¢ Remove the RC labeled DSP boards and reaffix it back.
¢ Open the right side rear panel and open the card rack metal cover.

* Remove the UC labeled DSP boards and reaffix it back.

* Open the Middle front door and open the CPU top cover & verify the boards.

V1.3 Nominal Line voltage / frequency selection of transformer:

(\Ser\-/icePubl ications\560015600Service\J32845_Unpack-Install_Intact\J32845 pdf)

» Connect the Pril_nary T2_H6 on Label no H6 for 0Vac.

» Connect the Primary T2 H# on label no H2 for 230Vac.
~*» Connect the Secondary T2_X1 on label no X1 for 230Vac.

s Connect the Secondary T2_X# on label no X2 for 200Vac.

Page 12 of 17 =




Ortho Clinical Diagnostics

' Connect the Secondary T2_X3 & T2_X3”on label no-X3 for 0Vac.

V1.4 Load Suppiy & Power ON the system:.
(\ServicePuincations\5600\56OOServi-ce\J32845_‘Unpack~Install_Intact\J32845 pdf)

. VersaTip & Sample Trays.

 Signal Reagent & Universal Reagent.

: ¢  Check the supply and Earthing: 'voltage.
‘ e  Switch ON the Instrument.

B T T S T L T S N N T T ST L

)

VI.5 System Conﬁgurﬁtion.: (\6902906_3600-RedeﬂLir~EN.pdD o

Click on Set Access Level from Status Menu and type pa'ssword' _
Option -> Configure System -> . '

- » Configure Current Date & Time:

Select the format and set the Date and Time.

¢ Configure System Name & J Number
| Enter the System Name & J number. -
. Configure the Screen Saver
Set tﬁe Screen saver delay time.
.»  Configure the Site Temperature_
- Set the site temperature tolerance for. the nominal site temperature.

Status -> Diagnostics -> Select the required task

* " Touch Screen Calibration:
Touch “Calibrate Touch screen™ at the bottom of the DIAGNOSTICS Menu.

Page 13 of 17




Touch center of the _farget appéar on the screen.

| When you have finished, touch “Save Calibration”

. Country Code Selection:

Touch “Dlagnostlcs” then Select “V Docs”

Press [Alt] and [S] to Access the service Seripts. -

Select “Configure Country Code”

Select the appropriate country from the List.

Select “ Set country code” |

'Touch “Return®.

Touch “Shut Down” Conﬁgure the Lanouaoe from. the System Menu button

7 Touch “Final SHutdown”. ‘i hen reset the system.”

Ortho Clinical Diagnostics

- 'VI..G System Tests and Adjustmenté: (\6902906_3600-Réde__Ltr_—EN.pdf)

Adjustfnents are diagnostic functions used to fine-tune or define various system Parameters to
-~ ensure proper system performance. With the exception of the IRS Cahbratlon all other adjustments are .
: avaflabie only to trained service personne] :

Microimmunnoassay (LIA) Metering
MicroSensor

MicroWell Reagent Metering
MicroWell Wash Metering

Signal Reagent Metering
Luminometer l

Scrap Run

V1.7 Subsystems Performance Verification & Calibration : (.6902906_3600-RefGd_Ltr-EN.pdfpdf)

e Well Wash Dispense & Aspiration Calibration.

* Signal reagent Dispense calibration.

» 30PSI & 10PSI calibration.

e Soak Volume Verifieation

e [RS Calibration

Page 14 of 17




- Ortho Clinical Diagnostics

- VL8 Setting and'in_stall.ing-'printer: (\.6902906_3600-Rede-_Ltr-EN.pdfj '

. Remove the Packing material form the printer and assemble the aCcessbries. -
s Connect the USB cable and Switch ON the Printer.

s Set report control and print the test page.

" VIL Installation Report :

3 R N R P . ok n U T PR e VL U I S PTIIS:

Activity - ' Observation | Remarks | Verified By/
y _ . R Date
| Locating - &  unpacking the | Instrument was located and 'Ok . | Mitesh Shah
instrument. ) unpacked ' -
05/12/2020
Reaffix/verify the circuits boards & Reaffixed/verified the circuits Ok { Mitesh Shah
CPU { boards & CPU ‘ . : -

o , _ E : ' 05/12/2020
Nominal Line voltage frequency | Nominal Line voltage | Ok Mitesh Shah
selection of transformer. frequency was sated.

: 05/12/2020
Load Supply & Power ON the | Supply Loaded & Powered ON | Ok _ Miteshl Shah
system. : the system. ' -
: 05/12/2020
System Configuration. System was configured as per { Ok Mitesh Shah
' the requirement. _
05/12/2020
System Tests and Adjustmerits System Tested and | Ok Mitesh Shah
Adjustments done.
05/12/2020
& ) .
Subsystems Performance | Subsystems Performance | Ok + Mitesh Shah -
Verification & calibration Verified & calibrated

. ' ' ' : Page 15 of 17




Ortho Clinical Diagnostics

- [ successfully. o
: : 05/12/2020
Setting and installing printer = .| printer was installed  and | Ok ‘ | Mitesh Shah'_ E
. o connected to the system. ' :
SR | 05/12/2020
~VIIL  COMMENTS :

Nilo

%
" Impact On Operation:
Nil
Corrective Action:
. Nil
L

Page 16 of 17




Ortho Clinical Diagnostics

IX. SYSTEM CERTIFICATION

Study data has determined that the system descrlbed in this document either meets all crlterla_
outlined in this Installation Qualification Protocol, or exceptional conditions have been identified
and documentation included. Exceptional conditions, if any, have been / not been addressed The -
system is ready for Operation Qualification.

- Protocol Performed By: Ortho Clinical Diagnostics Representative -

Name : Mitesh Shah R Signature: &/ _
_..Designation”  : Sr. Zonal Manager i e JDate 05/ ]?/?Ozog e
Company : Ortho Clinical DlaUI‘IOSthS - o

‘Validation Team from Central Cl_fnical Laboratory, Pré\'/ar.a Rural Hospital:

Name o T KN W gne | | Signaturemc'.ﬂ/“

Designation ;PSSO PP . D 08 g1
‘Department - - &fo Q}\%\Y&'—\f R ' '
" Name R O O @\OJ\QG\'Q" - L " Signature : W

Designation S LQJ)D TQQ}) Date : oﬁl’b{w
Department : PS)T)Q\!\ Q/N‘)Bé\'j

Customer Authorizations:

Name : QU'Q.@- mﬂa&a 2
Designation : o7y P& :E'\'QD\QK @51\0 thmkﬁ%\/
Signature : S, e ja—uw\Q'
Date : glillf 22O
sS0P & HEAD
25!{'\ f‘lSﬂstF BIOCHEWSTRY

COWLESE , |
RAL MEDICAL COLLES
LOML413736,M. JIND! | Page 17 of 17
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Ortho Clinical Diagnostics

OPERATIONAL QUALIFICATION .

For

- VITROS® 5600 INTEGRATED SYSTEM

Manufactured by:
Ortho Clinical Diagnostics, Inc., US
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Ortho Clinical Diagnostics

L. APPROVAL OF THE 0Q PROCEDURE:

Both Central Clinical Laboratory Pravara Rural Hospital and Ortho Clinical Diagnostics
are responsible for installation of VITROS® 5600 Immunodiagnostic System bearing Sr. No
J5600-0703 in Central Clinical Laboratory, Pravara Rural Hospital as per the attached

protocol.
Protocol Performed By: Ortho Clinical Diagnostics Representatii/é ‘ ¢
| - 22
Name . Rathod Vijaykumar . Signaturd
Designation ' : Temritory Manager T B odigrieis T T T
Company : Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name :I Yo kN H@}—m% | Sigﬁature:

Designation : ARgo. Pk Date: O 07l 491 %
Department DY C}}%ﬂ’);&w - -

Name ey %P\Q@M 2.9 . Signature:W
Designation  Ze . Lol Tey MO oy Dae o o) s
Department

Customer Authorizations:

Name &3 UUV%Q‘L =

Designation: PO+ & Hea ] &%Q}w%mi%\f

Signature Sudedn

.Date | : th)t-b Q’:T—F 2019
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RURAL MEDICAL COLLESE . bace 3 0123
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Ortho Clinical Diagnostics

I1. INSTRUCTIONS:

1. This document is to be completed at the time the system is- installed to its location and set
up for operation. ' -

2. Anauthorized Ortho Clinical Diagnostics representative will check the system and enter
" the specific data as outlined in the appropriate Installation Qualification. - '

v S Baipioyees of Central Clindeal Laboratory Pravara Rural Hospital wilt verify edch isult -
and sign in the each page. The member of the validation team will carry out this
procedure. -

4. ALL deviations from nermal speéiﬁcation during instailation. will be noted under
COMMENTS. All resolution to such problems will also be noted in the COMMENTS
section. Additional space is provided at the end of this protocol for the same,
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Ortho Clinical Diagnostics

SCOPE

This Operational Qualification protocol will be performed on the VITROS® 5600 Integrated
System, bearing = Sr. No. :;TF)EUD Ocmrz) located at  Department of
Aiochen .

This protocol will defiie the documentation that will be used to evaluate the instrument’s
opetational check in accordance with the manufacturer’s specifications and intended use.
Successful completion of this protocol will verify that the instrument identified has been operated
in accordance with the intended usage.

Operational checks will also be performed to verify that the Instrument has been operated with
proper information / sequence and utilities.

Trained, knowledgeable personnel will perform operational Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated and the appropriate course of action
determined. All documents will be initialed and dated.

Page 5 0f 23




B

Ortho Clinical Diagnostics

OPERATIONAL QUALIFICATION:

Instrument Identification

1. Model Name

2. Serial Number

Verified Date

VITROS® 5600 Integrated System ;2/0{ & ! 13

Jo600 005 20 16|18

Following is a list of tests to be performed and verified:

'TNe:t Test Name Test purpose Initial / Date

01 S}’Steﬂ_l centers To make the operator to identify the 2 [ The
Overview instrument subsystem. _

02 | Start up & Shutdown To rr'lake the equipment ready for ;\I ;}l 18

operation. :

03 User Inter Face Different functionality of software utility | _ .
Overview available for the operator interaction, 2 F’ ]1 &
Sample programming | To process samples either by manual

04 | and Analysis assigning or through LIS. > I:} [\3

05 Per_form.ing To calibrate the system for every new lot 1 :
Calibration of assay or after calibration expiry. z l L l 8

* | Maintenance & To perform maintenance process to keep p

06 . 2913
System clean the system operating properly.

07 Reagent Management | To update & monitor the status of 9
& supply reagents required for assay processing. ]71’}\3
Performing  Quality To confirm that systems, reagents and

08 | control consumables are acceptable and working 5] g ] \&

within specifications for each assay used

09 Result Review To review the processed results in the 3 |" } 19

system.

10 Result Intelhcheck. To check the Intellicheck function of the 5]? \ 13

system.
Option &
11 | Configuration '3;(:1 usiizgeltllze system as per Laboratory Al'\q h%
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Tesf: 1

Purpose

Reference

Ortho Clinical Diagnostics

: System Hardware Overview
: To make the operator to identify the instrument subsystemn.

: Operator Reference Guide - Pages 4-1 to 4-5

Summary:

For better understanding purpose, Instrument has been divided into several parts according to its operation
mode, so we call this partition as centers. And those centers are named as mention below.

Proceduare:

This will list the available system centers in the instrument and its subsystem contend to operator
understanding. The operator has to overview the Service V-Docs to get an idea about the system centers
overview. '

s Sampling Centers
o Sample Supply
o Primary Tip sealer
© Micro sensor subsystem
L Micro Immunoassay Center
o Micro Immunoassay Metering & Reagent Metering
o Micro Immunoassay Versa Tip Ring
o Micro Well Incubator

¢ Micro Well Wash Assembly

0

o

Signal Reagent Assembly

Luminometer

Command Center

o Master Computer & Monitor
o Keyboard & Touch system

¢ System Frame and Cabinetry
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Test: 2
Purpose
Reference

Summary:

Ortho Clinical Diagnostics
: Starting Up and Shutting Down
: To make the instrument ‘READY” for operation

: Operator Reference Guide - Pages 3-0 to 3-25

Instrument will check status of different parts of the instrument automatically after booting up to system
status screen; if there is an error code posted, initialize the system and follow corrective action instructions

provided for the error code.

Procedure:

Starting Up the System

Check the room temperature and switch on the Air Conditioner.

Check the UPS.

Switch on the Printer & Load the paper. '

Switch on the VITROS® 5600 Integrated System by lift the main switch up and hold it
for about 5 sec.

Wait for the instrument to get ready after initialization.

The machine is ready for next step if it displays “READY™ on the status console.

If not, initialize by pressing the initialize button on the error code screen.

Follow the instructions provided for the error codes.

Shutting Down the system

Touch Shutdown in the main menu.
Press “Y/N’ to continue the shutdown process.
Desire normal shutdown or final shutdown and then select desired menu.

If, you selected Final Shutdown, press the RESET button to restart the instrument, or
press the Main power switch down to make it OFF.

Observation

System status console shows “Ready”. Remarks Initial/Date

Instrument is ready for operation
Pass , Q\ fﬂ ¥
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' Ortho Clinical Diagnostics

Test: 3 ' : User Interface Overview .

Purpose : To make the operator to understand the system screens.
Reference : Operator Reference Guide - Pages 6-0 to 6-12
Summary:

The System status screen will make the operator to understand of different functionality of software utility
available for the operator. This will helps operator to check system status as well as to instruct any
commands to the system for required operation.

Procedure:

o
S i
o e Ty

‘ The above (as shown in the Previous Page) picture is actual system software screen and the number
in the blue circle is to identify the several functionality of the software icons designed for the operator to
- interact with the system. We call these software icon as mentioned below .,
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1. Status Line
2. Status Console
3, Function Screen

4. Prompt Line

Ortho Clinical Diagnostics

5. Time, Date and Version Display

6. Status Indicato;s
7. Process Buttons

Test: 4

V% Purpose

Reference

Summary:

: Sample programming and Analysis

: To program and process the samples

: Operator Reference Guide (pages 9-1 to 9-13)

The operator can process assay by assigning program manually in the
Universal Sample tray in ‘Sample Program’ menu or they can download sample program through ‘LIS’. -
Sample programming is the process of selecting assays and programming characteristics for samples. The
system uses the sample program to meter appropriate sample and select the right reagent for the assay,

process and then report results with the correct identification.

Procedure:
Sr. . . Remarks Done By
No. Activity Observation Pass / Fail Date
01 | Sample Programming Desire the sample Programming
methods & Overview method. s |99 |20
02 | Loading and Processing of Tray cover opened and samples
samples loaded in sample tray placed in Pas &]Q i%.lg
sample supply.
03 | Programming samples Sample program assigned for
selected tray. PMb 5\ + l 201
04 | Processing samples Samples are processed
automatically by the system. s 4|4 2018
05 { Unloading the samples Tray cover opened and processed
| sample tray unloaded. Pans Y ’&}%18
06 | Viewing samples in process Sample under process are
displayed on the ‘View Sample Pos 3 4 \q ’ 2018
Status’ Screen.
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Ortho Clinical DiagnoStics

Test: 5 : Performing Calibration

Purpose ~ ¢ To calibrate the system for every new lot of assay

Reference : Operator Reference Guide (pages 10-1 to 10-9)

Summary: The system requires its own calibration for every individual assay to
measure the analytic concentration as well as to accept reagent pack status ready for processing. Assay
calibration is a process that relates the response of the system to analyte concentration or activities.
Calibration is performed periodically to adjust for changes in the system, assay protocols, or assay reagent
lots. .

The system requires calibration for individual assays when;
+ A new assay is uploaded to the system
» The calibration expires (up to 28 days after it is processed, depending on

the assay; refer to the package insert for expiration information)
* An assay reagent lot number changes
~* Government regulations specified
» An assay’s protocol changes
You also may need to perform calibration when:
* Certain service procedures are performed
* Quality control performance is out of range
Procedure:
S Remarks | Done By
No. Activity Observation
' Pass / Fail Date
01 | Load New ADD via CD or | Calibrator identified and
Downloaded file (New Gen | updated for protocol & master o
Lot, Protocol , reagent lot calibration data. f% \@cwk
calibration , Diluents lot
information). g’\? ‘%' 8
Preparing calibrators. Calibrators are ready for
processing. _ Voo 3\3 )%\ ¢
03 | Performing Calibration with | System recognizes the barcode
Bar code label. and processing the calibration Pam 2% 9 ( mE
automatically.
04 | Performing Calibration with | In the sample programming, the
- | Sample processing screen. calibration program is assigned
and processed the calibration ?0"*5 \%l ﬂ%l §
assigned for each assay.
05 | Calibration report. Calibration completed s
successfully. Report printed. f b\}? )%\ﬁ
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Ortho Clinical Diagnostics

Test: 6 : Maintenance & System Clean

Purpose : Clean appropriate modules to maintain Accuracy and precision.
Reference A : Operator Reference Guide 16-13 to 16-17

Summary:

" Maintenance procedures are tasks that are performed to keep the system operating properly.
Maintenance protocols to be performed according to the recommended schedule (daily, weekly, monthly,
or as required). Ensure that we need to use 70% Isopropyl alcohol to disinfect the appropriate module to
keep cleanliness and maintain the accuracy & precision.

