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REGIONE CAMPANIA

AZIENDA OSPEDALIERA DI RILIEVO NAZIONALE E DI ALTA SPECIALIZZAZIONE
m “SANT'ANNA E SAN SEBASTIANO”

CASERTA

Oggetto: AGGIORNAMENTO TECNOLOGICO DITTA SCIENTIFIC MEDICAL COMPANY SRL .-
DIPARTIMENTO SERVIZI SANITARI

Direttore UOC PROVVEDITORATO ED ECONOMATO

PREMESSO CHE

con deliberazione del DG n. 697 del 24.09.2021 e stata, tra 1’altro, disposta la prosecuzione
del rapporto contrattuale in essere con la ditta S.M.C. Srl (contratto 4600022369 — CIG
n.4343742949) “...... nelle more dell’espletamento della nuova procedura di gara che sara
indetta all’esito dei lavori dell’istituito tavolo tecnico e comungue entro e non oltre il
31.03.20227;

in data 20.09.2021 la Ditta S.M.C. Srl con nota protocollo generale n. 26352 (allegato n.1),
indirizzata anche a questa UOC, ha trasmesso proposta di “aggiornamento tecnologico di
reagenti e strumentazione per [’Anatomia Patologica”,

lo scrivente Provveditorato, al fine di acquisire delucidazioni in merito, ha interpellato sia la
precitata Ditta che il Direttore della Anatomia Patologica (Prot. n. 26487 del 21/09/2021 —
allegato n.2);

RILEVATO CHE

in data 23/09/2021 il Direttore interpellato (allegato n.3) ha precisato che trattasi di

“aggiornamento tecnologico relativo al contratto n. 4600022369 al quale sono legati

strumenti e consumabili per [’effettuazione di esami di biologia molecolare per /a ricerca del

Virus HPV su tessuto”, evidenziando che esso non comporta alcun costo aggiuntivo per

I’ Azienda;

in pari data , la Ditta SMC (allegato n.4) ha chiarito che 1’aggiornamento in questione e

necessario, essendo “.........i/ test per /la diagnosi dell’HPV genotipo della DIACHEM sr/

non piu disponibile “;

lo stesso Direttore (mail del 03/11/2021 - allegato n.5) ha rappresentato a questa UOC

I’urgenza dell’aggiornamento a farsi, trasmettendo la documentazione di interesse, validata

dal Direttore del Dipartimento di afferenza, Dott. Arnolfo Petruzziello;

acquisite - su espressa richiesta della scrivente (mail del 22/11/2021 — allegato n. 6 ) -

ulteriori, necessarie informazioni (mail del 29/11/2021 — allegato n. 6 bis ) presso il

Direttore della UOC Anatomia Patologica, é risultato quanto segue:

a) “I prodotti oggetto di sostituzione legata all’aggiornamento tecnologico coincidono
plenamente con quelli indicati dalla Ditta S.M.C. Sr/” ovvero kit diagnostico in Real
Time PCR High Risk cod.1.111RT/HS;

b) la succitata Ditta e distributrice e fornitrice dei prodotti della Ditta Dia-Chem Srl;

Determinazione Dirigenziale

1] presente atto, in formato digitale e firmato elettronicamente, costituisce informazione primaria ed originale ai sensi dei combinati disposti degli artt.
23-ter, 24 e 40 del D.Lgs. n. 82/2005. Eventuale riproduzione analogica, costituisce valore di copia semplice a scopo illustrativo.





REGIONE CAMPANIA

AZIENDA OSPEDALIERA DI RILIEVO NAZIONALE E DI ALTA SPECIALIZZAZIONE
m “SANT'ANNA E SAN SEBASTIANO”
CASERTA

CONSIDERATO che il presente provvedimento non comporta incremento di spesa cosi come
indicato nell’allegato 1;
ESAMINATI tutti gli atti innanzi richiamati ed allegati alla presente

DETERMINA

I - DI POTER AUTORIZZARE pertanto 1’aggiornamento tecnologico proposto dalla Ditta S.M.C.
Srl (CONTRATTO - N.4600022369) in riferimento al prodotto test per la diagnosi dell’HPV
genotipo , visto anche il parere favorevole del Direttore del Dipartimento Servizi Sanitari, cui
afferisce la UOC Anatomia Patologica;

IT - DI DARE ATTO che I’aggiornamento tecnologico non comporta alcuna spesa aggiuntiva per
I’ Azienda, rimanendo invariato 1I’importo contrattuale unitario e complessivo;

III - DI TRASMETTERE copia del presente atto al Collegio Sindacale, come per legge, ed alle
UU.OO.CC. Farmacia Ospedaliera e Anatomia Patologica.

Il Direttore f.f. UOC
Provveditorato ed Economato
Dr.ssa Teresa Capobianco
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Spett.le A.O. di Caserta
Sant'Anna e San Sebastiano

alla c.a.

Ufficio Provveditorato
dott.ssa Teresa Capobianco

Direttore Responsabile Anatomia Patologica
dott. Pasquale Orabona

Caserta, 20 settembre 2021

P R S

OGGETTO: Aggiornamento tecnologico reag(el>ti e strumentazione per I’Anatomia Patologica

Riscontrando le Vostre prot. 0003748/U dell' 08/02/2/0%9(6 successiva prot. 0005804/U del 27/02/2019, con
la presente riportiamo l'elenco dei reagenti e i relativi aggiornamenti tecnologici.

VIROLOGIA

Nostro codice Descrizione Prezzo /test  Prezzo/conf.

1.111 AMPLI SET HPV SCREENING da 50 test 19,24 961,87
CND:W104050503 REP:1803913

1.111 HRG AMPLI SET HPV TYPING HIGH RISK da 50 test 19,24 961,87
CND:W104050503 REP:1803921

SOSTITUITI DA

ABHPDB Bosphore HPV Detection kit V4 da S0 test 19,24 961,87
CND:W0105040503 REP:1754472

ABHPV2 Bosphore HPV Genotyping High Risk kit V1 19,24 961,87

CND:W0105040527 REP:1671862

1 kit proposti utilizzano la metodica in Real Time PCR pit veloce e precisa dei precedenti, minor manualita,
tempi di refertazione ridotti.

La SMC fornira a titolo gratuito e per tutta la durata della fornitura strumento in Real Time PCR Stratagene
MX 3000.
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For Research Use Only. Not for Use in Diagnostic Procedures.





LiMITED PRODUCT WARRANTY

Agilent warrants to the original purchaser that this product is free from defects in workmanship or
materials for a period of one (1) year from the date of purchase, as indicated on the original invoice,
under normal use.

The sole and exclusive remedy under this limited warranty is repair or replacement of defective
products or parts thereof. Repair or replacement products or parts thereof will be furnished solely on
an exchange basis and are obtainable only by the original purchaser. The original purchaser shall
return the defective product, or part thereof, properly packaged, postage or shipping costs prepaid to
Agilent. Loss or damage during shipment shall be at the risk of the purchaser.

This limited warranty does not include repair or replacement necessitated by accident, neglect,
misuse, relocation, unauthorized repair or modification of the product.

THE ABOVE LIMITED WARRANTY IS THE SOLE WARRANTY PROVIDED BY
AGILENT. NO OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING
WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE,
ARE PROVIDED WHATSOEVER. NO AGILENT AGENT OR EMPLOYEE MAY
MODIFY, EXTEND OR ADD TO THE ABOVE LIMITED WARRANTY.