The Maintenance is classified into four-category ie.,
1. Daily Maintenance
2. Weekly Maintenance
3. Monthly Maintenance
4. As required Maintenance

Daily Maintenance: Pages from 16-14 to 16-15

Observation ‘ Remarks | Done By

Sr. : Activity

No. Pass/Fail | Date

01 { Perform Metering Maintenance Metering Maintenance f)% A_,l:)lt 3
Performed

02 | Empty Solid and Liquid waste | Solid & Liquid waste Rsr zﬂﬂ“g
container containers are emptied.

03 | Remove outdated or empty reagent | Outdated empty  Reagent
packs, Signal Reagent packs and | packs, SR packs and UWR P% L[\q“ g
Universal Wash Buffer bottles are removed &

discarded.
04 | Inspect sample trays and adaptors Sample Trays are cleaned. Fouss b’}q t 18
05 | Clean the SR Probe assembly SR Probes are cleaned. fous "11?! 18

06 | Load required reagent packs, Signal | All the required reagent packs
Reagent pack and Universal Wash | are loaded and updated in the P Lﬂ:}] ¥

Buffer. system as required.
07 | Run Q.C fluids Q.C samples are processed | [aw? /4\?,\3
‘ successfully.
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Ortho Clinical Diagnostics

Weekly Maintenance: Pages from 16-15 to 16-16

Observation Remarks | Done By
Sr. Activity
No. Pass/Fail | Date
01 | Clean the Micro well Incubator. Micro well incubator — Inner
ring, outer ring, middle ring, 5@\\8
shuttle weight, drop holes, ?ab <
Luminometer FOB, Wash
reagent and signal reagent
probes are cleaned.
Clean the Primary tip sealer. Primary Tip Sealer cleaned. PQMS s \3\\8
Clean the Secondary Tip Sealer. Secondary Tip Sealer cleaned. s 6];}\13
04 | Clean the Sample Supply and Cap | Cap Retainer & Sample Pus ‘5\;!1? 3
Retainer. Supply cleaned.
05 | Clean the Touch Screen Monitor & | Touch Screen Monitor & Key Poqgj 5]%‘ i&
Keyboard. board Clean Done.
06 |Run the maintenance Pack for | Maintenance pack is loaded; Cans é\qlw
Subsystem cleaning. subsystem  cleaning  done _
automatically by the system.
oy P> | s{A1®
07 | Run QC Fluids Q.C Processed successfully.
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Ortho Cinical Diagnostics

Monthly Maintenance: Pages from 16-15 to 16-16

Filter.

computer Air Filter.

Observation Remarks | Done By
Sr. Activity
No. Pass/Fail | Date
01 |Clean Micro semsor Cover & |Micro Sensor Cover. & Ring | foas Q\?[l g
Ring Area. : Surface cleaned. ‘
02 | Inspect/Clean Micro Immuno | Micro Immuno Assay Reagent
Assay reagent Supply top Cover. | Supply top Cover Inspected and Ko
gl 7\18
' Cleaned.
Clean VITROS Versa Tip supply | Versa tip Supply Registration Rail Ok \,& hg
Registration Rail. cleaned. &
04 | Inspect Reagent cooler filter for | Reagent cooler filter removed &
cleanliness. cleaned. s . \((-} h‘g
05 | Replace  Vapors  adsorption | Every two months once, VAC Pas 'E’lqhg
cartridge for every two months. replaced.
06 |Make a backup of Q.C,|Backup of QC, Calibration and s é\;‘,l 13
Calibration and Cenfiguration. Configuration made successfully. '
07 | Inspect / Clean Master Computer | Inspected and Cleaned Master | Peed? L!Q‘ (&
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Ortho Clinical Diagnostics

Test: 7 : Managing reagents Inventory and Supply

Purpose : To Maintain & monitor the status of reagents or supply required for assay
processing.

Reference : Operator Reference Guide (pages 15-1 to 15-7 )

Summary: . The Reagent Management feature enables you to review current inventory

Information for the reagents loaded on the system. Using this function, you can load and unload reagents
as necessary. To maintain the required reagents in the system for processing, the operator should review
the Reagent management screen.

Procedure:

.. . Remarks | Done By
‘ Activity Observation Pass/Fail | Date .
01 | Review the reagent inventory | The reagent inventory for the _
to plan for the day. day plafned. ?&M S ] (’H ’ .
02 | Loading of Reagent Pack Required Reagent Packs Joaded
automatically automatically by software Pars 3 1 3 ‘ \8
request. ,
03 | Loading of Reagent Pack Requested Lot Information fed
with help of Manual Lot and the reagent pack loaded. Qs 5 \ﬂ—l 18
. { Entry button. '
04 | Loading of Signal Reagent SR Pack loaded in position 1 & 2 BW 18
automatically. and accepted by barcode reading. (i
05 | Loading of Signal Reagent SR packs information fed and
with Minual Egad But%on. loacfing done. Pans 5'\8 \]5
06 | Loading of Universal Wash UWR buffer loading done
Buffer "c’nrough Load supply Software Pa'b; 18 s P ] 18
N , icons.
\1) 07 | Unloading of Reagents The entire Empty & expired 18
i reagents packs are unloaded by Fars 3 \ 7l
Load/Unload software icons.
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Ortho Clinical Diagnostics

Test: 8 : Performing Quality control

Purpose : Quality Control (QC) is important in. determining the performance and accuracy of the system.
To perform Quality Control, QC materials are run with either known, or unknown values along with
patient samples to determine whether the system is functioning within the established ranges for your lab.

Reference : Operator Reference Guide (Pages 9-6 to 9-8)
Summary: Performing quality control procedures is an important part of using or maintaining the
system. This section explains:
' * When you should perform quality control

: + How to choose a control fluid
The recommended frequency for processing quality control fluids is once in every 24 hours. However, the
frequency with which you perform quality control procedures may vary, depending on the requirements
and regulations for processing control fluids by your national, state, provincial, and local governments.

Quality control procedures within your own Laboratory may also require a different frequency. You
should also perform quality control procedures when:
* Assays have been calibrated _
* Certain service procedures are performed, other than routine maintenance
Procedure:
Sr. . . -, Remarks | Done By
No. Activity Observation Pass / Fail Date
01 | Choosing the Control Required control fluid identified.
fluid | Pass | 4|3
02 | Preparing Liquid or | Control fluid prepared and ready for
Lyophilized control fluids | processing. fou 4 ]';) 15
03 | Creating QC file. Q.C file created for assay in the
: system according to control fluid. Fons . LI\? 11%
gj) 04 | Process QC samples QC samples are programmed in the
sample programming window and
the QC samples are loaded and Yess Lll 3‘ 18
processed automatically _
05 | Review Q.C result. Processed Q.C results are reviewed
- and found satisfactory. Fast 4 !6'[ 18
06 | Display & printing graph. | Q.C graph reviewed and printed. O’ 11 ]ﬂ 113
07 II\{/Ianagmg Quality control | Required reports printed and filed. Pass 4 M k \2
eports
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Test: 9
Purpose
Reference

Summary:

Ortho Clinical Diagnostics

: Result Review,

: To review the processed results in the system.

: Operator Reference Guide (Pages 11-1 to 11-6)

The Results Review function helps to evaluate result records for patient and

quality control samples. The results will be displayed along with the Reagents Lot information, Dilution
information & if there is any error codes or Flags.
Result records contain the data generated by the system when assays are processed. The system can
store up to 25,000 result records. When this limit is reached, new result records overwrite the oldest
records. The system permanently deletes the overwritten records from computer memory.

Procedure:

.. . Remarks Done By
Activity Observatwn Pass / Fail Date
Update List. Sample under process status
displayed with all information. Fous 5 } ;}\ 13
Monitoring Results. Completed Recent Assay Results )
displayed on the screen. ks & '3 \ 18
| Filter Results. Processed Assay Results displayed
‘ as per the selected criteria. rol “9‘ 7 l’g
04 | Edit Patient Data User can Edit/Add Patient : _
- Demography information, but the PU§ 2 \ ;}\ 1 &
Patient ID will remain same.
05 | Retrieving and Reviewing | Archived Results are updated
Archive Results by Set successfully in the CD/Pen Drive. 3]? 18
Report Status. '| The same Retrieved from the Pons ‘
CD/Pen Drive.
06 | Managing Reports by Set Required Reports got printed and
Report Status. filed. foxs ‘%)?] 1,5
Integrated Codes and Flags | Reported Codes and Flags are
referred in Flags and Code chart. Yo ﬁ)?\ ¢
Necessary corrective action taken.
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Ortho Clinical Diagnostics

- Test: 10 : Result Intellicheck.
Purpose : To check the Integrity of Performed assays.

Reference  : Operator Reference Guide (Pages 11-8 to 11-9).

Summary:  The Result Intellicheck screen to view Intellicheck Technology
Verifications performed for each sample and assay processed. For the selected result record, you can view
verification data and detected exceptions for each analyte.

Example:
e To Analyze Intelli Report, select the.sample ID listed on result review screen.
s On Review results screen, touch the ‘Result Inteflicheck’ Icon.

¢ Result Intellicheck report comes on the screen.

¢ Check the parameters of Sample Metering, Sample + Reagent volume, Signal reagent volume and
well wash verification for their acceptance.

- o Take print of the Result intellicheck report.

Acceptance criteria:

Sr. - ' . Remarks Done By
No. Parameter Acceptance limit ‘
Pass / Fail Date
01 Sample Metering Against all the parameters,
¢ Clot “No” should be displayed _
¢ Bubble on screen fw;f, 4 )?{ 214
e Short sample - '
e Viscosity
o Thin layer of fluid
Reagent Metering No Exception.
Sample +  Reagent | Range: 12700 — 19000 Yass 4 ] g }’2@18
volume
Signal Reagent No Exception ‘ '
Range: 17500 — 22800 P> kDY
04 Well wash verification No Exception
bl
Range: 21300 — 25000 Y 4|7 | 2018
05 Luminometer ~ No Exception b5
Self calibration ¥ 4] [208
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Ortho Clinical Diagnostics

Test: 9

Purpose

: Option & Configuration
: To setup the system as per laboratory requirement

Reference  : Operator Guide (Pages 11-8 to 11-14)
Summary:  The Options & Configuration function provides many features for customizing your VITROS®
5600 Integrated System. It is organized into three main groups:

» Configure Analyte Data & Review/Edit Calibration Data

* System Setup

* System Services
Selections within these groups allow you to customize analyte parameters, review calibration data, perform user
calibrations, configure and set system parameters, review usage inventory, configure e-Connectivity® and
network device parameters, configure printer, laboratory computer and auxiliary ports, perform backup for
quality control, calibration and configuration files and perform an archive procedure for result records.

Procedure:
Sr. : . . Remarks Done By
No. Activity Observation Pass / Fail Date
01 | Configure Assays Analyte parameters are configured
as desired by laboratory. po>s £ 1?—] '8
02 | Review / Edit Calibration Calibration data updated. lalg
Data S lﬂ' !
03 | Configure System Setup Required subsystem configuration
is done successfully. fobs & l 7 ]18
04 | Configure Subsystem Setup | The required subsystem can be
' disabled / deactivated as per needs. Pasd 6lals
05 | Configure Report Control System report parameter has set for _
printer & LIS. | Yoxs <718
06 | Configure Communication | System interface protocol set for
Laboratory Information System _
(LIS), Ethernet and e- foxs € l :/\ 8
. Connectivity® communications,
Configure Demography Global demographic attributes to be
: used when configuring age, sex,
and normal ranges for specific Fars C“ 7 ? '8
assay/body fluids is defined.
08 | System Services Shall be performed and reviewed
I.Datalogger as & when required.
2 Perform Backup Past Q,] Ff‘ 18
3.Usage Counters
4.0Option Summary
5.Load System Data
Page 19 of 23
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Ortho Clinical Diagnostics
V. Operational procedure:
a. Certificate of Training
1. Technician Training

This certifies that the technicians have received basic user training in the following categories
for the system described in this Operational Qualification.

Mr.Vijaykumar Rathod , Territory Manager from Ortho Clinical Diagnostics has conducted
the training. '

Sr.
No.

1. | Instrument Setup

Training program Initials Date

2. | System Operation -

3. | Basic trouble shooting and Maintenance .

2. Operator Training

The users responsible for the operation of this equipment have been trained in the proper usage of the
- system. Training focused on the basic operation and maintenance of the system.

Sr.
No.

Operators Department Initials Date
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b. Customer SOP / Manuals:

Ortho Clinical Diagnostics

Title Number Version Verified by Date
Vitros 5600 " . ,
Integrated System \M"W}/ 9‘\ J \%W
Reference Guide
Microslide '
Instruction for use Vitan | 2lal 218
Manual J Né/ -7 t% [
Microtip Chemistry
Instruction For Use A 7|20\
Manual t_) @3/ ]?{ \
Micro Well ] l ) 3
Instruction For Use Vi 9\ 20
Manual J EUE}/ '
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Ortho Clinical Diagnostics

VI. COMMENTS:

Deviation:

Impact On Operation:

Corrective Action:

Page 22 of 23




Ortho Clinical Diagnostics

IX. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all
criteria outlined in.this Installation Qualification Protocol, or exceptional conditions have
been identified and documentation included. Exceptional conditions, if any, have been /
not been addressed. The system is ready for Operation Qualification.

Protocol Performed By: Ortho Clinical Diagnostics Repreééntative | g ‘
Name .1 Rarhod Vijaykumar S Signature:

Date: 07/07/2018

D T AR A e e

.Designation - Territory Manager

S Rt L

' Company ¢ Ortho Clinical Diagndétics

Ty eI A e e e T R e R 0

Validation Team from C.entral- Clinical Laboratory, Pravara Rural Hospital:

Name : TO K‘ N W@@‘ v Signature
‘ Desighation : P’;Sc"fb : m'@ : - Date: O Q)',q_{) 0 T

epermen BRI |
Name A T (R %JP’\OQ\DCLC 3 G Signature : W
_ Designation . Se. L&D) Teoh N2y oA Date: o7 O %0
Dl o Bidchemisg)

Customer Authorizations:
Name . Bs gﬂjﬂ!@'@‘l iy :
Designation : M? - <= Hﬁ@\ﬂl’ %%Qb%\%«f

Signature - S Tyl
pae ;& 03] aop
I pRQFESSOP & HEAD

DEPARTMENT OF BIOCHEMISTRY

RURAL MEDICAL COLLEGE .
IL.,ES,MI,-413736.-;M.S,):NDK . + Page230f23
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For
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Ortho Clinical Diagnostics .

L APPROVAL OF THE IQ PROCEDURE
Both Central Chmcal Laboratory Pravara Rural Hospital and Ortho Clmlcal Dragnostlcs

are responsible for installation of VITROS® 5600 Immunodiagnostic System bearlng Sr. No
J5600-0703 in Central Clinical Laboratory, Pravara Rural Hospital as per the attached

protocol

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name -~ : Mitesh Shah : o Signature: i? : R

R B e AT B TN e L i, SR A P R e R B e WS PR S P TY R AR ot it
Deswnatlon : Sr Zonal Manaoer . : Date: 23/06/2018

Company : Ortho Clinical Diagnostics -

Vahdatlon Team from Central Chmcal Laboratory, Pravara Rural Hosp1ta[

Name. DMy k. .N' Hrod ‘Qan wnatu%&

" Designation D Asge @—U‘C’&@Q% ‘ Date: QQJ?«QW, 1
Department : %’%M)SW )
Name D My %%GL@ e Q.R . ~ Signature :°

C-:\ Deoignation : S, LE&,Q: CT‘QQQ)# | Date - &&‘D‘&\‘}O\Q}
_Departroent : &%C}QQID’J w

Customer Authorizations:

Name R s R g R %J@—P{) Dra

Deswnation m@ T+ F—P%cﬂ &QP\"— of &BQ&)%)&N

Slcnature : 5. R L‘Tm Lc\
Datev | : %—PQG‘ &Q,%.
' PROFESSOP & HEAD

DEPAHYMENT OF BIOCHEMISTILY
R ! MEDICAL COLLEGE

LOML413736,;M.5 JINDIA Page 3 of 17




Ortho Clinical Diagnostics -

L. INSTRUCTIONS:
1. This.do.cument is to be completed at the time thé-sy‘stem_is installed to its-location and set
up for operation. : '

2. An authorized Ortho Clinical Diagnostics represeﬁtative will check the system and enter
the specific data as outlined in the appropriate Installation Qualiification.

T ‘"3‘."”‘51"1?}‘}}’&'}'{3’&3‘5‘Gf=€£‘ii'*;f‘ﬁ;j‘€’}‘iifiﬁ“&i 'L&f)ﬁi"&ibi'}""F‘i"&“i’a‘a‘i‘ﬁ'*?{iiiz&}“HOS}‘}iiia‘}‘ wiitverify eqcly résulive = s
and sign in the each page. The member of the validation team will carry out this
procedure. ' ' '

4. ALL deviations from normal- specification 'duriﬁg iﬁstallatidn will be noted under
COMMENTS. All resolution to such problems will also be noted in the COMMENTS
section. Additional space is provided at the end of this protocol for the same.

S "‘\.
il
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Ortho Clinical Diagnostics

SCOPE

This- Installation Qualification protocol will be performed on the VITROS® 5600
Immunodiagnostic System, and the Sr. No. -S582Q0FIQ2_ Jocated at

This protocol will define the documentation that will be used to evaluate the instrument’s
installation in accordance with the manufacturer’s specifications and intended use. Successful
completion of this protocol will verify that the instrument identified has been installed in -
accordance with the intended usage.

Installation checks will also be performed to verify that the Instrument has been installed with
proper connections and utilities.

Trained, knowledgeable personnel will perform Installation Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated and the appropriate course of action
determined. All documents will be initialed and dated.
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Ortho Clinical Diagnostics

ANCILLARY INFORMATION

Certification of Purchase Order Compiliance

[ certify to the best of my knowledge, the instrument VITROS®. 5600 Immunodiagnostic System

and Sr. No, 26200 F032

Verified By: ™Mitesh ¢ Shah Date:

installed on 2o /06 [20)yg.

28le6 201

Utilities .

Sr. o Verified by
No Utility & date
Environmental condition: ?/ Mitesh ¢ Shal,
1. | As per requirement (To be free from Dust, Electrical & | Yes/No
. . <2olbél2018
magnetic Interferences and free from vibration)
5 | Adequate space for installation: Y\mo Mitesh ¢.shah
" | (Length 110 inches x Width 35 inches x Height 84 inches) 20| 06law(g
Electrical Outlets: ' riresh e, shal,
Actual Voltage on site [200 Vac — 240 Vac] -
3 Electrical Input: Yes/No | =2eofoélZoly
Voltage supplied through ON LINE UPS (232Vac @ 50Hz
frequency, Earthing <2.0Vac)
Capacities: tesh L
C. shek
4 ¢ 90 samples (80 Routine positions & 10 STAT positions \}//ﬂ N ites
' are available) es/No | 2oloéf201@
e 150 Reagent Positions are available.
Temperature: i e shay
5. [15°Cto30°C Y\eﬁNo 2ol06&l20)p
15% to 75% relative humidity

Page 6 0of 17




Ortho Clinical Diagnostics

The instrument has been verified for the following:

Sr, . . Verified by
No. Verification & date
I. | Equipment is identified Y’QNO acioslzolg
2. | Manufacturer’s specifications are included Y\tho 20082019
3. | Accessories / Consumables are listed Yes/ No 20} 0&f2019
. . "
4. | Equipment manual from the manufacturer is documented Yes /No 20[opl0lQ
5 . . \/
5. | Manufacturer’s Certificate of compliance attached Yes/No 20ofoslzolg
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V ~ INSTALLATION QUALIFICATION:

A. Equipment Description

The VITROS® 5600 Integrated System is a Random access, walk away system intended for use in the in
vitro quantitative, semi-quantitative, and qualitative measurement of a variety of analytes of clinical
interest, using VITROS Chemistry Products MicroSlides, VITROS Chemistry Products MicroTip reagents
and VITROS Immunodiagnostic Products Reagents.

Instrumt;,nt Identification Verified by Date

Equipment Name | : | Automated Integrated System | Mireh C. Shaly | 20 lotlzaly
Modei | :. VITROS@ 5600 mitresh ¢ Shab| 2el0élao1g |
Manufacturer : ggtho Clinical Diagnostics, Inc., vihesh € shal, | 20l06/2018
Marketed by I(,}zflgtglinica] Diagnostics India rifreth < shab ‘ao(oelzof‘a
Serial Number : 5600 0ZO mikesh ¢.Shah mlcé.fmfﬁ
Lab Id : Ho. { mateth €, Shear)y |2 ofoglzotg
Software Name QﬁX Miredy, ¢. Shahy | 2olvelz01€
Software Version : V.3.3.4 raresp C-Shab| seloclzig

Adequate for installation:

Size (in inches) : 2(gILS:.ngth 170 x Width 83 x Height |mitech <. Skoh | 220fo6 fog
Pove | 1600WQ 0Kz of 220Vee ey i | matcotate
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B. Accessories/Consumables

The following accessories were supplied with the instrument. Check (¥) ‘verified by’ in case they

are found to be in order.

Description Quantity § Verified Date
User Training Manﬁai . v 2.0/ 06]2018
Application Software-Revelation 1 \/ aofoslog
Universal Sample Tray 9 et sofegizolR
Backup DVD R/w _ 3 " I a2olosharg
Printer Cable I v 20lo 62018
Printer Software 1 \/’ op |oé)iolp
Power Cords 3 — 20/06]2018
Printer 1 v | a0l 062018
Air filter 1 w7 sw {osl=018
Waste can 5L L P o]0 [2vip

C. List of Manuals :

Ortho Clinical Diagnostics has supplied following manual.
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D. Maintenance :

The instrument listed within this document will be placed under the control -of the purchasing
institution with respect to proper maintenance procedures as detailed in the Training and Reference

Guide. The maintenance procedures will be filed separately.

A trained analyst using the manuals provided with the instrumentation can perform simple
maintenance. Upon expiration of the warranty period Johnson and Johnson Ltd offers several levels
of Maintenance Agreements and Performance Testing services to assist you in maintaining
GLP/GMP compliance. Contacting your local representative and requesting the additional Service

Agreement can supply additional information.
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VI. INSTALLATION PROCEDURE
| (The following steps Performed at the time of original installation at the initial location)
1. Locating & unpacking the instrument.
2. Reaffix/verify the circuits boards & CPU
3. Norhinal Line voltage frequen;:y selection of transformer.
4. Load Supply & Power ON the system.

5. System Configuration.

6. Systems Tests & Adjustments.
7. Subsystems Performance Verification & calibration
8. Setting and installing printer.

The Above mentioned steps has completed successfully by trained field Engineer as described below.

VI.1 Locating & unpacking the VITROS® 5600 instrument:

(\ServicePublications\5600\5600Service\J32845 Unpack-Install_Intact\J32845.pdf)

o Check the Tip & Tell Label.

* Verify the serial no / J number of the system match those indented for delivery.

¢ Piace the pallet in a position with a minimum of 7 m (24 ft.) of clearance in front of the end with the
LABELS
* Remove the STRAPPING and the RAMPS from the pallet..
» Assemble the 2 piece RAMP and hok the RAMPS to the end of the pallet
* Move the system down the ramps. Do the same for the second half of the system.
¢ Place the instrument in the lab leveled floor,
e Join the two halves of the system as per manufacturer’s instructions.
¢ Remove the packing material from
s VERSATIP supply carousel

» Under side of sample supply cover
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- o SR metering Nozzle
. Wel! Wash Nozzles
; Beneath SR Pumps
¢ Luminometer & Micro ImmunoAssay VERSATIP ring
» Supply 4 load doors & Reagent Well shuttle
® SR carousel
* Remove the wire Tie, tape & Foam from UIA REAGENT METERING ARM.
¢ Remove the moisture separators behind the compressor installed on it bracket,

» Remove the Foam supporting from the compressor.

VI.2 Reaffix/verify the circuits boards & CPU:

(\ServicePublications\5600\5600Service\J32845_Unpack-Install_Intact\J32845.pdf)

» Open the right side front door and open the card rack metal cover.

¢ Remove the RC labeled DSP boards and reaffix it back.

e Open the right side rear panel and open the card rack metal cover.
e Remove the UC labeled DSP boards and reaffix it back.
¢ Open the Middle front door and open the CPU top cover & verify the boards.

VL3 Nominal Line voltage / frequency selection of transformer:

(\ServicePublications\5600\5600Service\J32845_Unpack-Install_Intact\J32845.pdf)

e Connect the Primary T2 H6 on Label no H6 for 0Vac.

¢ Connect the Primary T2 _H# on labél no H2 for 230Vac.

¢ Connect the Secondary T2_X1 on label no X1 for 230Vac.

¢ Connect the Secondary T2 X# on label no X2 for 200Vac.

e Connect the Secondary T2_X3 & T2 X3 on label no X3 for 0Vac.

V1.4 Load Supply & Power ON the system:

(\ServicePublications\5600\5600Service\J 32845mUnpack-InstalI_Intact\]32845.pdf)
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e VersaTip & Sample Trays.

e Signal Reagent & Universal Reagent.

o Check the supply and Earthing voltage.
¢ Switch ON the Instrument.

VL5 System Configuration.: (6902906 3600-RefGd_Ltr-EN.pdf)

Click on Set Access Level from Status Menu and type password
Option -> Configure System ->

¢ Configure Current Date & Time:

Select the format and set the Date and Time,

e Configure System Name & J Number
Enter the System Name & J number.

¢ Configure the Screen Saver

Set the Screen saver delay time.
¢ Configure the Site Temperature

Set the site temperature tolerance for the nominal site temperature.

Status -> Diagnostics -> Select the required task

e Touch Screen Calibration:

Touch “Calibrate Touch screen” at the bottom of the DIAGNOSTICS Menu.

Touch center of the target appear on the screen.

When you have finished, touch “Save Calibration”
¢ Country Code Selection:
Touch “Diagnostics” then Select “V-Docs”

Press [Alt] and [S] to Access the service Scripts.
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Select “Cdnﬁgure Country Code”

Select the appropriate country from the Liét.

Select “ Set country code”

Touch “Return®,

Touch “Shut Down”, Configure the Language from the System Menu button.

Touch “Final Shutdown”. Then reset the system.

VL6 System Tests and Adjus_tments: (\6902906_3600-RefGd_Ltr-EN.pdf)

Adjustments are diagnostic functions used to fine-tune or define various system Parameters to _
ensure proper system performance. With the exception of the IRS Calibration, all other adjustments are
available only to trained service personnel.

¢ Microlmmunnoassay (LIA) Metering
e MicroSensor

* MicroWell Reagent Metering |

e MicroWell Wash Metering

e Signal Reagent Metering

¢ Luminometer

¢ Scrap Run

VL.7 Subsystems Performance Verification & Calibration : (\.6902906 3600-RefGd_Ltr-EN.pdfpdf)

*  Well Wash Dispense & Aspiration Calibration.
¢ Signal reagent Dispense calibration.

o 30PSI & 10PSI calibration.

s Soak Volume Verification

e [RS Calibration

VI.8 Setting and installing printer: (\.6902906_3600-RefGd_Ltr-EN.pdf)

e Remove the Packing material form the printer and assemble the accessories.
o Connect the USB cable and Switch ON the Printer.

e Set ‘report control and print the test page.
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VII. Installation Report :

Ortho Ciinical Diagnostics

Activity . Observation Remarks Verified By /
' Date
Mitesh €. Shah
Locating &  unpacking  the | Instrument was located and Ok
instrument. unpacked 21loel2ol?

Reaffix/verify the circuits boards &
CPU

Mmitresh <. Shah

Reaffixed/verified the circuits [ Ok
24 |oslorg

boards & CPU

‘Nominal Line voltage frequency
selection of transformer,

Mhesh €. shah

Nominal Line voltage | Ok
- {pe]01R

frequency was sated.

Load Supply & Power ON the Supply Loaded & Powered ON | Ok miredh ¢ shah
system. .| the system, ' 21 [o¢ [2018
. Mitesh <. shahyy
System Configuration. System was configured as per | Ok I
. 2% [06 [20)p
the requirement,
. . Mitesh C. shal,
System Tests and Adjustments System Tested and | Ok 2\l oglaoig

Adjustments done.

Mitesh < shahy

Sub‘syste{ns Performance | Subsystems Performance | Ok 2¢]06)2013
=™ Verification & calibration Verified & calibrated
successfully,
. o . ) . Mitesh €. shah
Setting and ms.tailmg printer Printer was installed and| Ok 21]06 /20

connected to the system.
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VIiII. COMMENTS:

Deviation:

NA

Impact On Operation:
~NA

Corrective Action;

NA

Ortho Clinical Diagnostics
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IX. SYSTEM CERTIFICATION
Study data has determined that the system described in this: document either meets all
criteria outlined in this Installation Qualification Protocol, or exceptional conditions have
been identified and documentation included. Exceptional conditions, if any, have been /

not been addressed. The system is ready for Operation Qualification.
~ Protocol Performed By: Ortho Clinical Diagnostics Representative

Name 1 Mitesh Shah : , Signature;

. _
coeStignation . St ZonalManager o oo Date:23/062018. |
Company ~ : Ortho Clinical Diagnostics '

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

lName ' S o I I N B HQ‘H:QB"" o signatureM B

Designation ARG ??TB“RJ:@'W - Date: L%'fm '&Q’JVQ\

Department : Btochem '\s_dr«f - | -
Name . VT@ . %% I\ M Q. q ) Signature : W
Designation s L—@.»Q) T{Q‘hpftjb;\ . o Date : ﬂ%PQ)ﬁ ] cS\Mq

Department : %{%Q}pw\g‘\rj |

Customer Authorizations:

Name By S TQJ'@‘EQ S
Desi'gnatio‘n: PGEE: B ‘\E‘ )t‘\tQQ\Op %R)Cb%!]&w

“Signature S. ™ Jo g

Date : [ PROFESSOP & HEAD _
DEPARTMENT OF BIGCHEMISTRY
~RURAL MEDICAL COLLESE
A OM-413736,{M.S YNDA
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PERFORMANCE QUALIFICATION

For

B
£}

13
2~

VITROS® 5600 INTEGRATED SYSTEM

VITROS 55800

IrMsegrated

Manufactured by:
|

Ortho Clinical Diagnostics,|Inc., US
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Ortho _\CHﬁicaI Diagnostics

L APPROVAL OF THE PQ PROCEDURE: '
Both Central Clinical Laboratory Pravara Rural Hospltal and Ortho Clinical Dlagnostlcs

are responsible for installation of VITROS® 5600 Immunodlacnos’cxc System bearing Sr. No
J5600-0703 in Central Clinical Laboratory, Pravara Rural Hospital as per the attached

protocol. . o _
- Protocol Performed By: Ortho Clinical Diagnostics Repre_éentatiV_e : C%;
- Name - Rathod Vijaykumar . Signature: :
Designation " “Territory Manager 7 Dater 707018 T
- Company "t Ortho Clinical Diagnostics

Validation Team from Central Clinical Laboratory, Pravara Rural Hospital:

Name : V‘\’b YeoN HQJ‘—M’QY ' SignatureM

DeSigﬂaﬁdn . oo Hg}gb m% | .. Date: @;‘-‘P Qq_/P 8.6 \‘I‘
| Department . Rio oo \5(53’7?
Name Mo @S?'\ oW VYT KK - Signature :

.:éj)

.Designation . S€. LQ\/QD‘ TQOAP\ » Date : OHQ:}—I\M\Z}’
_Department_ _ : %‘TOQ)’W%B%

Customer Authorizations:

Name s SRR N X TQ\'@‘DQ Se.
Deswnaﬂon m@ - HM %\‘DC}) Q)fﬂg

Signature : Sond T ogla

Date : Q;H)Q:H 049

| BROFESSOP 2 HEAD
bEPAm HENT OF BIOCHEMISTRY
RURAL MEDICAL COLLEGE o
LOMI-413736,{M.S.)INDLA ‘ Page 3 of 13
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II. INSTRUCTIONS:

- This dotument is to be compieted at the time the system is mstalled to 1ts locatlon and set

up for operatlon I . _ o

An authorlzed Ortho Clinical Dlagnostlcs representaﬂve will check the systern and enter
the specific data as outlined in the appropnate Installatlon Quailf cation. '

oty r‘pmhu ai-\_,:m‘i eal J.,awimary ruimm. Rmal u.G::px‘L'ai Wwill vulu} ‘each resuit

nadd ‘.‘J'\—‘vu \..}. S

and sign in the each page. The member of the vahdatlon team Wlll carry out this

' procedure

ALL dev1at10ns from normal specification during mstallatxon W!ll be noted under

COMMENTS. - All resolution to such problems will also be noted in the COMMENTS

* section.” Additional space is prowded at the end of this protocol for the same..

Page 4 of 13




Ortho Clinical Diagnostics

SCOPE

This Performance Qualiﬁcatiorénprotocol will be performed on the VITROS® 5600 Integrated
System, and the Sr. No. TBEI0IYD Jocated at

This protocol will define the documentation that will be used to evaluate the instrument’s
performance check in accordance with the manufacturer’s specifications and intended use.
Successful completion of this protocol will verify that the instrument identified has been
performed in accordance with the intended usage.

Performance checks will also be performed to verify that the Instrument has been operated with
proper information/sequence and utilities.

‘Trained, knowledgeable personnel will perform Performance Qualification studies.

Any exceptional conditions encountered during the qualification studies will be identified for
review. Exceptional conditions will be investigated and the appropriate course of action
determined. All documents will be initialed and dated.
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IV. PERFORMANCE QUALIFICATION

Ortho Clinical Diagnostics

. A. Instrument Identification Verified Date
1. Model Name VITROS 5600 g ‘ 7 | 201%
2. Serial Number Jbec00 0% 9:{% !%1 ¥

B. Following is a list of tests to be performed and verified:

Sr.No Test Name Test Purpose Initial / Date
01 To see the performance of quality
QC Run control material on the equipmenton | 9 1 3’) 2018

selected assay parameters as per the
specifications given '

02

Accuracy Study

To compare the obtained value with
true values of processed control.

9@|%l2018

03

Precision Study

To check the precision performance of g7 / :TL, 2016
the equipment
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C. Performance Testing:

Test 1

Test Name : QC Run

Purpose : To see the performance of quality control material on
: the equipment as per the specifications given

Method : ' : Microslide — Rate Chemistry & Endpoint Chemistry

Microslide — Potentiometric Chemistry;
Microslide — Immunorate Chemsitry;

Microtip Chemistry

Microsensor Chemistry

Microwell - Chemiluminescence Immunoassay

Analysis of controls:

~ Note: Analyze controls for ALT (Microslide Rate Chemistry);
Sodium (Potentiometric Chemistry);
BuBc (Microslide End point Chemistry)
Phenytoin (Microslide — Immunorate Chemistry)
dLDL (Microtip Chemistry)
Gentamycin (Microtip Chemistry)
IgM (Microtip Chemistry)
HIT (Microsensor Chemistry)
TSH (Microwell - Immunometric assay) &
TT4 (Microwell - Competitive assay).