In no event will Agilent be liable for any direct, indirect, consequential or incidental damages,
including lost profits, or for any claim by any third party, arising out of the use, the results of use or
the inability to use this product.
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Mx3000P AND Mx3005P QPCR SYSTEMS

COMPONENTS PROVIDED

Components

Quantity

Mx3000P or Mx3005P QPCR system

1

Power cord

Fuse holder kit

Notebook or desktop computer with Windows® Vista (or equivalent) and
Office 2007 (or equivalent)®

1
1
1

Serial-to-USB adapter

USB driver installation CD

Mouse

RS-232 serial null modem cable (part #22316)

Perfect Fit frame (catalog #401421)

Mx3000P/Mx3005P 96-well non-skirted PCR plates (catalog #410088)

1
1
1
1
1
5

Mx3000P/Mx3005P optical strip caps (catalog #401425)

60 strips of 8 caps

MxPro QPCR software installation CD

Installation qualification test plateb and plate setup instructions

Setup and User's Guide

Installation wall chart

Introduction to Quantitative PCR: Methods and Application Guide

Warranty card

1
1
1
1
1
1

° The MxPro QPCR software is compatible with Windows® XP and Windows® Vista operating systems.

® Store the qualification test plate at ~20°C upon receipt.

IN #70225 J.1

Copyright © 2015 by Agilent.
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SETTING UP THE SYSTEM

Important  Retain the shipping container and all packaging materials, including the wooden
pallet. In the event that the instrument needs to be returned for service, the instrument
must be shipped in the original container to maintain warranty protection.

Locating the Instrument

Select a location for the Mx3000P or Mx3005P instrument according to the
following guidelines:

Select a flat, level surface

Ensure that the workbench is capable of supporting at least 45 lbs
(20.4 kg)

Allow 4 inches (10.2 cm) airflow on the front and rear of the instrument

Position the instrument to allow easy access to the instrument power
entry module (containing the instrument power switch)

The instrument should be installed in a location where it will not be
exposed to direct sunlight or vibration during use

Environmental Cornditions for Use

Maximum altitude: 2000 m (6562 ft)

Ambient temperature and relative humidity range for operation:

18-35°C (65-95°F); up to 85% non-condensing humidity

Installation Category 1I
Installation Category ratings establish standardized voltage levels
that may occur in the electrical distribution system. Category Il is
for measurements performed on circuits directly connected to the

electrical distribution system (i.e. a wall outlet on normal single-
phase supply [115/230 VAC]).

Pollution Degree 2

Pollution Degree ratings define the type of environment the
equipment is typically installed in. Pollution Degree 2 refers to an
office environment with occasional condensation.

For Indoor Use Only
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Unpacking the Instrument

Note  To ensure safety, we recommend that the lifting and unpacking of
the system be performed by two people.

Note Par mesure de sécurité, nous recommandons d’étre deux
personnes pour soulever et pour déballer I'instrument.

1. Remove the instrument from the shipping container. Do not apply force
to any part of the instrument directly; instead apply force to the plastic
bag or foam supports surrounding the instrument.

Important  Retain the shipping container and all packaging
materials, including the wooden pallet. In the event that
the instrument needs to be returned for service, the
instrument must be shipped in the original container to
maintain warranty protection.

2. Remove the foam and cardboard supports and the plastic bag, then
place the instrument in an appropriate location (see Locating the
Instrument).

3. Remove the tape securing the instrument door from the instrument
front.

4. Open the instrument door by pushing up on the door handle. Remove
and retain the foam used to immobilize the scanning-head on the track.

5. Move the scan arm to the left of the thermal block top.

6. To access the thermal block, unlatch the heated lid by pulling forward
on the handle and then rotating the lid up and away from the thermal
block. Gently push down on the handle to lock the lid into the open
position. To close the lid on the thermal block, gently pull up on the
handle to release. After rotating the lid back to the closed position,
gently push the handle toward the back of the instrument to lock it into
the closed position.

7. Surrounding the 96-well thermal block is a plastic Perfect Fit frame.
Remove and retain the Perfect Fit frame for later use. See the Sample
Loading section for more information about the Perfect Fit frame.

Mx3000P and Mx3005P QPCR Systems Setup and User’s Guide 3





Installing the Fuse

Important Do not turn on the instrument until you have installed the
fuse holder. The fuse is required for proper instrument
operation.

1. Remove the label located over the power entry module on the back of
the instrument just above the power switch.

Remove ’ab(ﬂ SR : y sheel
"o d follow

‘_,,'qr-,;(l""f'
.)ys"-‘"!} :z:»I.lHJhO"

2. Use a small flathead screwdriver or similar tool to open the fuse box.

3. Unpack the fuse holder from its shipping container.
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4. The flat edge of the fuse holder has two different voltage labels (115V
and 230V) printed in opposite orientation to each other. With the voltage
labels facing out, insert the fuse holder into the fuse box so that the label
for the desired voltage is in the proper orientation. (If your instrument is
100-120 volts, insert the fuse holder such that the 115V label is right-
side-up. If your instrument is 200-240 volts, insert the fuse holder such
that the 230V label is right-side-up.)

5. Replace the cover on the fuse box. Verify that the correct voltage label
is visible through the cover.

Voltage label

Mx3000P and Mx3005P QPCR Systers Setup and User’s Guide 5





Connecting the Instrument to the PC

1.

Serial Port

3 -

d

Msasnemeroreson

%

Verify that the power switch located at the rear of the instrument is
toggled off (the segment of the switch marked with an O symbol is
depressed). Attach the power cord to the power entry module, just
below the power switch. Plug the instrument into any properly
grounded outlet. The Mx3000P or Mx3005P system must be connected
to a power supply with the following specifications: 100120 volts AC,
50/60 Hz, 10 A or 200-240 volts AC, 50/60 Hz, 5 A.

Note  The power supply connected to the instrument should not
have any other equipment connected to it which could cause
the power available to the instrument 1o fall below the
requirements listed here.

Connect either end of the provided serial cable to the RS-232 serial port
at the rear of the instrument. If your PC has a serial port, connect the
free end of the cable to the serial port on the back or side of the
computer.

If your PC does not have a serial port, or if you are connecting an
additional instrument to the PC using the USB port, connect the free

‘ent of the cable to the provided serial-to-USB adapter, and thcn pug

the adapter into the USB port on the back or side of the computer (see
Figure 1).

Serial Cable USB Adapter Cable

8
EU::.J,J

Figure 1 Appearance of the serial port, serial cable and USB adapter used fo connect the instrument to the PC.

Note that this cable configuration is only required when using a PC that does not have a serial port or when using
the PC’s USB port to allow Multiple Instrument Control from a single PC.

3.

4.

Turn on the PC.

Perform any computer setup tasks required by the PC manufacturer.
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Configuring the PC and Installing the MxPro QPCR Software

I. Insert the supplied USB driver CD into the CD-ROM drive. The
software installation program will start automatically and guide you
through the installation process. Complete the hardware setup steps,
accepting all defaults. Click Finish at the end of the installation
program and remove the USB driver CD from the CD drive.

2. Click on the Windows® Start menu in the bottom left corner of the
screen to expand the menu. Select Programs or All Programs. Select
the Microsoft® Excel® icon to open the Microsoft Excel software. If the
Microsoft Excel icon is not visible, select Microsoft Office.

3. An activation Wizard will guide you through the process of activating
the Microsoft Office software. Among other items, the activation
Wizard will request acceptance of the license agreement, entry of the
product key (found on the back of the Microsoft Office installation CD
sleeve), and activation of the software either through an encrypted
transfer over the Internet or by telephone. Activation is required for
exporting the Mx3000P/Mx3005P instrument qualification test data
into a Microsoft Excel template, as described in Performing the
Instrument Qualification Test Run. Following Microsoft Office

' activation, select the default choices presented by the Wizard. Close
Microsoft Excel.

Note  The activation Wizard will not be displayed if the information
has been previously entered.

4. Turn on the Mx3000P or Mx3005P instrument, using the power switch
located at the rear of the instrument, and wait for both front status
indicator lights to turn on and stop blinking.