Sr. | Activity Procedure done as per the | Remarks | Done By
No. protocol defined in Vitros 5600
V Docs — System Operation — | Pass/Fail | Date
i Quality Control

01 Preparing Liquid or Lyophilized | “Instructions for use” of QC .
control fluids material ' Feuss Vjﬁ}f}lah 1

02 | Creating QC file V Docs — System Operation —
Quality Control — Define control P
fluids

32

03 | QC sample programming and V Docs — System Operation —
analysis Quality Control — Process Pass 5':9 \\8
Control fluid samples & Review
the Control sample results.
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Test I1

Test Naine

Purpose

Method

Analysis of controls:

Ortho Clinical Diagnostics

Accuracy

To see the accuracy of obtained quality control value
in comparison with the expected mean values.

Microslide; Microtip; Microsensor and Microwell

method as mentioned above

Note: Analyze controls as mentioned above.

Activity

Procedure done as per the
protocol defined in Vitros 5600
V Docs — System Operation —
Quality Control

Remarks

Done By

Pass/Fail

Date

01

Preparing Liquid or Lyophilized
control fluids

‘Instructions for use’ of QC
material

Pouss

3‘} \%\_8

02

QC sample programming and
analysis

V Docs — System Operation —
Quality Control — Process
Control fluid samples & Review
the Control sample results.

3|3| 2018

03

Accuracy Analysis

Compare the obtained Q.C value
with mean of expected value as
mentioned in the QC Value
chart.

2)\;] "lﬂ\g
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Test ITI

Test Name
Purpose
Method

Ortho Clinical Diagnostics

~ Precision Study
To see the precision performance of the equipment

: Microslide — Rate Chemistry & Endpoint Chemistry
Microslide — Potentiometric Chemistry;
Microslide — Immunorate Chemsitry;
Microtip Chemistry
Microsensor Chemistry
Microwell - Chemiluminescence Immunoassay -

Analyze Vitros Performance Verifier Level 1 control for the following tests :
ALT (5x 7 times), Na+ (5 x 8 times), dLDL (6 x 6 times), BuBc (5 x 7 times)

Analyze TDM Performance Verifier Level 3 for Phenytoin (5 x 7 times).
Analyze TDM Performance Verifier Level 1 for Gentamycin (6 x 6 times).
Analyze Protein Peformance Verifier Level 1 for IgM (6 x 6 times).

Analyze Microsensor Check Fluid Level I for Hemolysis, Icterus and Turbidity (20 time
each). .

Analyze all the three levels of Vitros Total Thyroid controls for Microwell —

Chemiluminescence Immunoassay TT4 and TSH (10 times each).

Calculate the Mean, SD and CV%.

Acceptance Criteria :

Sr. Analyte ~ Control Level Precision Limit
No.

01 ALT PV I <2.28D

02 Sodium PV I ‘ <0.69% CV
03 dLDL ~PVI SD <2:,
04 Bu PVI <0.3S8D

05 Be PV1 <0.6 SD

06 Phenytoin TDM PV III <0.758D

07 Gentamycin TDM PV ] 7 SD <0.11
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08 IgM Protein PV 1 SD<2.1
0% Hemolysis MS Check Fluid Level I SD <4.4
10 Icterus MS Check Fluid Level I SD < 0.4
11 Turbidity MS Check Fluid Level I SD < 14.8
Total Thyroid Control CV% <4.9
Level 1 ,
12 T4 Level 2 CV% <46
Level 3 CV%<6.0
Total Thyroid Control CV%<10.9
Level 1
13 TSH Level 2 CV%<4.9
Level 3 CV% =47

* Reference: The acceptance SD & CV% has been taken from Manufacturer’s recommended limits.
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" Table for Record the Obtained Q.C Values :

Test Name: Control Level:

Control Lot: ' Expiry Date:

Sr. No | Obtained Q.C Value | Range of the Mean of the Remarks Done By
Comparator Comparator

Pass / Fail Date

03

04

05

06

07

08

09

v | e 1 Meached Qe ﬂafxrrf'
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V. COMMENTS:

Deﬁaﬁoﬁ:

Impact On Operation:

Corrective Action:

Ortho Clinical Diagnostics
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Ortho Clinical Diagncstéés,

" IX. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all
criteria outlined in this Installation Qualification Protocol, or exceptional conditions have
been identified and documentation included. Exceptional conditions, if any, have been /
not been addressed. The system is ready for Operation Qualification.

Protocol Performed By: Ortho Clinical Diagnostics Representative

Name : Rathod Vijaykumar '
. Designation  : Teritory Manager . . Date:07/07/2018 . .t ..
Company : Ortho Clinical Dlaonostxcs '

‘Validation Team from Central Clinical LaBoratory,- Pravara Rural Hospital:

Name B 1av- ot .H'. HQ’\—‘?QHQ- g : Signaturew
Designation ' P PESED PWB? | = " Date: QQ_J? B’:}_,? )
Department Y Q’ﬂ’@f‘)\sf\b"f | ' |

~ Name ™ %E\Ox-@@ﬂ“ < . Signature :

@) Designation . & Lm.h: T@h DI\CJ\O\D Date : Oﬂ Q):)/Q adty

e -

Departiment : %‘(%Q}Qﬂ\’ﬁ Q:\rr"j |

Custorner Authorizations:

Name . s 2y qu&fgi Sir
Designation : P‘SDQ 4 H‘%\e) %“’F\Q Q}’r}ﬂmﬁr\*\/’

Signature : SH T\
® Date - oad QZ\(? B_Q)\ﬁ
' FRROFESBOP & HEAD
’ DEPARTHEIT OF BIOCHISTRY , -
RURAL VEDIGAL COLLEGE " : Page 13 of 13
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Crtho Clinical Diagnostics
403, Leela Business Park, Andheri Kurla Road,
Andheri East, Mumbai - 400059

T:+9% 22 6787 9300
F: +51 226787 9333

_ Calibration Certificate

The below mentioned instrument has been calibrated and tests performed to check the system
performance.

Instrument : VITROS V5600
Serial No : 5600-0703
Customer Name : PRAVARA MEDICAL TRUST-LONI

Calibration performed on :06.12.2018

The system’s calibration includes optics calibration and checking the reproducibility performance
of the instrument as per the guidelines provided by the manufacturer.

Next Calibration will be performed in JUNE 2019.

For Ortho Clinical Diagnostics India Pvt Ltd.

Mitesh Shah Date: 06/12/2018

Sr.Zonal Service Manager-Ortho Care

5]

Pune

QOrtho Clinical Diagnostics india Private Limited
Registered Office: 403, Leela Business Park, Andheri Kurla Road, Andheri East, Mumbai - 400059 | T:+91 22 6787 9300 | F: 491 22 6787 9333 | CIN: US1397MH2015FFC262650
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| | Ortho Clinical Diagnostics
I. APPROVAL OF THE P'Q PROCEDURE: =~
Both Centrai Clmlcai Laboratory, Pravara Rural Hospltal and Ortho Cllmcal Dlacrnostics are |

responmb[e for Performance check of VITROS® 5600 Integrated System bearmg Sr: No 156001041 i in . J

Central Clinical Laboratory, Pravara Rural Hospital, Loni as per the attached protocol.

Protocol Performed By: Ortho Cl_inic':al' Diagﬁostics representative

Name . . Kailas Ghait - _ ' . Signature:
Designatioo : . Sr. Territory .Manag_er o - Date: 10/12/2020
Company ' : Ortho Clinical Diagnostics : :

Vahda‘uon Team from Central Clinical Laboratory, Pravara Rural Hospital:

© Name - - ?‘\’25‘ KN Holeoes— S1gnaturew

Designation o AS8D PWP _ -~ Dae _fo,[ bp%ru:;
' Depurtment - @bmw . |
1 Name o B e R Signature:
Designation L B lab Tech. Date: ﬂ,) &w@
Department . 3lochern Lgrjb'\f

Customer Authorizations:
Name . De-3- N Ta ﬂ@*ﬂi 3y
Designéition:_ (os0 {’ £ —H—Q_g\z/ @ﬁ) Md@ |

-Signature S, - Ty la
Date : fQ[ | ?/’ A0D
PROFESSO™ & HEAD
bEPMﬂ 'MENT OF BIOCHEMISTRY::

\RURAL MEDICAL COLLEGES.
LONI413736,{M.5 )INDR®,
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: Qrfﬁo Cliﬂitat Diagnostics

~ INSTRUCTIONS:
An authorized Ortho Clinical Diagnostics representative will check for the performance of the
instrument and enter the speciﬁc data as outlined in the Performance Qualification. ’

: The concemed lab personne[ are responSIble for performance checks described in the Performance' .

' testmo

- The concerned employees of Central Clinical Labotatory Pravara Rural Hospital will verify each

resuit and sign in each page. The member of the validation'team will carry this out.

ALL dev1at10ns from the acceptance cr1terla detalled in thlS document will be noted in the-

;‘_Lvs "\.A::u !'-";“:% ‘nvn\‘“

noted in the COMMENTS SECthIl and must be resolved prlor to issuance of a SY"STEM

CERTIFICATION
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" Ortho Clinical Diagnostics

scoPE

Thls Performance Qualification protocol will be- performed on the VITROS® 5600 Integrated
- System, and the Sr No. 156001041 located at Centrai Cllnlcal Laboratory Pravara Rural-Hospital,

Loni

' Thls protocol will define the documentatron that W1H be used to evaluate the mstruments |

performance check in accordance with the manufacturer’s specifications and intended use.

‘Successful - completion of this protocol will verrfy that the 1nstrument identified has been
n performed in accordance with the mtended usage, '

proper mformatron/sequence and utlhtres

N Tramed knowledceable personne! will perform Performance Quallﬁcatron studies.

Any exceptronal conditions encountered. c:lurlnﬂr the quahﬁcatron studies will be 1dent1ﬁed for-

review. Exceptional conditions will be investigated, and the approprrate course of action

: determmed All documents will be initialed and dated.

Page 50f13

i o o i e ey dt i
Insiresr TS retn B porate el e




Ortho Clinical _Diagnosti{js- -

V. PERFORMANCE QUALIFICATION :

Al Instrument Identlf' catmn Verified Date .
1. Model Name - VITROS 5600 05/12/2020
2. Serial Number 156001041 05/12/2020
BT 6 WiNg iS4 lISt ot tests e periormed and verlned“ R
Sr.No. Test Name Test Purposé Initial / Date
01 . To see the performance of quality Kailas Ghait
QCRun control material on the equipment on
- o selected assay parameters as per the 05/12/2020
specifications given '
02 : To compare the obtained value with | Kailas Ghait
Accuracy Study .true values of processed control.
05/12/2020
03 To check the precision performance of | Kailas Ghait
Precision Study the equipment
-05/12/2020

Page 6 of 13
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Ortho Ciinical Diagnostics -

C. Performance Testing:

TestI
Test Name I _ = ' QC Run
Purpose S ' : To see the performance of quahty control material on
I : : the equipment as per the specifications given
Method . R o : - .Microslide ~ Rate Chemistry & Endpoint Chemistry =

‘Microslide — Potentiometric Chemistry;
‘Microslide — Immunorate Chemsitry;
Microtip Chemistry

Microsensor Chemistry

Mlcrowell - Chemllummescence Immunoassav

EOREE IR T A SR SIS At LI C AR --4-: san FEL e Sweias, g, ;:m S A T - St A g, T e

Analys:s of controls: :
' Note Analyze controls for ALT (Mlcroshde Rate Chermstry)

Sodium (Potentiometric Chemistry);
BuBc¢ (Microslide End pomt Chemistry)
Phenytoin (Microslide ~ Immunorate Chemlstry)
dLDL (Microtip Chemistry) '
Gentamycin (Microtip Chemistry)

. IgM (Microtip Chemistry)
HIT (Microsensor Chemistry)

. TSH (Microwell - Immunometric assay) &

- TT4 (Microwell - Competitive assay).

Sr. | Activity ‘ Procedure dome as per the; Remarks | Done By
No. protocol defined in Vitros 5600
: V Docs — System Operation — | Pass/Fail | Date
Quality Control
0t | Preparing Liquid or Lyophilized | “Instructions for use” of QC Pass Kailas Ghait
control fluids material . A
05/12/2020
02 | Creating QC file V Docs — System Operation — Pass . .
' Quality Control — Define control Kailas Ghait
fluids 05/12/2020
03 QC_ sa1:np[e programming and \% chs — System Operation — Pass Kailas Ghait
analysis Quality Control — Process
Control fluid samples & Review ' 05/12/2020
‘the Control sample results.
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Test I

Test Name =~ . a R Accuracy - o
Purpose B 1 Tosee the accufaéy of obtained quality control value - -
_ ' . o in co‘mparison with the expected mean values.
. Method - _ o : - Microslide; Microtip; Microsensor and Mlcroweil

method as-mentioned above

Analysis of controls:

Note: Analyze controls.as mentioned above.

TUUSE | ety TR B Geedure done “as” per the ‘Remarks |{ Done By ~ ~7 [T
No. . o . protocol defined in Vitros 5600 - —
' LT ' V Docs — System Operation — | Pass/Fail | Date
| Quality Control ' '
| 01 Preparmg Liquid or Lyophxhzed ‘IristrL_lctions foruse’ of QC . Pass =~ Kailas Ghait
control fluids _ _ | material _ _ R
' : : 05/12/2020
02 | QC sa.mple programming and V,Dgcs.m System Operation — | Pass Kailas Ghait
analysis _ Quality Control — Process o
Control fluid samples & Review |- -05/12/2020
the:Control sample results: —
03 | Accuracy Analysis C(.)mpare the obtained Q.C value | Pass Kailas Ghait
with mean of expected value as
mentioned in the QC Value 05/12/2020
chart. : :
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Test IH
' 'rTest Name

Purpose
Method

' Ortho Clinical Diagnostics

" Precision Study o
~ To see the precision performance of the equ1p1nent

Microslide — Rate Chemistry & Endpoint Chemistry
‘Microslide — Potentiometric Chemistry;
Microslide — immunorate Chem31try,
Microtip Chemistry
" Microsensor Chemistry _
Microwell - Chemiluminescence Immunoassay .

CRarl ST VoS T FerionTEan e Verihier ™ Letdl T Tondio T T IoE THE o [fowirg wesis

ALT (5x 7 times), Na+ (5x 8 times), dLDL (6 x 6 times), BuBc¢ (5 x 7 times)-

' Analyze TDM Performance Verifier Level 3 for Phenytom (5x7 tlmes)

Analyze TDM Perfonnance Verifier Level 1 for Gentamycm (6 x6 tlmes)

Anafyze Protem Peformance Verifier Level 1 for IgM (6 X6 times)

Analyze Microsensor Check Fluld Level [ for Hemolysm Teterus and Turb:dlty (20 tlmes
each).

Analyzé all the three levels of Vitros Total Thyroid controls for Microwell -

Chemiluminescence Immunoassay TT4 and TSH (10 times each).

Calculate the Mean, SD and CV%.

Acceptance Criteria :

Sr. Analyte " Controi Level Precision Limit
No.

0t ALT PV I <228D

02 Sodium PV I <0.69% CV
03 dLDL PV I SD<1.1

04 Bu - PV <0.3SD

05 Bc PVI <0.6SD
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Ortho Clinical Diagnostics. -

. 06 © Phenytoin TDM PV III - <0.75 SD.
07 {  Gentamycin - TDM PV I SD <0.11
08 - IgM Protein PV I SD<2.1
09 Hemolysis ‘MS Check Fluid Level T SD <44
10 ) Icterus MS. Check Fluid Level T SD<0.4
11 Turbidity MS Check Fluid Level I SD<14.8

Total Thyroid Control CV% <4.9
_ B ‘ Level 1 - =
,q‘--_- 7,,- =‘7‘” o RS L e s R B w ,.:,_.“ Lﬁ‘g\‘ﬁi[,— R LT LR - -U“Vu/(i\"_s Zi:_‘(:]’ RN o vt S
Level 3 CV%<60
Total Thyrbid‘ Control CV% <109
o o Level 1. . ' . '
13 - TSH Level 2 - CV% <49
Level 3 CV% <47

* Reference: The acceptance SD & CV% has been taken from Manufacturer’s recommended limits.
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Ortho Clinical Diagnostics.

Table for Record the Obtained Q.C Values :
. Test Na'me:'- T o ' Cbntfol Level:.'
Contrd'l'Lo_'t: o ) | o _ | N " Expiry Dat_é_:

|'Sr.No | Obtained Q.C Vallué- Range of the Mean of the | Remarks Done By
S Comparator Comparator

Pass / Fail Date

lor

02

03

04

105

06

07

08
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V.. COMMENTS:. '

Deviation:

Nil

| Impéct On Operaﬁon:

Nil

Corrective Action:

Nil

Ortho Clinical Diagnbstics_ -
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Ortho Clinical Diagnostics

V1. System Certification

Study data has determmed that the system described in this document either meets all criteria outline in
this Performance Qualification Protocol, or exceptional conditions have been identified and
documentation included. Exceptional conditions, if any, have been addressed. The system is ready for
specified usage.

Protocol Performed By: Ortho Clinical Diagnostics Representative | - W
Name : Kailas Ghait Signature: /

- Designation o S Territory Manager ~ Date: 05/12/2020

Validation Team Central Clinical Laboratory, Pravara Rural Hospital:

Name DT KN Hmer - SignatureM

Designation D ASED. of - | Date: 05{[ ) s
Depatment - : B QJD%mlf'FT i o |
Name . pw Bhawloe R | ' Signature: W
Designation Gy .&vg T@M@m | " Date: ofyf (1) 2040
Department : %TBCJ'}WTSW

Customer Authorizations:
Name )R N R Ho* |
Désignation . @5‘0@? & ‘ %”D O}Wﬂ‘*g&“f
Signature St Tonle
Date : Q’g]n M/’ RIGAE
" PROFESSOP & HEAD
- EPARTMENT OF BIOCHEMISTRY

 RURAL MEDICAL COLLEGE
LOMI-493736,;M.S )INDiA
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~ OPERATIONAL QUALIFICATION

For

~ VITROS® 5600 INTEGRATED SYSTEM

' - Manufactured by.:
Ortho Clinical Diagnostics, Inc., US




. Ortho Clinical Diagnﬁstics' :
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Ortho Ciinicﬁai -Diagnosﬁt:s s

L APPROVAL OF THE 0Q PROCEDURE:
Both Central Chmca] Laboratory Pravala Rural Hospital a.nd Ortho Chmcal Dlagnostlcs are -

resp0n31ble for Operatlonal check of VITROS® 5600 Integrated System bearmg Sr. No. 156001041

~ installed in Central Clinical Laboratory Pravara Rural Hospital, Loni as per the attached protocol.

Protocol Pér_formed By: Ortho Clinical Diagnostics Repre.seﬁtétive.

Name = : Kailas Ghait - L * Signature:.

Company . 2 Ortho Clinical Diagnostics -

Validation Team from Central C]inical'Laboratory Prav.ar'a'Rliral Hdspitél: |

Name : . M- b N H’Qr\-t’-@qes" o .Signature: .
- Désig.nationl R .= 33\ ?"\@ o o - Date: f‘(ﬁ“/\,’ m '
- Department : Z.Q) Ch-eﬂ') %AT\T _ _ ' : _
Name .  : ™y - %P\U&DW g. ﬁl . - _ Signéture:

Designation v L Teoh | Date: (& ] 1) s
Department ' Baohemis w |
Customer Authorizations:

Name ;DS 25 TJongbe Sty |

Designation: _{T¥0L- & Heosd B (’/,lemfﬂw’

Signature S. 13T i
Date D _jolir]rene
L TRY
PROFESS Jenemss
MENT O 5
o'amw | VEDICAL ){'ﬁg\“;
6’4 .413?38 i

- Page30f24




Ortho Clinical Diagnéé;tics _

L INSTRUCTIONS:
1. This document is to be verifi ed / completed at the time, the system is going for operatlonal check of .
each purpose and set up for operatlon

2. An authorized Ortho Clinical Dlaonostlcs representatlve will check the system and enter the
specific data as outlined in the appropriate Opérational Quahﬁcatlon

(3]

Employees of Central Clinical Laboratory, Pravara Rural Hospjtal WlH verify each’ result and sxgn
in each page. The member of the vahdatlon team w111 carry out this procedure.

prm- t—-{;.' et !';.,axa;,:xw Al

COMMEN’!S -All resolutzon to such roblems will also be noted in the COMMENTS sectIO
Additional space is prowded at the end of this protocol for the same.
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. proper mformatlon / sequence and ut1ht1es

Ortho Clinical Diagnostics ,

SCOPE
ThIS Operatlonal Quahf' cation protocol w111 be performed on the VITROS@ 5600 Integrated

Loni.

This protocol wﬂl deﬁne the documentatlon that will be used to evaluate the instrument’s

operational check m accordance with the manufacturer’s ‘specifications -and intended use.

~ Successful completion of this protocol will verify that the instrument 1dent1t' ed has been operated

in acoordanoe with the mtended usage

Tramed knowiedoeable personnel will perform operatronal Quahﬁoation studies. -

Any exceptmnal oondrtrons encountered during the: quallﬁoatlon studies will be identified for -
review. - Exceptional conditions will be investigated, and the approprlate course of action

deterrnmed All documents will be 1mt1aled and dated

Page 50f24
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Ortho Clinical Diagnostics

OPERATIONAL QUALIFICATION:

A e R 7 G . i SRR B

Instrument Identification | : Vérified_ Date .
I 1. Model Name : VITROS@ 5600 Integrated System
© 2. SerialNumber 56001041 08/12/2020
F ollowmv is a list of tests to be performed and verified:
B ];;t Test Name - Test purpose Initial / Date
: 01 Systen.l-centers | To make the operator to 1dent1fy the &%ggg%
' OV@WIBW mstrument subsystem ' SRR
R T it he T R e e w T R e N N S R T T T .»—1 Ka]las Unall_f':i"i.‘-“---?-_»“'
02 | Startu & Shutdown To make the equlpment ready for
02 up operan o, 1 08/012/2020
03 User Inter Face - _leferent functionality of software utility Kailas Ghait
- Overview available for the operator interaction. = | 08/012/2020.
0a Sample programming | To process samp[es either by manual OKSETFI(%{E/(;E%
and Analysis | assigning or through LS.
05 Perform.in'g To calibrate the system. for every new lot g;g?;gg;g
~Calibration, of assay or after calibration expiry. =V
' 06 | Maintenance & To perform maintenance process to keep g;galzgggg
: System clean the system operating properly. ) - '
07 Reagent Management | T, update & monitor the status of OKS%?;/(S}(;%
& supply reagents required for assay processing.
Kailas Ghait
Performing . Quality | To confirm that systems, reagents and 08/012/2020
08 | control consumables are acceptable and working .
within specifications for each assay used
: Kailas Ghait
09 Result Review To review the processed results in the | 08/012/2020
system.
Kailas Ghait
10 Result Intellicheck. To check the Intellicheck function of the | 08/012/2020
system.
. Kailas Ghait
Option & . To setup the system as per Laboratory 08/012/2020
1T | Configuration .
, requirement.
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Ortho Clinical Diagnostics -

+

‘Test 1 N N System._Hsrdware'(-)sferView

Purpose _ :. k . ; % Tomake the operater to identify the instnument subsystem'.-
Reference e | L B :Operator.Refei‘ence'Gu_ide - Pages 4-1 to 4-5 |
Summarys - L

. For better understandmo purpose; Instrument has been d1v1ded 1nto several parts accordlng to its operatlon |
mode, 5o we call thIS partition as centers. And those centers are named as mention below

Procedur.e.

ThlS de list the avallable system centers in the mstrument - and its subsvstem‘ contemd to.or ooera‘mf

7 s ettt e RS o ab S e e

. ~"5'L.mcie1 standing. e operator “has 16 overview “the Service V-Docs o ‘get an 1dea ‘about the system centers
overview. - : : _ _

. Samphng Centers

o Sample Supply
o Pl‘lmal‘}’-Tlp sealer.
.o Micro sensor subsystem
‘»  Micro I’mmunoa'ssay. C.en_ter_ .'
o Micro Immunoassay Metefing & Reagent Metering
o Micro Immunoassay Versa Tip Ring
o .Micro Well Incubator
o Micro Well Was_h Assembly
o Signal Reagent Asseribly
o Luminometer
e Command Center
o Master Computer & Monitor
o Keyboard & Touch system

s System Frame and Cabinetry
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Test: 2 -
. Purpose
- Reference

- Summttry:_

Ortho Clinical Diagnhostics.

: Starting Up and Shutting Down
: To make the instrument ‘READY” for operation

: Operator Reference Guide - Pages 3-0 to 3-25

Instrument will check status of different. parts of the instrument automatlcaliy after bootmg up to'system
status screen; if there is an error code posted, Imtlahze the system and foilow correctwe action, mstructlons
provided for the error code

Procedu re'

Startmg Up the System-

Check the room temperature and sw1tch on the Air Cond1t1oner
‘Check the UPS. :
Switch on the Printer & Load the paper

~ Switch on the VITROS® 5600 Integmted System by lift the main sw;tch up and hold it

for about 5 sec.

Wait for the instrument to get ready after mltlahzatlon. o
‘The machine is ready for next step if it displays “READY” on the status console. .
If not, initialize by pressing the initialize button on the error code screen.

- Follow the instructions provided for the error codes.”

Shutting Down the system

Touch Shutdown in the main menu.
Press ‘Y/N’ to continue the shutdown process.
Desire normal shutdown or final shutdown and then select desired menu.

If, you selected Final Shutdown, press the RESET button to restart the instrument, or
press the Main power switch down to make it OFF.
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Ortho Clinical Diagnostics

Observaiioﬁ_ System status console shows “Ready”. - Rerharks Initial/Date
Instrument is ready for operation o :
Pass _ | Kailas Ghait
| 08/12/2020
Test:3 | : User Interface Overview
Purpose _': i To ..make the operator to understand tlié system scréens.
| Reference o : Operator'Reference Guide - Pages 6-0 to 6-12 .

Summary:

" The System status screen will make the operator to understand of different functionality of software utility
‘available for the operator. This will helps operator to check system status as well as to instruct any
commands to the system for required operation. '

Page 9 of 24
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Ortho Clinical Diagnostics :

The above (as shown in the Previous Page) picture is actual system software screen and the number
in the blue circle is to identify the several functionality of the software icons designed for the operator to
interact with the system. We call these software icon as mentioned below.,

1. Status Line
2. Status Console
3. Function Screen

4. Prompt Line

Page 10 of 24
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5. Time, Date and Version Display
6. St'atus'.lndicat'ors.

7. Proc’es_s Buttons

Test: 4 - | : P Sample pr'ograrﬂmilia 'aﬁd Ahalysis. e

Purpose IR | : To prooram and process the samples

Reference o B : Operator Reference Guide (pages 9-1 to 9 1:)

Sumniafy o o The operator can process assay by assigning program manually in the

. okIniversal ‘Sam'ﬂﬂ tray in. ‘Sample Procyam’ menu or they can d download samnIP program. throyab SY IS
" Sample programming is the } process of selchnc assays and programming charactenstlcs for samples The

- system uses the sample program to meter appropriate sample and select the right reagent for the assay,

process and then report results with the correct identification.

Procedure:
Sr. : : o : _ Remarks | Done By
No. -  Activity Observation _ Pass /
L o S | | Fail Date.
01 ! Sample Programming Desire the sample Programming method. Pass Kailas
methods & Overview ' - D - Ghait
_ : ' 09/12/2020
02 Loading and Processing of | Tray cover opened and samples loaded in Pass Kailas
samples sample tray placed in sample supply. Ghait
09/12/2020
03 Programming samples Sample program assigned for selected tray. | Pass Kailas
Ghait
09/12/2020
04 Processing samples . Samples are processed automatically by the | Pass Kailas
system. Ghait
09/12/2020
05 Unioading the samples Tray cover opened and processed sample Pass Kailas
tray unloaded. ‘Ghait
09/12/2020
06 | Viewing samples in Sample under process are displayed on the | Pass Kailas
process *View Sample Status” Screen. Ghait
09/12/2020

Page 110124

L




£ B G L By

- Ortho Clinical Diagnostics

Tést: 5 - o _' :  : Performing Ca'iibrati(.m.

Purpose B _ _ | - : To calibrate the syStém,for_every new lot éf assay . |

: Rgferénce S o : Operator Ref_éreng:g Guide (pages 10-1 to 10-9)

Sum'méry:.‘.'..: o . The system’llr'equires_ its own calibration for every individual és'say' to

-measure the analytic concentration as well as to accept reagent pack status ready for processing. Assay
calibration is a process that relates the response of the system to analyte concentration. or activities.
Calibration is performed periodically to adjust for changes in the system, assay protocols, or assay reagent
lots. : - ' o '
- The system requires calibration for individual assays when:
‘ * A new assay is uploaded to the system = o
* The calibration expires (up to 28 days after it is processed, depending on
the assay; refer to the package insert for expiration information)
* An assay reagent lot number changes g ' '
* Government regulations specified
* An assay’s protocol changes
You also may need to perform calibration when:
» Certain service procedures are performed -
~* Quality control performance is out of range

" Procedure:
S Remarks Done By
No‘ Activity Observation
: Pass / Fail Date
01 | Load New ADD via CD or | Calibrator identified and Pass Kailas
Downloaded file (New Gen | updated for protocol & master Ghait
Lot, Protocol , reagent lot calibration data. ' : 09/12/2020
calibration , Diluents lot '
information). _
02 | Preparing calibrators. Calibrators are ready for Pass Kailas
processing. -Ghait
_ 09/12/2020
03 | Performing Calibration with | System recognizes the barcode | Pass Kailas
Bar code label. and processing the calibration ' Ghait
automatically. 09/12/2020
04 | Performing Calibration with | In the sample programming, the | Pass Kailas
Sample processing screen. calibratton program is assigned Ghait
' and processed the calibration 09/12/2020
assigned for each assay.
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‘Ortho Clinicaf Diagnostics _

[05 | Calibration report. | Calibration completed Pass Kailas
S ; successfully. Report printed. | Ghait
- : ' 09/12/2020

Test: 6. R : Maintenance & System Clean.
Purpese . . ©:Clean appropriate modules to maintain Accuracy and precislioh.
Reference - = Operator Reference Guide 16-13 to 16-17 '
'Summary .

'!\,'[ PRAPE o (\?M ra,{ SR e fe_!,—»l G A.lﬁ(,¢ SO T .,.é.-f‘- - .ﬂﬂd fr-\ :l p«p_._ ;k@_:c n#qm_c1;§:: '-Q'u- ""“ghé""

'Mamtenance protocols to be performed according to the recommended schedule (daily, week]y, monthly,
or as required). Ensure that we need to use 70% Isopropyl alcohol to disinfect the appropriate modu le to
keep cleanliness and maintain the accuracy & prec151on : :

The Mamtenance is class1ﬁed into four-category ie.,
. 1. Daily Maintenance - -
. 2. Weekly Maintenance

3. Monthly Maintenance

4. As required Maintenance

Daily Maintenance: Pages from 16-14to'16-15 _

Observation Remarks | Done By
Sr. _ Activity
No. Pass/Fail | Date
Kailas Ghait
01 | Perform Metering Maintenance | Metering Maintenance | Pass

Performed 09/12/2020

. : Kailas Ghait
02 | Empty Solid and Liquid waste | Solid & Liquid waste containers | Pass

container are emptied. 09/12/2020
Katlas Ghait
03 ! Remove outdated or empty | Outdated ermpty Reagent packs, | Pass
reagent packs, Signal Reagent | SR packs and UWR bottles are 09/12/2020
packs and Universal Wash | removed & discarded.
Buffer
Kailas Ghait
04 | Inspect sample trays and! Sample Trays are cleaned. Pass
adaptors 09/12/2020
: Kailas Ghait
05 | Clean the SR Probe assembly SR Probes are cleaned. Pass

Page 13 of 24
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successfully.

09/12/2020
: T B ' Kailas Ghait
06 | Load required reagent packs, | All the required reagent packs | Pass
- | Signal Reagent pack and |are loaded and updated in the 09/12/2020-
Universal Wash Buffer. system as required. : :
. ' ' ‘ 3 Kailas Ghait
07 | Run Q.C fluids Q.C samples are processed | Pass :
: | ' 09/12/2020

| ~ Weekly Maintenance: Pages from 16-15to 16-16

St I T e R e T e T e R R RS i, T, A LT A -'_'E':-J";-" = r‘ﬁi}'ﬂz‘::'\a&ﬂbﬂ“ R —“‘R'tiﬁf& ;k‘s‘-$?~“;—-}%ﬁe ~}'§}'--.‘-':‘t-{ SRR FRE
Sr. Activity . o
"No. ' ' Pass/Fail | Date
: o : : Kailas Ghait
01 | Clean the Micro well Incubator. | Micro well incubator — Inner | Pass: ' _
SR ring, outer ring, middle ring, 09/12/2020 |
shuttle  weight, drop holes, : '
Luminometer FOB, =~ Wash
reagent and signal = reagent |
probes are cleaned.
S ' ' Kailas Ghait
02 | Clean the Primary tip sealer. Primary Tip Sealer cleaned. Pass. :
B ' ' 09/12/2020 |
Kailas Ghait
03 | Clean the Secondary Tip Sealer. | Secondary Tip Sealer cleaned. Pass
09/12/2020
Kailas Ghait
04 | Clean the Sample Supply and | Cap Retainer & Sample Supply | Pass
Cap Retainer. cleaned. : 05/12/2020
_ . Kailas Ghait
05 |Clean the Touch Screen: Touch Screen Monitor & Key | Pass
Monitor & Keyboard. board Clean Done. 09/12/2020
Katlas Ghait
06 | Run the maintenance Pack for | Maintenance pack is loaded; | Pass
Subsystem cleaning. subsystem cleaning done 09/12/2020
automatically by the system.
' _ _ Kailas Ghait
07 | Run QC Fluids Q.C Processed successfully. Pass
09/12/2020
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" Monthly Maintenhnée; Pages from 16-15 to 16-16 o

o o . - Observation Remarks Done By
| Sr.  Activity : :
No. o Pass/Fail | Date
: ' S S : _ ' o ‘Kailas Ghait
01 | Clean Micro sensor Cover & Micro Sensor Cover & Ring | Pass _
Ring Area. ' Surface cleaned. ' 05/12/2020
. ' 7 : o i Kailas Ghait
02 Inspect/Clean Micro Immuno | Micro Immuno Assay Reagent | Pass 1
Assay reagent Supply top Supply top COV@L Inspected and _ ' '09/ 12/2020
R ) ,_ DU x. «m.sm., el T BT e A NS Ty L,’luauﬁﬂ”“ S D T R BT Lu_-"sa.mrq.-'ﬂ-—.ﬂ' PRk SIS YU RIS 2 S .':_'\.m_.,g-—-—-r...
‘ Kailas Ghait
03 _Ch:an_ VITROS  Versa Tip Versa tip Supply Reglstration Pass
supply Registration Rail. Rail cleaned. - 109/12/2020
. . : : -t Kailas Ghait
04 Inspect Reacent cooler fi Iter | Reagent cooler filter removed & | Pass - o
for cleanliness. cleaned. ' ' 3 09/12/2020 .
_ S o Kailas Ghait
05 | Replace Vapors adsorption | Every two months once, VAC | Pass
cartridge  for every two | replaced. 09/12/2020 |
months. ' :
. ol : . Kailas Ghait
06 |Make a backiup of Q.C,| Backup of QC, Calibration and | Pass .
' Calibration and Configuration. | Configuration made ' 09/12/2020 -
T successfully.
. Kailas Ghait
07 | Inspect / Clean Master | Inspected and Cleaned Master | Pass
computer Air Filter, 05/12/2020

Computer Filter.