5. Insert the supplied MxPro QPCR software CD into the CD-ROM drive.
In rare cases when the installation process does not start automatically
upon insertion of the CD into the drive, select Run from the Windows
Start menu and open the Setup.exe file from the disk drive.
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The MxPro QPCR software installation program will start
automatically. Following the file extraction process, an installation
Wizard will guide you through the MxPro QPCR software setup
process. Click Next to continue with installation.

MxPPro Sefup @
Welcome to the InstaliShield Wizard for MuPro

The InstallShield® Wizard will install MxPra on your
computer. To continue, click Next.

v— Next > I Caniel i

A window will open with a copy of the MxPro QPCR software license
agreement. If you accept the terms of this agreement, click the
Yes button to continue loading the software.

MxPro Setup

License Agreement
Please read the following license agreement carefully.

Press the PAGE DOWN key to see the rest of the agreement.

[ the Software is labeled as an upgrade you may use o hransfer the Software onlpin A
conjunction with the priar version(s) of the Software and you may not separate the
Software for use except as expressly provided herein.

Dual Media Software X
You may receive the Software in mare than one mediur. Regardless of the type or size of ¥
medium you receive, you may use only the medium appropriate for your single computer.

You may not use or install the other medium on another computer. You may not loan, rent,

lease, or otherwise transfer the other medium to another user except as part of the

permanent transfer (as provided above) of the Software. i~

Do you accept all the terms of the preceding License Agreement? If you choose No, the
setup will close. To install MxPro, you must accept this agreement.

< Back Yes No |
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8. When prompted to select an installation type, select Instrument-
Connected System and then click Next.

MxPro Satup

Satup Type
Chaoose the setup type that best suits your needs.

Selact installation type.

" Setup and Analysis Computer

& Instrument-Connected System

< Back Cancel [

BN
9. When asked to continue in the following dialog box, click Yes.

Instrument-Connectad System

< Installing with this option configures the software for connecting to the instrument,
. If this is a setup and analysis PC only with no instrument, do not continue. Instead,
select the “Setup and Analysis Computer" aption.

Do you wish to continue?

Important  If a .NET Framework Initialization Error dialog box

appears, please contact Technical Services for
assistance before proceeding.
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10. When prompted to select additional MxPro installation options, select
or deselect the appropriate checkboxes and then click Next.

| Setup Options
Choose the setup options that bast suits your needs.

Select installation optiens to add.

|
i
\ # QPCR Interet Links Desktop Shorteut
|1 Expot Decimal Using Comma (Ewope)

11. If you have purchased the optional 21 CFR Part 1 1-compatible fea‘t'ureg
which include user authentication, database data storage, and audit trail
support, select 21 CFR Part 11 Features in the installation window
below. A sales order number indicating purchase of these features is
required to obtain an activation key. If you do not require 21 CFR
Part 11-compatible features, click Non-21 CFR Part 11 Features.
Click Next to continue with installation.

If the 21 CFR Part 11 Features setup type is selected, continue with
step 12. If the Non-21 CFR Part 11 Features setup type is selected,
proceed to step 15.

MxPro Sétup

Setup Type
Choose the setup type that best suits your needs.

To ectivate 21 CFR Part 11 features (i.e., database, security £ audit trail support) you need to
purchase an :pgrade. A Sales Order (SOH] is required to generate the needed activation key.

(" 21 CFR Part 11 Features
@ Non-21 CFR Part 11 Features

o =N
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12. If 21 CFR Part 11 Features was selected, the next installation screen
requires that an alphanumeric activation key be entered for 21 CFR
Part 11-compatible feature purchase verification and feature activation.
The activation key can be obtained by contacting the technical services
department by phone, E-mail, or via the Agilent website. The system-
generated ID, sales order number, instrument serial number, and
purchaser and institution names are required to request and obtain an
activation key. After inputting the activation key, click Next.

MxPro Setup @
S

oftware Activation
Obtain and enter activation key.

[
(3

To obtain the activation key, please call Technical Services at 1-800-834-1304 in North
America or 00800.7400. 7400 in Eurape. To contact Technical services in ather countries,
please refer to http:!‘/www.stratagene.corn/contactsf‘techservices. aspy.

Altematively, e-mail Agilent at gper@agilent.com including the system generated D (shown

below). Sales Qrder (SO#) for Catalog 401487, instrument serial #, your name and
company. The activation key will be delivered within one business day.

System generated ID:

L E-mail Request for Activation Key j
Act! /ation key obtained from Agilent

Next > Cancel j
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13. When prompted to select a database type for experiment storage, you
may connect to a network database, or create and connect to a local
database. If the software detects that a local database is already present,
a third option will be available to connect to the detected local
database. If you choose to create a local database, the Microsoft SQL
server desktop engine database will be installed, providing 2 GB of
storage. If you are unsure which database type to select, consult with
your Information Technology department. Click Next once a database
type is selected.

MxPro Setup

Setup Type
Choase the setup typa that best suits your needs.

There is no local database present. What would you like to do?

" Connect to netwark database

@ Create local database

< Back Cancel |

14. Depending on the database option selected, one of the following
windows will appear. Complete the appropriate fields, either entering
the database user ID and password for the selected network database, or
assigning a database password for the local database. If you are unsure
about database type, alias, user ID, and/or password fields, consult with
your Information Technology department. The database alias field can
be left blank when creating a local database if you do not wish to assign
an alias name. Click Next once the appropriate fields are populated.

MxPro Setup @
Database Selection Database Selection .
Choose the experiment storage database. . Choose the experiment storage database. [ 4
Please specify the following for database connection. thspociylhefolowhglud&abaucmdioﬂ
Ditabesith : : o e Db T e
P e e Dt [ ST
User ID for database: | S e User D for database:
Disiabass e e Dasnse T e RS
Re-type password:
Note: The user should have "create" privileges on the database server. Note: The user should have "create" privileges on the database server.
Expetiment storage tables wil be added, if needed, to the database specified. Experiment slorage tables will be added. if needed, to the database specified.
<Back | MNew> | Concel | < Back Cancel |
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15. When prompted to choose a folder location where MxPro QPCR

pt the default destination folder
\Program Files\Stratagene\MxPro) or select a different folder

once a folder location is

software files will be stored, either acce
(1.e5.C:

location using the Browse button. Click Next
selected.

MxPro Satup

Chaoose Destination Location
Select folder where Satup will install filas.

Setup will install MxPra in the fallowing foldar..

Tainstall ta this folder, click Next. To i

install to a different falder, click Browse and select
anather folder.

Destination Folder

C:\Program Files\Stratagene\MxPro Browse... i

< Back ,‘ Next > Cancel |

|
-

16. Once the MxPro QPCR software files and Microsoft SQL database
software files (if applicable), are installed to the designated folder
location, select Yes, | want to restart my computer now. Click Finish
from the final installation Wizard window to restart the PC.

MxPro Setup

- e——
InstallShield Wizard Complete
g Setup has finished installing MxPro on your computer.

® Yes, | want to restart my computer now.

" No, | will restart my computer later.

Click Finish to exit MsPro setup.
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17.

18.

19.

20.

21,

Once the PC has restarted, configure the PC Power Options. Click on
the Windows Start menu in the bottom left corner of the screen and
select Control Panel or Settings\Control Panel. Select Performance
and Maintenance/Power Options. Select the Always On Power
Scheme and then click OK.

Click on the MxPro desktop icon to start the MxPro QPCR software
application.

If the 21 CFR Part 11-compatible features are enabled, a login dialog
box will appear when the MxPro QPCR software application is opened.
In order to start the application, enter the initial case-sensitive default
username Admin and case-sensitive default password password. Click
Login.

Enter Username: [ [ Login I

et et - N— {

Change Password... J

Enter Password: !