52 R
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 Test: 7 7- . . | : :.. Managiﬁg reagents Inventdry alid Supply
| PuerSé | : | : To Maintain & monitor the étatus o_f reagents or supply requiréd for assajf
o C processing. - : '
Reference o : | 7 Operator Reference Guide (pagés 15-1 .to 15~7.) .
Summary: | : The Reé'gent Managerneﬁt feature enables you to review curréﬁt in’ventory '

_ Information for the reagents loaded on the system. Using this function, you can load and unload reagents

~ the Reagent management screen.

- Procedure: . . ' .
Iil;. 1 Activity e -Observation . l;::;?;l;sl %(;r;: By
01 |Review the reagent inventory | The reagent inventory for the | Kailas Ghait
.to plan for the day. day planned. ‘ Pass :
_ - ' : 09/12/2020
02 .} Loading of Reagent Pack Required Reagent Packs loaded _ Kailas Ghait
- | automatically automatically by software =~ {Pass : '
‘ L request. - <1 09/12/2020
03 | Loading of Reagent Pack Requested Lot [nformation fed Kailas Ghait
with help of Manuaf Lot and the reagent pack loaded. Pass .
Entry button. : 09/12/2020
04 | Loading of Signal Reagent SR Pack loaded in position 1 & 2 Kailas Ghait
automatically. and accepted by barcode reading. | Pass
_ 09/12/2020 .
05 | Loading of Signal Reagent SR packs information fed and Kailas Ghait
with Manual Load Button. loading done. Pass
06/12/2020
06 | Loading of Universal Wash UWR buffer loading done Kailas Ghait
Buffer through Load supply Software | Pass
' icons. 09/12/2020
07 | Unloading of Reagents The entire Empty & expired Kailas Ghait
reagents packs are unloaded by | Pass
Load/Unload software icons. : 09/12/2020
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' Ortho Clinical Diagnostics-

Test: 8 oy Performihdeuality control

'Purpose Quality Control (QC) is important in determmmcr the performance and accuracy of the system.
To. perform ‘Quality Control, QC materials are run with either known, or unknown values along with -
~ patient samples to determme whether the system is functioning within the established ranges for your lab.

g Reference e Operator'Reference Guide (Pages 9-6 to 9-8)
.Sum'n.iary Performmg quality control procedures is an important part of using or mamtammg the .

system This section explains:
' » When you should perform quahty control

W e A el e e il L

ﬁ The recomrhended frequency for processing quahty control ﬂulds is once in every 24 hours However the

- frequency with which you pel”form quality control procedures may vary, depending on the requirements

and regulations for processing control fluids by your national, state, provmmaf and local governments.
. Quality control procedures within your own Laboratory may also requrre a different frequency. You
should also perform quality control procedures When

-« Assays have been calibrated .
« Certain service procedures are performed, other than routme mamtenance

Procedure:
iﬂ)  Activity Observation Pics:?/a;i?! D(SI;EGBY
01 | Choosing the Control Required control fluid identified. Kailas Ghait
fluid Pass
05/12/2020
02 | Preparing Liquid or Control fluid prepared and ready for Kailas Ghait
Lyophilized control fluids | processing. Pass -
09/12/2020
03 | Creating QC file. Q.C file created for assay inthe - Kailas Ghaijt
system according to control fluid. Pass
09/12/2020
04 | Process QC samples QC samples are programmed in the Kailas Ghait
' sample programming window and | Pass
! the QC samples are loaded and 09/12/2020
processed automatically
1 05 | Review Q.C result. Processed Q.C results are reviewed Kailas Ghait
and found satisfactory. .| Pass
: - ' 09/12/ %20
06 | Display & printing graph. | €.C graph reviewed and printed. o _ +umas Ghait
ass i
09/12/2020

Page 17 of 24
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Ortho Clinical Diagnostics

07 - Managing:-@ality cohti'ol Requlred reports prmted and ﬁléd ' Kailas Ghait
| | Reports . Pass :
09/12/2020
_Tesf: 9 o : Result Review. _
~Purpose. + To review the processed results in the system.
Reférence- _ : Operator Reference Guide (Pages 11-1to 11-6)
Summary: | . The Results Review function helps to evaluate result records for patient and - - |

- quality control samples. The- results will be displayed along with the Reagents Lot information, Dilution
_ mformatlon & if there is any error codes or Flags. :

TReSUT TeCh U COATATR e Ata Benerated by the SyStei Wi aSsays aie” BEoEESSEE TS sysLem antTt o

~ store up to 25,000 result records. When this limit is reached, new result records overwrite the oldest '
records. The system permanently deletes the overwritten records from computer memory

* Procedure:
| ?fo Activity L Observation - 11}:3812/&115;1 D(Bl:teBy
1.01 | Update List. Sample under process status Kailas Ghait
-displayed with all information. Pass = - :
. o 09/12/2020
02 | Monitoring Results. | Completed Recent Assay Results Kailas Ghait
' displayed on the screen. Pass
_ 09/12/2020
03 | Filter Results. Processed Assay Results displayed Kailas Ghait
' as per the selected criteria. Pass
‘ ' 09/12/2020
04. | Edit Patient Data User can Edit/Add Patient Kailas Ghait
' Demography information, but the | Pass
Patient ID will remain same. 1 09/12/2020
05 | Retrieving and Reviewing Archived Results are updated Kailas Ghait
Archive Results by Set successfuily in the CD/Pen Drive. Pass
Report Status. The same Retrieved from the 09/12/2020
CD/Pen Drive. _
06 | Managing Reports by Set Required Reports got prmted and Kailas Ghait
Report Status. filed. Pass
' 09/12/2020
07 | Integrated Codes and Ilags | Reported Codes and Flags are ' Kailas Ghait
referred in Flags and Code chart. Pass
Necessary corrective action taken. 09/12/2020
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Ortho Clinical Diagnostics )

Test: 10 : Result Intelhcheck
Purpose To check the Integrlty of Performed assays.

Reference _Operator Reference Guide (Pages 11-8 to 11-9).'
‘Summary: _ The Result Intellicheck screen to view Intellicheck Technology

 Verifications performed for each sample and assay processed. For the selected result record, you can view -
verification data and detected exceptions for each analyte. ' :

007 et B e S S

el i rhana oma ada 1w il
SE RS ROTE ot D

s On Review results screen, touch the ‘Result Intellicheck’ Icon.

o  Resuit Intellicheck report comes on the screen.

o Check the parameters of Sémpfe Metering, Samplé + Reagent volume, Signal reagent volume and
well wash verification for their acceptance. - -

s Take print of the Result Intellicheck report.

Acceptance criteria:

- Sr. : ' , Remarks - Done By
No. - Parameter |  Acceptance limit ,
: Pass / Fail _ Date
01 Sample Metering Against all the parameters, Kailas Ghait
| e Clot “No” should be displayed | Pass
s Bubble on screen 09/12/2020
. » Short sample
e Viscosity
o Thin layer of fluid
02 Reagent Metering No Exception. Kailas Ghait
Sample  +  Reagent | Range: 12700 — 19000 Pass
volume 09/12/2020
03 Signal Reagent No Exception i Katlas Ghait
Range: 17500 — 22800 Pass
_ 09/12/2020
04 | Well wash verification No Exception Kailas Ghait
Range: 21300 — 25000 Pass .
_ 09/12/2020
03 Luminometer — No Exception Kailas Ghait
Self calibration ' : Pass
' 09/12/2020
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" Ortho Clinicai Diagnostics

Tést: 9.

~ Purpose

: Option & Configuration | |
: To setup the system as per laboratory rgquirem'ent-'

Reference = : Operator Guide (Pages 11-8 to 11-14)

' Summary: - The Options & Conﬁcuratlon function provides many features for customizing your VITROS®

5600 Integrated System. It is organized into three main groups: -
» Configure Analyte Data & Rev1ew/Ed1t Calibration Data

. System Setup

: Ty £, Q'o n 2 . e ey
T SRESIP I TP T e ql, TR P"’: v e Thaee T S e R L B e AT AT e, AT L K O, A T TR, s-\ T =3 1L T AR Lz et e

calibrations, configure and set system parameters, review usage inventory, configure e-Connectivity® and
network device parameters, configure printer, laboratory computer and auxiliary ports, perform backup for
quality control, calibration and conﬁouratlon files and perform an archive procedure for result records.

:.1. N

" Selections w1thm these groups allow you to custom1ze analyte parameters, review cahbratlon data, perform usér

Procedure: o
Sr. - : Remarks Done By
No. Activity Observation - Pass / '
. - _ ; Date
1 _ Fail
) 01 | Configure Assays Analyte parameters are Kailas Ghait
- ' configured as desired by Pass :
laboratory. _ 09/12/2020
02 Rev1ew / Edit Cahbratlon Calibration data updated. _ Kailas Ghait
Data Pass
09/12/2020
03 | Configure System Setup Required subsystem Kailas Ghait
configuration is done Pass
successfully. 09/12/2020
04 | Configure Subsystem Setup | The required subsystern can be Kailas Ghait
: disabled / deactivated as per Pass
needs. 09/12/2020
05 | Configure Report Control System report parameter has set Kailas Ghait
for printer & LIS. Pass
09/12/2020
06 | Configure Communication | System interface protocol set for Kailas Ghait
Laboratory Information System | Pass
(LIS), Ethernet and e- 09/12/2020
Connectivity® communications,
07 | Configure Demography Global demographic attributes to Kailas Ghait
be Pass
used when configuring age, sex, 09/12/2020
and normal ranges for specific
Page 20 of 24
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O%thb Ciinicai Diagnostics

assay/body fluids is defined.

08 System Services
1. Datalogger reviewed as & when required.
- 2.Perform Backup ' : -
-3.Usage Counters

* 4.0Option
5.Load S

Shail be performed and

Summary
ystem Data

_Kailas Ghait
Pass ' -
' 09/12/2020

V. Operational proce

dure;

| R Technician Training

Th]S certlﬁes that the technicians have recewed basic user t1ammg in the foilowmer categorles
for the system described in this Operational Quahf catton

M. Kailas Ghalt Sr Temtory Manaoer from Ortho Cluucal Dlagnostms has conducted the

_training.
St. s ' .
No -Training program- Initials Date
1. | Instrument Setup Kailas Ghait
2. | System Operation Kailas Ghait
3. | Basic trouble shooting and Maintenance Kailas Ghait
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Ortho Clinical Diagnostics I

2 Operator Trammc

The users responsible for the operatlon of thls equlpment have been tramed in the proper usage of the
- system. Training focused on the basic operation and maintenance of the system. .

Sr.
No.

1.

Operato_rs ' * Department  Initials - Date

b

b. Customer SOP / Manuals:

Title Number Version Verified by Date

_Vitros 5600
Integrated System -
Reference Guide
Microslide
Instruction for use
Manual
Microtip Chemistry
Instruction For Use
Manual
Micro Well
Instruction For Use
Manual

Page 22 of 24
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VI. COMMENTS:
Deviation:

Nil

Impact On Operation:

Nil

Corrective Action:

Nil

Ortho Clinical Diégnosﬁcs
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- Ortho Clinical Diagncs’tics

VII. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all criteria -

_ outlined in this Operational Qualification Protocol, or exceptional conditions have been identified
and documentation included. Exceptional conditions, if any, have been’/ not been addressed. The
system is ready for Performance Quahﬁcatlon

‘Protocol Performed By: Qrtho Clinical Dlaonostlcs Representative - o Wf

Name o  Kailas Ghait ' C Signature: /
- Designation ~  :  Sr.Territory Manager . o Date: 10/12/2020

Company B Ortho Clmlcal DlaOTIOStICS

3Tl 2L L LD L PO I L T e e e R T e T T L e S e Tt Rt LI R R S et s Tl L W M L

Validation Team From Central CIinical'Laborat'dry Pravara Rural _Hospifa[: -

Name M K Hoﬂceafar o Swnature
Designation ~ : Pe&d. Poo -  pae o]
Department ¥ %rbeh@m%d?*f. R N
Name oy Bhawee b Bo Signature : W
Designation D S K&Q; '—feg,}) | . Date:{'g/“/{ 00
Department @wbem M’T |

Customer Authorizations:
Name  : B0~ 2 .¢4- P]UD%’QQ‘&

Designation: PSP € e,/ Brnchom J@‘?”

- Signature 3 5 -Tomle
Date : 10 1| 2o 2 o
|
nOFESSOP & H
DE%AR‘I MENT OF BlOCHEMlSTRY

EGE _
RAL MED DICAL COLL _ .
Lé?!l-413738"m S JINDIA Page 24 of 24 -




;CALIBRATION REPORT

SYSTEM NAME: 5601041

a . ASSAY: CHOL
- FLUID: Serum KIT LOT: 0230
; Status: Passed
- .. OF ID:
- SITE TEMP: 29.3C

CAL DATE/TIME:
REAGENT GEN/LOT:

SUFPLY HUMIDITY: 33

PARAMETERS LEVEL
INTERCEPT: 6.83330
SLOPE: 93.9901 1
CURVATURE/SLOPE2: 0.731799 2
: 3

BOTTLE CALIB VALUE

mg/dL
i 48
2 183
3 421

RESPONEE

0.502765
0.917953
1.30600

End of Report PAGE 1

PRINT DATE/TIME:

4/4/2022 11:20:11




"CALIBRATION REPORT . SYSTEM NAME: 5601041
>

- - ASSAY ;- CHOL CAL DATE/TIME:'_
FLUID: Serum KIT LOT: 0230 REAGENT GEN/LOQT: 08459641
Status: Passed
- . OP ID:
SITE TEMP: 27.3C SUPPLY HUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 5.02189 ’ mg/dL

SLOPE: $3.7497 i3 1 45 0.450888
CURVATURE/SLCPE2: 0.812442 2 2 184 0.904349
3 3 410 1.29182

End of Report . . PAGE 1 PRINT DATE/TIME: 4/4/2022 11:20:06




;CALIBRATION REPORT

SYSTEM NAME: 5601041

" *  ASSAY: Mg

- FLUID: Serum KIT LOT: 0189
Statug: Passed
- QP ID:

SITE TEMP: 29.2C

CAL DATE/TIME:

109,
REAGENT GEN/LOT: e

32

SUPPLY HUMIDITY: 32

PARAMETERS LEVEL
INTERCEPT: 0.345463
ELOPE: 101.261 1
CURVATURE/SLOPE2; 21,1311 2
3

BOTTLE CALIE VALUE .RESPONSE
ng /4L

1 0.7 0.964788

2 3.6 1.37181

3 9.3 2.011405

End of Report PAGE 1

PRINT DATE/TIME: 4/4/2022 11:19:32




"CALIBRATION REPORT

SYSTEM NAME: 5601041

- ASSAY: Mg CAL DATE/TIME:
P FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: -
Status: Passed
° . 0P ID:
SITE TEMP: 28.8C SUPPLY HUMIDITY: 34

PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE

INTERCEPT: 0.361532 mg/dL
SLOPE: 101.621 1 1 0.8 0.976550
CURVATURE/SLOPEZ2: 103.589 2 2 3.8 1.38205
. 3 3 9.6 1.99126

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:19:19




'CALIBRATION REPORT

SYSTEM NAME:

5601041

»

. . ASSAY: JHDL CAL DATE/TIME: “7/12/
FLUID: Serum KIT LOT: 2599 REAGENT GEN/LOT: 11256686
Status: Passed
0P ID:
SITE TEMP:; 29.4C SUPPLY HUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEFT: -0.901667 mg/dL :
SLOPE: 110.023 1 1 7 0.331437
CURVATURE/SLOPE2: ~11.6830 2 2 .49 0.611254
3 3 121 0.900070
EXPIRED CALIBRATOR
End of Report PAGE 1 PRINT DATE/TiME: 4/4/2022 11:20:53




'CALIBRATION REPORT SYSTEM NAME: 5601041

B ’ ASSAY: dHDL CAL DATE/TIME:"

FLUID: Sexum KIT LOT: 254¢C REAGENT GEN/LOT: =
Status: Passed
. OP ID: .
SITE TEMP: 28.2C SUPPLY HUMIDITY: 31
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -~0.244157 mg/dL
SLOPE: 93.8445 1 1 7 0.342356
CURVATURE/SLOPE2: 9.57231 2 ) 2 34 0.598629
3 3 108 0.836760