Exit l

Database: i SATOPCS N wj

The first time you log in, you will be prompted to change your
password. Enter the default password password in the field
corresponding to Old password. Enter your new personal password of
6 characters or more, re-type your personal password for verification,
and select OK.

Change Password

Username: l—Admin

Old password: ! ~

New password: r

Re-type new password: [ =

Cancel |

The software will automatically prompt you to begin the Instrument
Qualification Test. See the following section for detailed instructions
on setting up and running this test.

14
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Performing the Instrument Qualification Test Run

The Instrument Qualification Test verifies that the biological performance of
an instrument experimental run is within factory specifications. Completing
the run requires approximately 2.5 hours.

The qualification test run uses the installation qualification test plate and a
preconfigured plate setup and thermal profile setup. No additional software
setup steps are required. A validation protocol Wizard will provide
instructions in a series of dialog boxes before, during, and after the run.
Since the Qualification Test is a fixed test, only the actions directed by the
validation protocol Wizard can be completed.

Do not attempt to modify the Qualification Test experiment or to
analyze data during the Qualification Test run.

Note  Wear chemical-resistant powder-free gloves whenever handling
the qualification plate or other sample plates. This will ensure that

no finger oils or other debris are transferred to the optical tube
seal.

1. Prepare the installation qualification test plate just prior to starting the
e, run. ~haw the plate contents at room temperature for 15-30 mimftes,
leaving the plate sealed in the foil wrapper while thawing.

After thawing, remove the foil wrapper and then mix the contents of the
wells by completing the following actions five times:

e Invert the plate. Use a sharp, swift, downward motion to move the
liquid to the seal on top of each well. Observe the liquid to verify
that the liquid has moved from the bottoms to the tops of the tubes.

e Re-invert the plate, and use the same motion to return the liquid to
. the bottom of each well, again verifying liquid movement before
proceeding.

After completing five mixing cycles, collect the liquid at the bottom of
the wells. Brief centrifugation of the plate at 1000 rpm is highly
recommended, in order to dislodge any bubbles and to collect the
liquid.

If a plate centrifuge is not available, shake the liquid down to the
bottom of the tubes (using the same motion described above for
mixing). Shake-down the plate until the majority of the liquid is at the
bottom of the tubes and only minimal amounts of liquid are retained on
the tube seal or sides. It is important to shake-down any noticeable
liquid on the tube seal (e.g. visible semi-circles or crescent shapes when
viewed from above). Small amounts of liquid spray retained on the tube
sides should not affect test results.
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Prior to loading the plate, verify that no bubbles are present at the
bottoms of the tubes, beneath the liquid. While it is critical to remove
any bubbles from the bottom of the tubes, small bubbles near the liquid
meniscus should not affect the test results.

Important  Bubbles trapped at the bottom of the tubes will interfere
with fluorescence readings, invalidating the test.

The first time that the MxPro QPCR software is opened using an
instrument-connected computer, the Instrumentation Qualification
Test-Start dialog box will appear. (This dialog box may also be opened
by selecting Qualification Test from the Instrument menu.) After the
plate is prepared, click Next.

instrument Qualification Test - Start

Continuing will start the test.

A supplied multiplex plate is required and the test will take
approximately 2 142 hours to complete. It consists of a complete
PCR run (40 cycles) followed by data analysis.

Before selecting Next, please read any instructions supplied with the

multiplex test plate.
| Next > I Cancel i
i

A series of filter set dialog boxes may appear. Accept the default filter
set changes and settings.

The Instrumentation Qualification Test-Start Run dialog box will

appear, providing an opportunity to enter any comments for the
qualification test.

Instrument Qualification Test - Start Run

Please prepare the supplied plate per the included instructions, load it,
push in the hat top handle ta secure the plate, close the instrument
door, and select Start Run.

Comments:

!

Start Run > Cancel }

16
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4. Verify that the Perfect Fit frame shipped with the instrument has been
removed from the thermal block area. (See the Sample Loading section
for more information.) Load the plate in the thermal block, verifying
the correct orientation (well Al in the top, left corner), and then close
and latch the thermal block lid to secure the plate. Close the instrument
door, and then click Start Run.

5. If the Pre-Run Lamp Warm-Up dialog box appears, select Run Now.
The system will begin the Instrument Qualification Test run.

MxPro - Mx3005P - Pre-Run Lamp Warm...

18 minutes 1 seconds ramain for the suggested
pre-tun lamp warm-up time (20 minutes total),

Do you wish to continue and run the experiment?

I Run Now I Run Aftar \Warm-Up Cancel

Important Do not open the instrument door during the run. When

an experiment is running, the upper LED on the

0 fe, s instrument front is in blinking maode. Opening the c.ocr
while the instrument is running will abort the run.

If the run is accidentally aborted by opening the
instrument door, the following error message will
appear: “Do you want to abort or continue the run?”
Close the instrument door and then select “Continue the
run.”

Important Ne pas ouvrir la porte de Pinstrument lors d’une
expérience. Le clignotement de l’indicateur lumineux
situé sur le devant de l'instrument indique qu'une
expérience est en cours. L'ouverture de la porte lors du
fonctionnement de [’instrument entraine ['arrét de
[’expérience.

Si une expérience est accidentellement arrétée par
l"ouverture de la porte, le message d’erreur suivant
apparait: “Do you want to abort or continue the run?”
(“Voulez-vous arréter ou continuer ['expérience?”).
Refermer la porte de I'instrument et choisir “Continue
the run” (“Continuer ’expérience”).
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6.

When the run is complete, the Instrument Qualification Test-Run
Complete dialog box will appear. Select Analyze.

instrument Qualification Test - Run Complete

The run has complated. Select dnalyze to at_.tlomalically export data
inta Excel and perform the nacessary analsis.

when you are finished reviewing the data, please return to thiz
application to complate the test.

| Analyze > | Cancel ';

Se—

The software will open the Microsoft Excel software Instrument
Qualification Validation template and will automatically export the
Text Report data from the Instrument Qualification Test run into the
Microsoft Excel software template, which has been preconfigured for
data analysis.

Notes If a Server Busy error dialog box appears, click Retry until
the data export succeeds.

If any Norton anti-virus dialog boxes appear, select Notify

Again in 1 Day, if this option is available, and close the
dialog box.

The Microsoft Excel software Validation template will open to the
FAM analysis tab. First, verify that the Data Count cell reports the
result Good, ensuring that all of the data has been correctly imported
into Microsoft Excel. Next, verify that the Result cell reports a Pass
result. A Pass result indicates that the instrument is working properly.
In this case, it is not necessary to E-mail the data to Technical Services.

If the test reports a Check result, it is important to call Technical
Services and send the three data files, including Customer
Information.txt, to Technical Services by E-mail for troubleshooting
guidance (see step 9).

After checking the results displayed on the Microsoft Excel software
Validation template, go back into the MxPro QPCR software.

18
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9. For a test report Check result only, the Instrument Qualification Test-
E-mail Experiment dialog box will appear and present the option to
automatically E-mail the data or save the data to a disk to later E-mail
to Technical Services (QPCR@agilent.com). Include a contact name,
the name of your institution and the instrument serial number when
sending the data to Technical Services. (See Mx3000P and Mx3005P
OPCR Systems Support for additional contact information.)

10. The Instrument Qualification Test-Complete dialog box appears,
indicating that the Instrument Qualification test is complete.
Click Finish to conclude the test.
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HARDWARE INFORMATION AND SPECIFICATIONS

Hardware Specifications

Feature

Specification

Excitation source

Quartz-tungsten halogen lamp

Detector

Photomultiplier tube (PMT)

Filters

Excitation and emission filter wheels with four (Mx3000P system) or five
(Mx3005P system) customer-selected filter sets

Thermal system

Peltier-based, 96-well block thermal cycling system

Thermal system temperature range

25-99°C

Operating environment

18-35°C (65-95°F); up to 85% non-condensing humidity

Weight

45 Ibs (20.4 kg)

Dimensions

14"W x 20"D x 18"H (35.6 cm x 50.8 cm X 45.7 cm)

Multiplexing capabilities

Mx3000P system: 4 dyes per well
Mx3005P system: 5 dyes per well

Sample container configurations

200-pl tube format, configured as 96-well plates, strip tubes, or single
tubes

Reaction volume per tube

10-50 pl

Elecirical power (input)

100-120 volts AC (+/-10%), 50/6C Hz, 10 A

200-240 volts AC (+/-10%), 50/60 Hz, 5 A

Vista and Office 2007 )

Notebook computer or desktop computer
(minimum requirements for Windows®

Intel® Core Duo or Intel® Core2 Duo 1.6 GHz processor, 2 GB system
RAM, 20 GB hard drive, CD-RW drive, 14.1-inch XGA monitor, 128 MB
video memory, internal network card

Cautions and Warnings/Précautions et Avertissements

Safety Symbols/Symboles de Sécurité

@ On/Off power supply indicator

Indicateur d’alimentation (marche/arrét)

Caution
Attention

Caution, hot surfaces
Attention, Surface trés chaude

Mx3000P and Mx3005P QPCR Systems Setup and User’s Guide






Other Warnings

Use caution when loading or unloading samples from the thermal block; the
thermal block can be hot.

Never touch the glass areas of the lamp; these surfaces can be hot. If oils
from the skin are transferred to the quartz surface of the bulb, it can also

result in premature bulb failure. Always handle the bulb assembly by the
base.

Use of the equipment in a manner not specified by the manufacturer may
impair the protection provided by the equipment.

Important Do not open the instrument door during a run. When an
experiment is running on the instrument the upper LED on the
instrument front is in blinking mode. Opening the door while
the instrument is running will interrupt the run. A warning
dialog box will appear on screen if the door has been opened

Avutres Avertissements

Soyez prudents lorsque vous chargez et déchargez les échantillons du bloc
thermique, car ce dernier pourrait étre trés chaud.

Ne jamais toucher la surfaces en verre des filtres ou de la lampe, car elles
pourraient étre trés chaudes.

Toute utilisation de cet instrument qui n’est pas explicitement prévue par le
fabricant peu endommager le dispositif de protection de I’instrument.

Important  Ne pas ouvrir la porte de l'instrument lors d’une expérience.
Le clignotement de l'indicateur lumineux situé sur le devant de
Uinstrument indique que I'expérience est en cours. L'ouverture
de la porte lors du fonctionnement de l'instrument entraine
I'arrét de I'expérience. Suite a I'ouverture de la porte, une

fenétre de dialogue apparait sur I’écran et I'expérience est
intérrompue.

and the run has been interrupted.
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Instrument Status Indicator LED’s

The status indicators on the front of the Mx3000P or Mx3005P instrument
consist of two LED's.

The lower LED is a power status indicator. When this LED is lit, the
instrument is plugged in and powered on.

The upper LED is a Ready status indicator for the instrument and has three
separate modes, as described in the table below.

Appearance of Ready Status
Indicator LED

Instrument Status

Continuously it

The instrument control software is operational and the unit is ready to run an
experiment.

Blinking The unit is not currently available to run an experiment since an experiment is
already in process.
Off The unit is not currently available to run an experiment. Either the power is off,

the instrument control software is not operational, or the instrument is still
initializing after being powered up.

22
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SAMPLE LOADING

Thermal Block Hardware

Use care when loading and unloading the samples; the thermal block can be
hot.

Prior to loading samples, verify that the status LED (upper LED on the
instrument front) is solidly lit (glowing green), indicating that the instrument
is ready for use. If the LED is not illuminated, the instrument is not powered
on or may still be initializing. If the LED is blinking, the instrument is
warming up or a run is in progress and the door should not be opened.

Open the door located at the front of the instrument by sliding it all the way
to the top.

To expose the thermal block, lift the heated lid by pulling forward on the
handle of the lid and then lifting the lid up and away from the thermal block
(see Figure 2).

Note  The lid of the thermal block houses a 96-hole grid (used by the
instrument for light path entry) which may be mistaken for a
thermal block. Ensure that the lid is raised, exposing the thermal
block, prior to loading samples.

Figure 2 The thermal block assembly, shown with the lid closed (left) and opened (right).
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Consumables

The thermal block of the Mx3000P/Mx3005P system is designed to
accommodate a variety of 96-well PCR plates, 200-pul PCR strip tubes, or

individual 200-pl PCR tubes that have separate, optically clear caps. For
best results, use the following Agilent consumables:

96-well PCR plates, 0.2-ml, non-skirted, Catalog #401333

96-well PCR plates, 0.2-ml, semi-skirted, Catalog #401334

8x strip tubes, 0.2-ml, Catalog #401428

8x optical strip caps, Catalog #401425

Single PCR reaction tubes (without caps), 0.2-ml, Catalog #410023

Prior to using a new type of plasticware for a run, test the fit in the thermal
block, and attempt to close the heated lid. If you encounter resistance when
closing the lid, do not use the plasticware for Mx3000P/Mx3005P system
runs. Using plates or tubes that are too tall for the thermal block or using
domed sample caps may prevent the heated lid from closing properly and
may damage the instrument scanner.

Use only non-skirted or semi-skirted plates with the Mx3000P and
Mx3005P systems. Full-skirted plates cannot be properly seated in the
thermal block.

Important When using individual tubes or strip tubes as sample
containers, insert the Perfect Fit frame on the thermal block
platform before loading the samples. See Use of the Perfect
Fit Frame with Single Tubes and Strip Tubes for more
information.

Use of tubes that are not designed for the Mx3000P and
Mx3005P instruments can result in poor experimental results
or damage to the instrument. The Agilent consumables for use
in the Mx4000 instrument are not compatible for use in the
Mx3000P or Mx3005P systems, and can result in difficulty
closing the heated lid and damage to the heated lid.

Use of the Perfect Fit Frame with Single Tubes and Strip Tubes

Prior to performing a run using individual tube or strip tube sample
containers, install the Perfect Fit frame on the thermal block platform. The
Perfect Fit frame optimizes the contact between the sample tubes and the
heated lid. One Perfect Fit frame is supplied with the Mx3000P/Mx3005P
System, and additional frames are available separately (Agilent Catalog
#401421). See Figure 3 for an illustration of the Perfect Fit frame and
Figure 4 for the appearance of the frame when installed correctly on the
thermal block.
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Figure 3 The Perfect Fit frame, shown in the proper orientation for installation.

To install the Perfect Fit frame, position the frame around the border of the
thermal block. When properly installed, each of the six notches on the
bottom of the frame will be positioned in the spaces between wells on the
perimeter of the thermal block surface. The Perfect Fit frame should be
seated on the thermal blcck platform with limited freedom of movement.
There are no audible sounds associated with the installation. (The frame
does not “click” into place.)

Figure 4 Appearance of the Perfect Fit frame when installed correctly on the
thermal block.
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Application of Caps

Wear powder-free gloves while applying caps to the sample containers.
Caps should be placed on the samples before the samples are loaded into the
instrument. For best results, apply the caps while the samples are firmly
seated in a 96-well working rack (Agilent Catalog #410094). Apply direct
downward force to each cap, and then view the rack from the side to make
sure all the caps are seated evenly. Alternatively, caps can be applied using a
Storage Mat Applicator (Corning Catalog #3081). Just before loading the
samples into the thermal block, centrifuge the samples briefly to collect any
liquid that may be on the tube walls or cap.

26

Mx3000P and Mx3005P QPCR Systems Setup and User's Guide





MAINTAINING THE INSTRUMENT

Replacement Parts

Use only Agilent replacement parts (excluding fuses) in the maintenance of
the Mx3000P and Mx3005P systems. Use of non-Agilent parts may void the
warranty.