End of Report PAGE 1 PRINT PATE/TIME: 4/4/2022 11:20:43




:CALIBRATION REPORT . ‘SYSTEM NAME: 5601041

. ’ ASSAY: URIC CAL DATE/TIME:
’ FLUID: Serum KIT LOT: 0189 REAGENT GEN/LOT: °
Status: Passed
OP ID:
SITE TEMP: 29.2C SUPPLY HUMIDITY: 32
PARAMETERS LEVEL BOTTLE CALLIB VALUE RESPONSE
INTERCEPT: 0.0487304 mg/dL
SLOPE: 103.169 1 1 6.7 0.193693
CURVATURE/SLOPE2: 11.5468 2 2 5.9 0.692233
3 3 16.5 1.324432
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:18:11




:CALIBRATION REPORT SYSTEM NAME: 5601041

‘ : ASSAY: URIC CAL DATE/TIME:

i “i?ia!b2}o7§
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: e

Status: Passed
OP ID:
SITE TEMP: 27.3C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALTB VALUH RESPONSE
INTERCEPT: -0.00268656 . mg/dL
SLOPE: 102.623 1 1 0.9 0.236541
CURVATURE/SLOPE2: 8.31990 2 2 5.8 0.707108
3 3 16.6 1.38348
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:18:04 '




'CALIBRATION REPORT

SYSTEM NAME: 5601041

ASSAY: PHOS

FLUID: Serum ¥IT LOT: 0189
Status: Passed
OP 1ID:

SITE TEMP: 29.2C

CAL DATE/TIME:
REAGENT GEN/LOT:

SUPPLY HUMIDITY: 32

PARAMETERS LEVEL BOTTLE CALIE VALUE RESPONSE
INTERCEPT: 0.0524050 mg /AL
SLOPE: 97.3316 1 1 1.1 0.234234
CURVATURE/SLOPE2: 89.6172 2 2 5.3 0.468303
3 3 ) 12.5 0.650562
End of Report } PAGE I PRINT DATE/TIME: 4/4/2022 11:19:48




"CALIBRATION REPORT SYSTEM NAME: 5601041

ASSAY: PHOS ' CAL DATE/TIME: .
FLUID: Serum XKIT LCT: 0110 REAGENT GEN/LOT: 12483461
Status: Passed
QF ID:
SITE TEMP: 29.0C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPCONSE
INTERCEPT: (.546283 mg /AL
SLOPE: 86.2334 i 1 1.2 0.217389
CURVATURE/SLOPE2: 213.892 2 2 5.6 0.473451
. 3 3 12.9 0.680923
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:19:40




“CALIBRATION REPORT ) SYSTEM NAME: 5601041

. - ASSAY: UREA CAL DATE/TIME 0.
’ FLUID: Serum KIT LOT: 0189 REAGENT GEN/LOT; 01315247
B} Status: Passed
. 0P ID:
SITE TEMP: 29.2C SUPPLY HUMIDITY: 32
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.341656 mg/dL (A)
SLOPE: 102.395 i 1 7 0.136546
CURVATURE/SLOPE2: -1.60288 2 .2 107 0.974153
3 3 233 1.80207
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:13:20

)




" CALIBRATION REPORT SYSTEM NAME: 5601041

ASSAY: UREA CAL DATE/TIME:
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT:
Status: Passed
OP ID:
SITE TEMP: 27.86C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALEB VALUE RESPONGE
INTERCEFT: 0.2098745 mg /AL {A)
SLOPE: 99.6223 3 1 8 0.149922
CURVATURE/SLOPE2: 7.26464 2 . 2 1G5 0.949782
3 ’ 3 236 1.73500
End of Report PAGE 1 . PRINT DATE/TIME: 4/4/2022 11:13:12

U




" CALIBRATION REPORT

SYSTEM NAME: 56010412

o
)

-

. ’ BSSAY: AMYL CAL DATE/TIME: “77/33¥ 2020716552550 4
- FLUID: Serum KIT LOT: 0310 REAGENT GEN/LOT: 60052712~ =iy
. Status: Passed ’
OP ID:
SITE TEMP: 29.4C SUPPLY HUMIDITY: 31
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 6.31413 U/L
SLOPE: 97.5707 1 1 25 0.006800
CURVATURE/SLOPE2: -0.764502 2 2 359 0.046370
SUB DEP DENS: 1.23509 3 3 978 0.106931
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 21:17:18




' CALIBRATION REPORT - SYSTEM NAME: 5601041

- ’ ASSAY: AMYL CAL DATE/TIME

- FLUID: Serum KIT LOT: 0320 REAGENT GEN/LOT: 60169168
. Status: Passed
Op ID:
SITE TEMP: 28.5C SUPPLY BUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESFPONSE
INTERCEPT: 11.1882 U/L
SLOPE: 112.761 1 1 51 0.009416
CURVATURE/SLOPE2; 2.95956 ’ 2 2 392 0.045173
SUB DEP DENS: 1.18001 3 3 297 6.091037
End of Report PAGE 1 PRINT DATE/TPIME: 4/4/2022 11:17:14

®




"CALIBRATION REPORT

SYSTEM NAME: 5601041

v ASSAY: Ca CAL DATE/TIME: )
- FLUID: Serum KIT LOT: 018¢% REAGENT GEN/LOT: 03353622
. Status: Passed
0P ID:
SITE TEMP: 25.2C SUPPLY HUMIDITY: 32
PARAMETERS LEVEL ‘BOTTLE CALIEZ VALUE RESPONSE
INTERCEPT: 0.0592083 mg/dL
SLOPE: 95.3383 1 3 1.9 0.672478
CURVATURE/SLOPE2: 0.000000000000 2 2 . $.0 1.09009
3 1 14.2 1.30235
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:18:43

&




"CALIBRATION REPORT : SYSTEM NAME: 5601041

- A ASSAY: Ca CAL DATE/TIME: 0
- FLUID: Sexrum KIT LOT: 0110 REAGENT GEN/TLOT: 03039170
. Status: Passed '
OP ID:
SITE TEMP: 27.5C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.0384845 myg/dL

SLOPE: 95.61459 1 3 1.7 0.683448
CURVATURE/SLOPE2: 0.000000000000 2 2 $.0 -1.12001
3 1 13.9 1.33930

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:18:35




CALIBRATION REPCRT

SYSTEM NAME: 5601041

ASSAY: GLU CAL DATE/TIME:
. FLUID: Serum 0189 REAGENT GEN/LOT:
Status: Passed
oP ID:
SITE TEMP: 29.2C SUPPLY HUMIDITY: 13
PARAMETERS . LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.382906 mg/dL
SLOPE: 10G.090 1 1 29 0.251579
CURVATURE/SLOPE2: 0.0730982 2 2 264 1.04565
3 3 574 1.58001
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:10:46




CALIBRATION REFORT SYSTEM NAME: 5601041

ASSAY: GLU . CAL DATE/TIME:
. FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT:
Status: Pasgsed
0P ID:
SITE TEMP: 25.7C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL _ BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 1.63615 mg/dL
SLOPE: 96.2517 1 1 33 0.266175
CURVATURE/SLOPE2: 0.584552 z 2 293 1.12835
3 3 565 1.57345

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:10:25




. CALIBRATION REPORT

SYSTEM NAME: 5601041

ASSAY: CREA

CAL DATE/TIME:

FLUID: Serum KYXT LOT: 0189 REAGENT GEN/LOT:

Status: Passed

CP ID:

SITE TEMP: 29.2C SUPPLY HUMIDITY: 13
PARAMETERS ) LEVEL BOTTLE CALIE VALUE RESPONSE
INTERCEPT: ~0.00680375 mg/dL

SLOPE: 105.453 1 1 0.4 0.002851

CURVATURE/SLOPEZ2: 0.000000000000 2 2 1.5 G.009460

SUB DEP DENS: 0.454137 3 3 13.1 G.0659085
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:14:05




CALIBRATION REPORT EYSTEM NAME: 5601041

ASSAY: CREA CAL DATE/TIME:
- FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT:
Status: Passed '
OP ID:
SITE TEMP: 27.6C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.0541661 mg/dL '
SLOPE: 111.969 1 1 0.6 0.003826
CURVATURE/SLOPE2: 0.000000000000 2 2 1.8 0.00%536
SUB DEP DENS: 0.430258 3 3 13.2 0.065823

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:14:01




CALIBRATION REPORT

SYSTEM NAME: 5601041

BSSAY: ALTV CAL DATE/TIME: 137202071
FLUID: Serum KIT LOT: 0310 REAGENT GEN/LOT: 56024772
Status: Passed ’
OP ID:
SITE TEMP: 2%.4C SUPPLY HUMIDITY: 13
'PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.529878 U/L
SLOPE: 104.161 1 1 6 0.008772
CURVATURE/SLOPE2: -0.0741566 2 2 219 0.137006
SUBS DEPL DENS: 0.517170 3 3 792 0.402204
DELTA DENSITY: NA
18T POINT REF: 3.22908
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:15:55




CALIBRATION REPORT SYSTEM NAME: 5601041
ASSAY: ALTV CAL DATE/TIME: ‘
FLUID: Serum 0320 REAGENT GEN/LOT: 56060225
Status: Passed
0P ID:
SITE TEMP: 26.8C SUPPLY HUMIDITY: 12
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.180227 U/L
SLOPE; 100.658 1 i g 0.011726
CURVATURE/SLOPE2: 0.252039 2 2 218 0.137514
SUBS DEPL DENS: (0.505881 3 3 761 0.404376
DELTA DENSITY: NA
18T POINT REF: 3.15859
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:15:50




CALIBRATION REPORT SYSTEM NAME: 5601041

AS3ZAY: AST CAL DATE/TIME:
. FLUID: Serum KIT LOT: (210 REAGENT GEN/LOT: 73265542
Status: Passed
OP ID:
SITE TEMP: 29.4C SUPPLY HUMIDITY: 12
. PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.177577 U/L
SLOPE: 101.982 1 1 16 0.005903
CURVATURE/SLOPE2: -0.355190 2 2 223 0.078792
SUBS DEPL DENS: 0.525980 3 3 : 750 0.263029

DELTA DENSITY: NA
18T POINT REF: 7.47784

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:14:49




CALIBRATIQN REPQRT

SYSTEM NAME: 5601041

ASSAY: AST CAL DATE/TIME: “87 : 3
FLUID: Serum 0320 REAGENT GEN/LOT: 73285153 )
Status: Passed
QP ID:
SITE TEMP: 29.1C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 1.44557 U/L -
SLOPE: 98.6854 1 1 15 0.005001
CURVATURE/SLOPE2: 0.983398 2 2 208 0.072958
SUBS DEPL DENS: 0.489488 3 3 690 0.226543
DELTA DENSITY: NA
15T POINT REF: 7.03013
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:14:34

L ;/.;




CALIBRATION REPORT SYSTEM NAME: 5601041
ASSAY: TBIL CAL DATE/TIME:
FLUID: Serum KIT LOT: 0460 REAGENT GEN/LOT:
Status: FPassed
OF ID:
SITE TEMP: 30.3C SUPPLY HUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -3.55472 nyg/3éL
SLOPE: 31.8012 1 1 1.1 0.189014 0.197460
CURVATURE/SLOPE2: 3.80023 2 3 9.8 0.408233 0.329984
' 3 2 17.6 0.520751 0.424288
End of Report PAGE 1

PRINT DATE/TIME: 4/4/2022 11:14:17




CALIBRATION REPORT

SYSTEM NAME: 5601041

ASSAY: TBIL

CAL DATE/TIME

FLUID: Serumnm KIT LOT: 0459 REAGENT GEN/LOT
Status: Passed ‘
OP ID:
SITE TEMP:; 29.4C SUPPLY HUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: ~4.12256 mg/daL
SLOPE: 34.8456 1 1 0.9 0.180457 0.199903
CURVATURE/SLOPE2: 1.43135 2 3 10.4 .0.24086751% 0.325850
3 2 17.3 0.504729 0.407470
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:14:23




CALIBRATION REPORT SYSTEM NAME: 5601041

ASSAY: Bu CAL DATE/TIME

8
FLUID: Serum KIT LOT: 0459 REAGENT GQEN/LOT: 02465743 o
Status: Passed
QP ID:
SITE TEMP: 28.0C SUPPLY HUMIDITY: 231
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPCONSE 1 RESPONSE 2
INTERCEPT: 4.1913%4 mg/dL .
. SLOPE: 285.712 1 1 0.6 0.128866 0.161449
CURVATURE/SLOPEZ2: -206.826 2 2 7.2 0.643274 0.550514
3 3 10.2 0.485024 0.323911
4 4 22.2 0.811303 0.532336
End of Report PAGE 1 ’ PRINT DATE/TIME: 5/4/2022 11:41:56




CALIBRATION REPORT SYSTEM NAME: 5601041

ASSAY: Bu CAL DATE/TIME: -
FLUID: Sexum KIT LOT: 0460 REAGENT GEM/LOT: 020799357 %
Status: Passed :
OP ID;
SITE TEMP: 28.5C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: 2.8B6560 mg/dL
SLOPE: 249.097 1 1 0.6 0.130505 0.164592
CURVATURE/SLOPE2: -207.053 2 2 6.8 0.641979 0.556780
: 3 3 9.7 0.476381 0.314441
4 4 21.7 0.789259 0.520370

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:21:30




CALIBRATICN REPORT ’ SEYSTEM NAME: 5601041

ASSAY: Be CAL DATE/TIME: "'=S6517§
- FLUID: Serum KIT LOT: 0460 REAGENT GEN/LOT: 02079935 e
Status: Fassed
OP ID:
SITE TEMP: 2B.5C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -4.57232 ng /4L
SLOPE: -135.721 1 1 0.1 0.130505 0.164592
CURVATURE/SLOPE2: 275.017 2 3 1.0 0.476381 0.314441
3 4 8.0 0.789259 0.520370
4 2 20,1 0.641979 0.556780
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 311:21:57




CALIBRATION REPORT SYSTEM NAME: 5601041

ASBAY: Be CAL DATE/TIME: 84
. FLUID; Serum KIT LOT: 0459 REAGENT GEN/LOT: 02465743 ¢
Status; Passed
op ID;
SITE TEMP: 28.0C SUPPLY HUMIDITY: 31
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -6,60331 mg/dL
SLOPE: -128.008 1 1 0.1 0.128866 0.161449
CURVATURE/SLOPE2: 378.395 2 3 1.9 0.485024 0.323911
3 4 8.8 6.811303 0.53233¢
4 2 18.9 0.643274 0.550514

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:22:40




SYSTEM NAME: 5602041

CALIBRATION REPORT
ASSAY: TRIG CAL DATE/TIME f 1387
- FLUID: Serumn KIT LOT: 0230 REAGENT GEN/LOT: 07456467 i
Status: Passed
OP ID:
SITE TEMP: 289,3C SUPPLY BUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 92.30068 mg/dL
SLOPE: 9B.6622 1 1 35 0.267047
CURVATURE/SLOPE2: 1,%2280 2 3 201 0.857672
3 2 488 1.55527
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:20:28




SYSTEM NAME: 5601041

CALIBRATION REPORT
ASSAY: TRIG CAL DATE/TIME:
- FLUID: Serum KIT LOT: 0230 REAGENT GEN/LOT:
Status: Passed
QP ID:
SITE TEMP: 28.3C SUPPLY HUMIDITY: 235
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -23.8010 mg/dL
SLOPE: 109.158 1 1 27 0.361645
CURVATURE/SLOPE2: -1.55834 2 3 200 0.886041
3 2 463 1.62546
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:20:19




5»ZALIBRATION REPORT ) SYSTEM NAME: 5600703

ASSAY: Bc ’ CAL DATE/TIME: 10/ 2021
FLUID: Serum KIT LOT: 0450 REAGENT GEN/LOT: 02079935
Status: Passed
OP ID:
SITE TEMP: 28.4C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -3.78743" mg/4aL
SLOPE: -133.900 1 1 0.1 0.136440 0.162043
CURVATURE/SLOPE2: 254.194 2 3 1.9 0.482628 0.322557
3 4 8.0 0.808774 0.545860
4 2 20.1 0.654255 0.581417

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:34:490




CALIBRATION REPORT ) ) SYSTEM NAME: 5600703

ASBSAY: TRIG ’ CAL DATE/TIME
FLUID: Serum KIT LOT: 0257 REAGENT GEN/LOT:
Status: Pasgsged
QP ID:
SITE TEMP: 28.,8C SUPPLY HUMIDITY: 34

PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE

INTERCEPT: -~1.32195 mg /4L
SLOPE: 97.1820 1 1 31 0.297328
CURVATURE/SLOPE2: 0.352217 2 3 197 0.8B96307
3 2 472 1.61410

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:32:27%




CALIBRATIQON REPORT

SYSTEM NAME: 5600703

-

ASSAY: TRIG CAL DATE/TIME:
FLUID: Serum KIT LOT: 0230 REAGENT GEN/LOT: 070
Status: Passed
OP ID: '
SITE TEMP: 27.2C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -2.,56962 mg/dL ’
SLOPE: 90.1671 1 1 27 0.292350
CURVATURE/SLOPE2: 2.14201 2 3 200 0.892900
3 2 463 1.58789
End of Report PAGE 1

PRINT DATE/TIME: 4/4/2022 11:32:16




SYSTEM NAME:

CALIBRATION REFPORT 5600703
- ASSAY: CHOL CAL DATE/TIME: “4/7/20
FLUID: Serum KIT LOT: 0257 REAGENT GEN/LOT: 08334811
Status: Passed
OP ID:
SITE TEMP: 28.9C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: ~5.95069 mg/dL
SLOPE: 112.935 1 1 27 0.503357
CURVATURE/SLOPEZ: -3,91375 2 2 186 0.906140
3 3 445 1.31943
End of Report PAGE 1 PRINT DATE/TIME: 5/4/2022 11:09:25




CALIBRATION REPORT SYSTEM NAME: 5600703

.