Replacement lamp assemblies are available for purchase (Agilent Catalog
#401411). The lamp is the only customer-serviceable part of the system. The
system should be returned to Agilent for all other services and repairs.

Changing the Lamp

The lamp of the Mx3000P and Mx3005P systems has an average life
expectancy of 2000 hours.

Important Never touch the glass portion of the quartz-tungsten halogen
lamp!

Before changing the lamp, be sure to power off the instrument.

Warning  The lamp and nearby surfaces may be hot!

1

Important Ne jamais toucher la surface en verre de la lampe quartz-
tungsténe-halogene!

Avant de changer la lampe, assurez-vous d’avoir d ‘avoir éteint
Uinstrument.

Avertissement  La lampe et les surfaces adjacentes peuvent étre trés
chaudes!

The lamp is located in the excitation housing, on the left-hand side of the
instrument. Before changing the lamp, be sure to turn off the instrument.
The lamp is replaced, along with the lamp housing, as follows:

1. Remove the two screws securing the excitation housing cover panel
and remove the panel. This panel is located on the left side of the
instrument.

2. Disconnect the wire connector for the lamp housing. This is located
near the bottom of the module towards the front of the instrument.

3. Loosen the thumbscrew that holds the lamp housing in the excitation
module.

4. Remove the old lamp housing and lamp.
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5. Insert the new lamp housing and lamp. A keyway on the lamp housing
allows the housing to be placed in its holder in only one orientation.
Push the housing in as far as it will go.

6. Tighten the thumbscrew.
7. Connect the wire connector.
8. Replace the cover panel and the two cover screws.

9. After the lamp has been changed, reset the MxPro QPCR software
lamp timer to 0. To do this, open the Lamp Reset and Utilities dialog
box (from the software Instrument menu) and click the Reset button.
The timer will be set to 0 and the current date will be entered in the
Last date reset field.

Replacing the Fuse

The Mx3000P and Mx3005P instruments use a single slow-acting fuse. The
fuse housing is located adjacent to the power cord inlet in the power entry
module. See Installing the Fuse in Setting Up the System for pictures of the
fuse housing unit.

To replace the fuse, disconnect the instrument from the power source, open
the fuse housing cover and remove the fuse holder from the power entry
module. Replace the fuse with the appropriate fuse type from the table
below and then replace the fuse holder.

Warning High voltage present. Turn off the power switch and remove
the power cord from the power entry module prior to
replacing the fuse.

Avertissement Présence de haut voltage. Eteigner Dinstrument et
débrancher le cordon d’alimentation de la prise du bloc
d’alimentation avant de remplacer le fusible.

Instrument Type (Voltage) Replacement Fuse
110-120 V T10A, 250V
200-240 V T5A, 250V

Cleaning the Instrument

Clean the exterior housing of the Mx3000P and Mx3005P systems using
only mild soap and warm water on a soft cloth. Do not use alcohol or
solvent-based cleaners. The wells of the thermal block should be cleaned
with cotton swabs and isopropyl alcohol. Ensure that the block is at room
temperature before cleaning.
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TROUBLESHOOTING

Observation

Suggestion

Unable to install MxPro software

The software will be unable to install if the account that was used to login
to the PC does not have administrative rights. Login under an account with
admin rights. If the computer is on a network, you may need to contact
your IT department.

During installation of the MxPro software, a
.NET Framework Initialization
Error dialog box appears

Contact Technical Services.

When first connecting or reconnecting the
PC to the instrument, “Communication
Error” appears in software

Verify that the RS-232 cable between the PC and Mx3000P or Mx3005P
instrument is securely connected to the serial-to-USB adapter cable, and
that the adapter cable is securely connected to the USB port on the PC.
Verify thot the USB driver on the CD provided with the system has been
loaded on the computer. If the “Communication Error” persists, connect
the cable to one of the other USB ports on the PC.

“Communication Error” appears in software

Instrument has not finished warming up. Wait for both front panel LED's to
become steady lights and for the instrument communication icon in the
bottom right corner of the screen to turn from red to green.

Verify that the RS-232 cable between the PC and Mx3000P or Mx3005P

instrument is attached.

Verify that the instrument is powered on.

Exit and reboot the MxPro software. If a run was in progress when
communication failed, the software will detect this after communication is
reestablished. If a run is still in progress, the software will offer the option
to continue displaying data from the current run. If the run completes
before communication is reestablished, the software should offer the option
to download the data from the last run. If not, you can select the
Download Data From Instrument option from the Instrument menu.

If a USB to serial adapter cable is being used, verify that the driver software
for the adapter cable has been installed. If the cable has been moved to a
different USB port, you may have to use the Discover Instruments
command under the Instrument menu in the MxPro application in order
for the instrument to recognize the new COM port location.

Lamp On or other instrument-related
software commands are not available

Make sure the running software is not a Standalone version. If using
software installed for analysis only or if multiple copies of the software are
open, Standalone will appear in the upper left corner of the MxPro QPCR
software title bar. When communication between the PC and the
instrument is established, the communication icon in the lower right corner
is green.

Software locks up or shuts down during a
run

Turn off the sleep mode for the monitor and disable the screen saver. This
can be accessed in the Microsoft Windows software Control Panel. Also
verify that the Windows Power Scheme s set to Always On.

Lower LED power indicator light never
comes on

Verify that the instrument is plugged into the power source or surge
protector and that power is getting to the instrument.

Check fuse on back panel near the power cord. If fuse is burned out,
replace the fuse. See Replacing the Fuse for more information.
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Observation

Suggestion

After switching on the instrument, the upper
LED status indicator light does not indicate
Ready status (continuously lit)

During instrument power-up, the upper LED should remain off for

9.3 minutes while the instrument warms up. If the LED does not light
continuously after the warm up period is completed, reboot the instrument
(power off the instrument, wait 30 seconds, and then switch the instrument
power on). If this does not address the problem, contact Technical
Services.

Error message “A Lamp Error has
Occurred” or “Lamp Power Error”

This error is generated when the enabled software detects that there is no
current flowing through the bulb. Lack of current could simply indicate that
the bulb has failed or is unplugged, or it could indicate a more serious
electrical problem that requires repair. If changing the bulb and confirming
its electrical connection does not resolve this error, contact Technical
Support.

Error message “A Power Supply Error has
Occurred”

It is possible that this error can be resolved be upgrading to the most
recent version of the MxPro software. If you are running version 3.0 or
earlier, contact Technical Services to obtain a software download key. If
you are already running version 3.2 or later, contact Technical Services for
further troubleshooting.

Very low amplification signal

Low amplification signal could indicate that the lamp is starting to fail.
Check lamp, and replace if necessary. See Changing the Lamp.

If the reference dye is showing good signal but the fluorophore is not, there
may be a problem with the pioke or the stock of dye that was used. If
using SYBR Green, verify the concentration. If using a new probe or a new
lot of a probe, the problem could be the fluorophore. You can fest the
probe by performing a nuclease digestion to ensure it is unquenching as
expected: incubate 100 nM of probe in 25 pl of 1x buffer with 10 U of
DNase or S1 nuclease at room temperature for 30 minutes. This should
result in a fluorescence level increase of >5000 RFU. If another probe or a
stock of the dye is available, try that stock for comparison.

If amplification of the signal is seen in spite of the low fluorescence,
increasing the gain multiplier may still allow this probe to be used. If the
probe or dye stock has been stored in a way that might have exposed it to
light, low signal could also be due to photobleaching of the fluorophore.

If the samples are still available, run them on a gel to verify the presence of
amplified product. If the gel indicates that no amplified product has been
formed, assay optimization or new reagents may be necessary.