ASSAY: CHOL CAL DATE/TIME:
FLUID: Serum "KIT TL.OT: 0230 REAGENT GEN/LOT:
Status: Passed . P
CF 1ID:
SITE TEMP: 26.1C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CAI.IB VALUE RESPONSE
INTERCEPT: 3.078%77 mng/dL
SLCPE: 96.9900 1 1 45 0.4%943190
CURVATURE/SLOPE2: 0.129873 2 2 184 0.900709
3 3 410 1.2%231
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:31:16




CALIBRATION REPORT

SYSTEM NAME: 5600703

I3

ASSAY: Mg

FLUID: Serum KIT LOT: 0147
Status: Passed

QP ID:

SITE TEMP: 28.6C

CAL DATE/TIME:
REAGENT GEN/LOT:

SUPPLY HUMIDITY: 35

PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: (.115353 mg /4L
) SLOPE: 99.5047 1 1 0.6 0.990735
CURVATURE/SLOPE2: -10.1133 2 2 3.8 1.45299
3 3 9.4 2.08643
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:30:17




CALIEBRATION REPORT SYSTEM NAME: 5600703 -

ASSAY: Mg CAL DATE/TIME:
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT:
Status: Passed
QP ID: ]
SITE TEMP: 28.1C SUPPLY HUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.382835 - mg/dL
SLOPE: 108.008 1 1 0.8 0.969862
CURVATURE/SLOPE2: 99,0107 2 2 3.8 1.35466
' 3 3 9.6 1.95383

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:29:11




CALIBRATION REPORT SYSTEM NAME: 5600703
ASSAY: JHDL CAL DATE/TIME: 3/ 018716:44 ]
FLUID: Serum KIT LOT: 2517 REAGENT GEN/LOT: 1i1321s8
Status: Passed .
0P ID:

SITE TEMP: 2B.8C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.5686290 mg/dL
SLOPE: 114.639 1 1 7 (.309458
CURVATURE/SLOPEZ2: -~7.6379% 2 2 38 0.590698
3 3 116 0.848789
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:34;22




CALIBRATION REPORT : SYSTEM NAME: 5600703

ASSAY: dHDL CAL DATE/TIME:
FLUID: Serum KIT LOT: 2540 REAGENT GEN/LOT:
Status: Passed
OP ID:
SITE TEMP: 27.1C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE -
INTERCEPT: -0.511405 ’ mg/dL
SLOPE: 100.498 1 1 ] 0.337742
CURVATURE/SLOPEZ: 3.33635 2 2 34 0.591347
3 3. 108 0.B836992
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:33:00




CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: URIC CAL DATE/TIME: 3/7/2018 16:50:00%
FLUID: Serum KIT LOT: 0147 REAGENT GEN/LOT: 05264220
Status: Passed
OP ID:
SITE TEMP: 28.6C SUPPLY HUMIDITY: 35
PARAMETERS : LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.0599467 ng /4L
SLOPE: 113,225 1 1 0.6 0.197550
CURVATURE/SLOPE2: -32.8309 2 2 _ 5.9 0.669581
3 3 16.8 1.33787

End of Report PAGE 1 PRINT DATE/TIME: 5/4/2022 11:06:39




CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: URIC CAL DATE/TIME

11/2021.14:20:25¢
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: O054B o457 mii il hales,
Status: Passed
OF ID:
SITE TEMP: 26.6C SUPPLY HUMIDITY: 324
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.0466648 mg/dL
SLOPE: 103.999 1 1 S 0.9 0.227342
¢URVATURE/SLOPEZ: 10.2910 2 2 5.8 0.697498
3 3 16.6 1.36498
End of Report PAGE -1 PRINT DATE/TIME: 4/4/2022 11:27:59




CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: PHOS , CAL DATE/TIME 2018 16:50:194
FLUID: Serum KIT LOT: 0147 REAGENT GEN/LOT: 12454254
Status: Passed ! '
OP ID:
SITE TEMP: 28.5C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.651375 mg/dn
SLOPE: 106.3297 1 k] 1.1 0.257896
CURVATURE/SLOPEZ: -28.9960 2 2 5.3 0.484581
3 3 13.0 0.730285
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:30:53




CALIBRATION REPORT

EYSTEM NAME:

5600703

ASSAY: PHOS CAL DATE/TIME:
FLUID: Serum ¥XIT LOT: 0110 REAGENT GEN/LOT:
Status: Passed
OP ID:
SITE TEMP: 28.3C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIE VALUE RESPONSE
INTERCEPT: 0.597449 mg/dL
SLOPE: B88.2428 1 1 1.2 0.212526
CURVATURE/SLOPE2: 226.099 2 2 5.6 0.466079
3 3 12.8% 0.672439
Bnd of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:30:40




CALIBRATION REPORT ) SYSTEM NAME: 5600703

ASSAY: UREA CAL DATE/TIME
FLUID: Serum KIT LOT: Q147 REAGENT GEN/LOT:
Status: Passed
OP ID:
SITE TEMP: 28.6C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.508021 . mg/dL (A) ’
SLOPE: 101.670 1 1. 8 0.158504
CURVATURE/SLOPE2: 3.10863 2 2 106 0.972468
3 3 245 1.80051
End of Report PAGE 1 PRINT DATE/TIME: 5/4/2022 11:02:23

s vk . o
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CALIBRATION REPORT SYSTEM NAME: 5600703
ASSAY: UREA : CAL DATE/TIME: '30/11/2021
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 01318070
Status: Passed
OF 1D:
SITE TEMP: 26.7C SUPPLY HUMIDITY: 34
PARAMETERS LEVEL  BOTTLE  CALIB VALUE RESPONSE
INTERCEPT: 0.113747 ng/dL (A)
SLOPE: 100.413 1 1 8 0.151459
CURVATURE/SLOPE2: 5.92787 2 2 105 0.950080
3 3 _ 236 1.74326
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:22:14




CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: AMYL CAL DATE/TIME
FLUID: Serum KIT LOT: 0357 REAGENT GEN/LOT:
Status: Passed
OP ID: - )
SITE TEMP: 28.5C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -19.9078 u/L
SLOPE: 92.0541 1 1 36 6.009776
CURVATURE/SLOPEZ: ~0.112352 2 2 363 0.051177
SUB DEP DENS: 1.17700 3 3 1098 0.114661

End of Report PAGE 1 PRINT DATE/TIME: 5/4/2022 11:05:46




»

CALIBRATICN REPORT SYSTEM NAME: 5600703
* ABSAY: AMYL CAL DATE/TIME
FLUID: Serum KIT LOT: 0320 REAGENT GEN/LCT:
Status: Passed
OP ID: -
SITE TEMP: 28.5C SUPPLY HUMIDITY: 35
PARAMETERS

INTERCEPT: 9.29706
SLOPE: 106.91%9

CURVATURE/SLOPE2: 2.79488
SUB DEP DENS: 1.1889%

LEVEL BOTTLE CALIE VALUE RESPONSE

U/L
1 1 51 0.009868
2 2 392 6.047469
3 3 997 0.9094086

End of Report

PAGE 1 PRINT DATE/TIME} 4/4/2022 11:25:44




CALIBRATION REPORT . SYSTEM NAME: 5600703

T

ASSAY: Ca CAL DATE/TIME:
FLUID: Serum KIT LOT: 0147 REAGENT GEN/LOT:
Status: Passed '
QP ID:
SITE TEMP: 29.1C SUPPLY HUMIDITY: 33
PARBMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.0211596 - mg/dL
SLOPE: 87.3436 1 3 2.1 0.692422
CURVATURE/SLOPEZ: 0.000000000000 2 2 5.2 1.10824
3 1 13.9 1.32929
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:29:00




CALIBRATION REPORT

SYSTEM NAME:

5600703

.

ASSAY: Ca ) CAL DATE/TIME
FLUID: Serum KIT LOT: 0:10 REAGENT GEN/LOT:
Status: Passed :
OP ID:
SITE TEMP: 26.5C SUPPLY HUMIDITY: 34
PARAMETERS LEVEIL BOTTLE CALIE VALUE RESPONSE
INTERCEPT: -0.00562739 mg/adL
SLOPE: 89.1140 1 3 1.7 0.698419
CURVATURE/SLOPE2: 0.000000000000 2 2 9.0 1.15114
3 1 13.9 1.38325
End of Report PAGE 1 PRINT DATE/TIME: £/4/2022 11:28:35




# CALIBRATION REPORT

SYSTEM NAME: 5600703

"5, ASSAY: GLU

b3

FLUID: Serum KIT LOT: 0147
Status: Passed
OF ID:

SITE TEMP: 28.s&C

CAL DATE/TIME:

REAGENT GEN/LOT: 00254056

SUPPLY HUMIDITY: 13

PARAMETERS ' LEVEL
INTERCEPT: -3.48957
SLOPE: 1314.686 1
CURVATURE/SLOPE2: -3.22903 2
3

BOTTLE CALIB VALUE

mg/dlL
1 34
2 302
3 5385

RESPONSE

0.275070
1.12430
1.63088

End of Report PAGE 1

PRINT DATE/TIME:

4/4/2022 11:22:06




,, CALIBRATICN REPORT

SYSTEM NAME: 5600703

2 ASSAY: GLU

CAL DATE/TIME: 1

FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 000983952
Status: Passed
_ OP ID:
SITE TEMP: 28.4C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIE VALUE RESPONSE
INTERCEPT: mg/dL
SLOPE: 1 1 ’ 33 0.270005
CURVATURE/SLOPE2 : 2 2 293 1.12527
3 3 565 1.57205
End of Report PAGE 1 PRINT DATE/TIME: 2/4/2022 11:21:39




.,CALIBRATION REPORT ) . SYSTEM NAME: 5600703

% ASSAY: CREA ’ CAL: DATE/TIME
FLUID: Serum KIT LOT: 0147 REAGENT GEN/LOT:
Status: Passed
CP ID:
SITE TEMP: 28.6C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.,0012720% mg/dL
SLOPE: 191.844 1 1 0.5 0.003100
CURVATURE/SLOPE2: 0.000000000000 2 2 1.6 0.009639
SUB DEP DENS: 0.421617 3 3 '13.4 0.069430

End of Report PAGE 1 PRINT DATE/TIME: 5/4/2022 11:18:50




.,CALIBRATION REPORT ’ SYSTEM NAME: 5600703

. ASSAY: CREA " CAL DATE/TIME

#30/311/2031 14
FLUID: Serum KIT LOT: 0110 REAGENT GEN/LOT: 15319728
Status: Passed
CP ID: ,
SITE TEMP: 26.8C SUPPLY HUMIDITY: 16
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: -0.0343734 mg/dL

SLOPE: 112.430 1 1 0.6 0.003698
CURVATURE/SLOPE2: 0.000000000000 .2 2 1.5 0.009392
SUB DEP DENS: 0.425994 3 3 13.2 0.065449

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:23:20




. CALIBRATION REPORT SYSTEM NAME: 5660703

©  ASSAY: ALTV CAL DATE/TIME: :7/6/2019.12:18:33§
FLUID: Serum KIT LOT: 0378 REAGENT GEN/LOT: 56027506 7
Status: Passed
OP ID:
SITE TEMP: 30.1C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIE VALUE RESPONSE
INTERCEPT: -0.388706 G/L . '
SLOPE: 101.641 1 1 4. 0.006864
CURVATURE/SLOPE2: -0.463149 2 2 222 0.142138

SUBS DEPL DENS: 0.493664 3 3 762 0.408025
DELTA DENSITY: NA : ’
18T POINT REF: 3.08232

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:25:25




., CALIBRATION REPORT SYSTEM NAME: 5600703

ASSAY: ALTV CAL DATHE/TIME:
FLUID: Serum KIT LOT: 0320 REAGENT GEN/LOT:
Status: Pasgsed
OP ID: .
SITE TEMP: 27.7C SUPPLY HUMIDITY: 9
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 0.3240C64 G/L
SLOPE: 99.9461 1 1 S 0.011655
CURVATURE/SLOPEZ2: -0.0798065 2 2 218 0.13%018
SUBS DEPL DENS: 0.508329 3 3 761 0.416151

DELTA DENSITY: NA
18T POINT REF: 3.17388

End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:24:37




. CALIBRATION REPORT SYSTEM NAME: 5600703

H ASSAY: AST CAL DATE/TIME:
FLUID: Serum KIT LOT: 0357 REAGENT GEN/LOT: 73234490
Status: Passed
OP ID:
SITE TEMP: 28.5C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE
INTERCEPT: 1.43616 u/L
SLOPE: 102.976 1 ki 10 0.004214
CURVATURE/SLOPE2: -0.235159 2 2 237 0.08B3587
SUBS DEPL DENS: 0.555034 "3 3 764 0.270352

DELTA DENSITY: NA
18T POINT REF: 7.82830

End of Report PAGE 1 PRINT DATE/TIME: 5/4/2022 11:12:46




. CALIBRATION REPORT ’ SYSTEM NAME: 5600703

! ASSAY: AST CAL DATE/TIME:
FLUID: Serum KEIT LOT: Q320 REAGENT GEN/LOT:
Status: Passed
OP ID:
SITE TEMP: 28.7C SUPPLY HUMIDITY: 13
PARAMETERS LEVEL BEOTTLE CALIB YALUE RESPONSE
INTERCEPT: 1.54187 U/L
SLOPE: 96.7002 i 1 15 0.005061
CURVATURE/SLOPEZ2: 2.09016 2 2 208 0.072773
SUBS DEPL DENS: 0.489897 3 3 650 0.217001
DELTA DENSITY: NA
1ST POINT REF: 7.0351%9
End of Report ) PAGE 1 PRINT DATE/TIME: 5/4/2022 11:12:27




. CALIBRATICN REPORT

SYSTEM NAME: 5600703

B ASSAY: TBIL CAL DATE/TIME
FLUID: Serum KIT LOT: 0497 REAGENT GEN/LOT:
Status: Passed
QP ID:
SITE TEMP: 28.9C SUPPLY HUMIDITY: 33
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -3.83972 mg/dL
SLOPE: 39.3931 1 1 1.2 0.184129 0.201493
CURVATURE/SLOPE2: -2.04459 2 3 10.4 0.395317 0.317044
3 2 18.4 0.505297 0.397805
End of Report PAGE 1

PRINT DATE/TIME: 5/4/2022 11:03:27




. CALIBRATION REPORT SYSTEM MAME: 5600703

:  ASSAY: TBIL ' CAL DATE/TIMEX'10/1/2022 12:3

FLUID: Sexum KIT LOT: 0460 "REAGENT GEN/LOT: 14483001
Status: Passed
QP 1ID; .-
SITE TEMP: 29, 9¢ SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -3.43022 : mg/aL
SLOPE: 30.3032 1 1 1.1 0.150473 0.199049
CURVATURE/SLOPE2: 6.71292 2 3 9.8 0.408122 0.328641
3 2 17.6 0.516902 0.418307
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:23:36




“CALIBRATIONVREPORT SYSTEM NAME: 5600703

: ASSAY: Bu CAL DATE/TIME: ;15/5/20%
FLUID: Serum KIT LOT: 0487 _REAGENT GEN/LOT: 02221932
Status: Passed :
0P ID: . .
SITE TEMP: 25.0C SUPPLY HUMIDITY: 35
PARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: 1.53569 mg /4L
SLOPE: 289.314 1 i 0.5 0.123278  0.152941
CURVATURE/SLOPE2: -217.394 2 2 6.6  0.643949  0.571400
"3 3 9.8 0.460618  0.304305
4 4 21.1 0.766061  0.522103
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:35:13




 CALIBRATION REPORT

SYSTEM NAME: 5600703

;  ASSAY: Bu
FLGID: Serum
Status: Passed
QP ID:

SITE TEME: 28.4C

CAL DATE/TIME:
KI%T LOT: 0460 . REAGENT GEN/LOT:

SUPPLY HUMIDITY: 35

LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE-Z

PARAMETERS
INTERCEPT: 2.4129% mg/dL
SLOPE: 237.587 1 1 0.6 0.136440  0.162043
CURVATURE/SLOPE2: -186.980 2 2 6.8 0.654255  0.581417
3 3 9.7 0.482628  0.322557
a 4 21.7 0.808774  0.545860
End of Report PAGE i PRINT DATE/TIME: 4/4/2022 11:35:01




LCALIBRATION REPORT SYSTEM NAME: 5600703

H ASSAY: Bc CAL DATE/TIME 1
FLUID: Serum KIT LOT: 0487 REAGENT GEN/LOT: 02221932
Status: Passed
OP ID: ) :
SITE TEMP: 25.0C SUPPLY HUMIDITY: 35
BARAMETERS LEVEL BOTTLE CALIB VALUE RESPONSE 1 RESPONSE 2
INTERCEPT: -6.12241 mg/dL
SLOPE: -131.589 1 1 0.2 0.123278 0.152941
CURVATURE/SLOPE2: 372.428 2 3 0.8 0.460618 0.304305
3 4 9.1 0.766061 0.522103
4 2 20.6 0.643949 0.571400
End of Report PAGE 1 PRINT DATE/TIME: 4/4/2022 11:34:53
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