If low amplification signal only occurs intermittently and is cleared by
rebooting the instrument, it is possible that this problem could be resolved
by upgrading to the most recent version of the MxPro software. If you are
running version 3.0 or earlier, contact Technical Services to obtain a
software download key.

Sudden amplification signal loss or
downward drift during run

Check lamp, replace if necessary. See Changing the Lamp.

The bulb may be failing. With a Mx3000P system, unfiltered light can be
seen coming through the read head whenever the lamp is on. If no light is
seen, or if it looks very dim or yellowish, the bulb has likely failed or is
failing. With a Mx3005P system, because the light path is blocked at any
time when a scan is not in progress, the only way to check the bulb is to
remove it from the instrument for direct inspection. The bulb filament will
normally appear as a tight silver spiral. A bulb that appears blackened,
deformed or broken should be replaced.
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Observation

Suggestion

Signal fluctuates during run

Check lamp, replace if necessary. See Changing the Lamp.

Verify that the raw (multicomponent) fluorescence signal is below the
recommended maximum of 35000 and above the recommended
minimum of 3000 RFU. If necessary, adjust the Filter Gain Settings to
bring the signal into the recommended range.

If ROX is being used as a reference dye, the final ROX concentration in the
reaction should be approximately 30 nM. If the dye SYBR® Green | is used
as the reporter, ensure that the dye is diluted appropriately before addition
to the reaction mix.

Verify that the instrument is not subjected to vibrations from an external
source during the run, such as from another instrument on the same
bench. Also verify that the line power provided to the instrument is within
the required specifications of 100-120 volts AC (+/-10%), 50/60 Hz,
10 A for a 110V system or 200-240 volts AC (+/-10%), 50/60 Hz, 5 A
for a 230V system. If consistent power cannot be maintained by the local
power supply, it may be necessary to use a Line Conditioner. An example
Line Conditioner that is known to work well is the POWERVAR ABC700-
1TMED.

Ensure the instrument is not located near a window where the back of the
instrument is exposed to direct sunlight. If this is the case, the window
should be blocked or the instrument should be relocated.

Unexpected results in one sample

Check the sample container for contaminating material.

Check optical clarity of sample container cap.

Ensure the liquid inside that sample tube did not evaporate during the run,
which would indicate a vapor leak in that particular sample. Vapor leaks
may occur if the sample was not sealed properly or incorrect plasticware
was used.

Clean the thermal block as outlined in the section Maintaining the
Instrument.

Decreased volume in sample containers at
end of run

Sample containers are not vapor tight. Ensure caps are tightly sealed and
containers are not malformed. Also ensure that proper plasticware was
used.

Excess condensation in reaction tubes

When using single tubes or strip tubes, install the Perfect Fit frame on the
thermal block to optimize contact between the sample tubes and the

heated lid.

No amplification plots are visible in the
Results screen

The wrong data collection point may have been assigned to the
amplification plots (e.g. the dissociation curve collection point). Reset the
data collection point for the amplification plots on the Analysis
Selection/Setup screen.

Ensure that a data collection point was specified on the Thermal Profile
Setup screen. Without a data collection point, no data is collected and
analysis is impossible.

If you selected dRn data when a reference dye was not defined for the
experiment, you will not see any amplification plots on the Results screen.
In this case, there will normally be an error message under the plot stating
“None of the wells selected have a reference dye selected.” Change the
Fluorescence to dR and the amplification plots will be visible.
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Observation

Suggestion

Software font difficult to read/Poor
resolution of text/Images missing

Microsoft Windows display settings are incorrect. Required minimum
settings are 16 bit high color and 1024 x 768 resolution. Do not set DPI
higher than 96.

Chart printing is low quality

Check the status of the High resolution chart printing option on the
Print Page Setup dialog box. Chart printing using most printers will be
enhanced by selecting the High resolution chart printing option.
Limitations of certain printer drivers cause incompatibilities with this sefting;
try deselecting the High resolution chart printing checkbox.

When the data are exported to Excel, the
charts do not look correct, do not appear,
or the data numbers are much higher than
they should be

These errors may result if the software was accidentally setup to export data
to Excel using the incorrect format for the decimal symbol. In North
America, the decimal place holder should be a period (.) while in Europe,
it is normally a comma (). Under the Options menu on the toolbar, select
Preferences to open the Preferences dialog box. Make sure the “Export
decimal using” selection is set to the correct format for the copy of
Microsoft office you are using.

Peaks in dissociation curve are very wide

Make sure the Moving Average setting has not been set fo more than 3
averaging points (see the Analysis Term Settings dialog box under the
Smoothing fab).

If the Moving Average setting is not the cause of the wide peak, it could
be that multiple products are being formed. You may need to optimize the
primers or the reaction conditions.

Difficulty in setting baseline or baseline
corrected amplification plots do not appear
flat in region prior to amplification

When running samples with a broad dynamic range, use the adaptive
baseline algorithm. If amplification curves still look abnormal, it may be
necessary to manually set the baseline ranges. Baseline ranges may be
adjusted in the Analysis Term Settings dialog box under the Baseline
Correction tab. The best way to determine a baseline range is fo view the
raw amplification plot for each curve (the R fluorescence data) and then set
the baseline start and end cycles to span only that region of the curve that
is flat (i.e. start the range after any initial tailing and end it before the
signal shifts due to amplification).

Signal fluctuations in amplification plots

Use of the moving average algorithm can help correct for moderate levels
of signal noise. Consult the MxPro QPCR software Help for more
information.

Signal noise can result if the raw signal level is near saturation (>35,000
RFU) or near background (<3000 RFU). In cases where the signal level is
running too high, reduce the gain multiplier setting or reduce the
concentration of dye/probe used. Low signal levels can indicate the bulb is
starting to fail, or indicate a problem with the probe/dye that is used.

Signal noise may be the result of environmental factors such as vibration of
the bench from other instruments, direct sunlight falling on the back of the
instrument, or fluctuations in the line power. These problems can normally
be resolved by relocating the instrument fo a different bench in the lab or,
for the case of line power problems, by connecting the instrument fo a
Power Conditioner or UPS. An Mx3000P or Mx3005P system requires af
least 1000 VA of power, so any power conditioner or UPS used must be
rated to deliver at least this level of power.

Increased signal noise for run

Use the Moving Average algorithm. Consult the MxPro QPCR software

Help for more information. J
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Observation

Suggestion

Ct value reported for NTC (no-template
control) sample is less than the total
number of cycles but the amplification plot
curve is horizontal

Examine variation in fluorescence intensity during the run. Review
amplification plot and adjust the threshold accordingly.

Low increase in fluorescence with cycling

The probe or beacon is not binding the target efficiently. Lower annealing
temperature and verify melting temperature.

Target PCR product is too long. Redesign primers to yield a PCR product
<150 bp in length for probe-based detection, or <400 bp for SYBR
Green | detection.

Magnesium concentration is too low; run a titration to optimize
concentration.

Insufficient or non-specific product. Verify product formation through gel
electrophoresis. Re-optimize reaction conditions as necessary.

Increase in fluorescence in control reactions
without template

If the amplification plot is showing a strong sigmoid curve, then the
reaction has likely been contaminated.

In SYBR Green reactions, an increase in fluorescence in the absence of
template could be due to primer-dimer formation.

It a probe-based chemistry is used and the amplification plot shows a
steady fluorescence increase, rather than a sigmoid curve, the probe may
be degrading.
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SOFTWARE LICENSE AND NOTICES

MxPro QPCR Software License Agreement

Important - Read Carefully Before Opening, Installing or Using Software Package(s)

By opening this package and installing or using the media, printed materials, and "online" or electronic
documents in or identified in the package, you are accepting and agreeing that your rights to the software
code on the media (“Software”) and the content of the printed material and “on-line” documents
(“Materials™) are subject to the terms of this License Agreement. If you are not willing to be bound by
the terms of this License Agreement, you should promptly return the package and all of its contents. This
License Agreement represents the entire agreement concerning the Software and Materials between you
and Agilent, a Delaware corporation (referred to as "Licensor"), and it supersedes any prior proposal,
representation, or understanding between the parties.

License Grant: Licensor hereby grants to you a nonexclusive license to use the Software in object code
form on the Mx3000P/Mx3005P analysis computer and one additional computer or central processing
unit (CPU) that is owned, leased, or otherwise controlled by you at a single site, for Mx3000P/Mx3005P
generated data analysis purposes. The Software is in use on a computer or CPU when it is loaded into
temporary memory (€.g., RAM) or installed into permanent memory (e.g., hard disk or other storage
device) in or associated with the computer or CPU. Neither concurrent use on more than two )
computers and CPU’s nor use in a local area network or other network is permitted without separate
authorization through additional MxPro software license agreements.

Licensor also grants to you a nonexclusive license to use the Materials solely in conjunction with your use
of Software as licensed in this Agreement.

Modifications: You may modify or change the Software only for your internal use. You may not
transfer or deliver to another party any of your modifications or changes. Your modifications and
changes will not appear in any subsequent revision of the Software delivered by Licensor to you.

Other Limitations: Except as required to install and use the Software, you agree that you will not
copy, rent, lease, or otherwise distribute the Software or any Materials. You may make one (1) archival
copy of the Software and Materials provided that you affix to the copy all copyright, confidentiality, and
proprietary notices that appear on the original and provided such archival copy is retained solely for
record keeping purposes and is not otherwise used.

Transfer Rights: You may permanently transfer all of your rights under this License Agreement to a
single third party provided (a) you retain no copies of the Software and Materials (except for the archival
copy), (b) you transfer all of the Software and Materials (including this License Agreement and any
upgrades) to:the single third party, (c) the single third party agrees in writing to be bound by the terms of
this License Agreement, and (d) you give Licensor advance written notice of the transfer and you provide

to Licensor the original of the agreement by such third party to be bound to the terms of this License
Agreement.

EXCEPT AS EXPRESSLY AUTHORIZED ABOVE, YOU SHALL NOT: COPY, IN WHOLE OR IN
PART, SOFTWARE OR MATERIALS; MODIFY THE SOFTWARE; REVERSE COMPILE OR
REVERSE ASSEMBLE ALL OR ANY PORTION OF THE SOFTWARE; OR RENT, LEASE,
DISTRIBUTE, SELL, OR CREATE DERIVATIVE WORKS OF THE SOFTWARE OR MATERIALS.
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You agree that the Software and aspects of the Materials, including the specific design and structure of
individual programs, constitute trade secrets and/or copyrighted material of Licensor. Except as

trade secrets and copyrighted material. Title to the Software and Materials and associated intellectual
property rights shall remain solely with Licensor.

Licensor delivers the software "as is" with all faults. All express or implied conditions, representations,
and warranties including, without limitation, any implied warranty of merchantability, fitness for a
particular purpose, or noninfringement, or any implied warranty, right or obligation arising from a course

of dealing, usage, or trade practice, are hereby excluded and expressly disclaimed to the extent allowed by
applicable law.

IN NO EVENT WILL LICENSOR BE LIABLE FOR ANY LOST REVENUE, PROFIT, OR DATA,OR
FOR SPECIAL, INDIRECT, CONSEQUENTIAL, INCIDENTAL, OR PUNITIVE DAMAGES
HOWEVER CAUSED AND REGARDLESS OF THE THEORY OF LIABILITY ARISING OUT OF
THE USE OF OR INABILITY TO USE THE SOFTWARE EVEN IF LICENSOR HAS BEEN
ADVISED OF THE POSSIBILITY OF SUCH DAMAGES. SOME STATES DO NOT ALLOW
LIMITATION OR EXCLUSION OF LIABILITY FOR CONSEQUENTIAL OR INCIDENTAL
DAMAGES.

Mimitation of Liability. In no event shall Licensor's liability to you, whether in contract, tort (including
negligence), or otherwise, exceed $250.00.

This License Agreement is effective until terminated. You may terminate this License Agreement at any
time by destroying all copies of Software and Materials. Additionally, Licensor may terminate this
License Agreement immediately upon notice to you. This License Agreement will terminate immediately
without notice from Licensor if you fail to comply with any provision of this License Agreement. Upon
termination, you must destroy all copies of Software.

The Software and Materials, including technical data, is subject to U.S. export control laws, including the
U.S. Export Administration Act and its associated regulations, and may be subject to export or import
regulations in other countries. You shall comply strictly with all such regulations, and you hereby
acknowledge that you have the responsibility to obtain licenses to export, re-export, or import the
Software, Materials or any part thereof. This paragraph is not intended to grant any rights inconsistent or
greater than granted elsewhere in this License Agreement.

U.S. Government Restricted Rights

The Software and Materials are provided with RESTRICTED RIGHTS. Use, duplication, or disclosure
by the Government is subject to restrictions as set forth in subparagraph (c)(1)(ii) of the Rights in
Technical Data and Computer Software clause at DFARS 252.227-7013 or subparagraphs (c)(1) and (2)
of the Commercial Computer Software - Restricted Rights at 48 CFR 52.227-19, as applicable.

This License Agreement shall be construed and governed in accordance with the laws of the State of
California, without regard to its principles of conflicts of law.
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Upgrades

If the Software is labeled as an upgrade you may use or transfer the Software only in conjunction with the
prior version(s) of the Software and you may not separate the Software for use except as expressly
provided herein.

Dual Media Software

You may receive the Software in more than one medium. Regardless of the type or size of medium you
receive, you may use only the medium appropriate for your single computer. You may not use or install
the other medium on another computer. You may not loan, rent, lease, or otherwise transfer the other
medium to another user except as part of the permanent transfer (as provided above) of the Software.

Trademarks

Celeron®, Intel® and Pentium® and registered trademarks of Intel Corporation.
Excel®, Microsoft® and Windows® are registered trademarks of Microsoft Corporation.
SYBR® is a registered trademark of Molecular Probes, Inc.
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Email

techservices@agilent.com

World Wide Web

www.genomics.agilent.com

Mx3000P AND Mx3005P QPCR SYSTEMS SUPPORT

Telephone
Location Telephone
United States and Canada 800 227 9770
Austria 01 25125 6800
Benelux 02 404 92 22
Denmark 4570130030
Finland 010 802 220
France 0810 446 446
Cermany 0800 603 1000
ltaly 800 012575
Netherlands 020 547 2600
Spain ©01 11 68 90
Sweden 08 506 4 8960

Switzerland

0848 8035 60

UK/Ireland

0845712 5292

All Other Countries

Please visit www.agilent.com/genomics/contactus
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Ordering Information:

Find an Agilent customer center in your country:
www.agilent.com/genamics/contactus

United States and Canada
Orders and Technical Services: 800 227 9770

Asia Pacific:
adinquiry_aplsca@agilent.com

Europe:
info_agilent@agilent.com

For more information please visit our website:
www.agilent.com/genomics

Distributors
For a list of worldwide distributors, please visit
our website www.agilent.com/genomics

Manufacturing Information:

Manufactured by:
Agilent Technologies Germany GmbH & Co.KG

Hewlett-Packard-Strasse 8
D-76337, Waldbronn

Germany

For:

Agilent Technologies Singapore (international) Pte. Ltd.
No. 1, Yishun Avenue 7,

Singapore 768923

www.agilent.com

This information is subject to change without notice.
© Agilent Technologies, Inc. 2015

Printed in Germany, June 2015
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REGIONE CAMPANIA

AZIENDA OSPEDALIERA DI RILIEVO NAZIONALE
A _ E DI ALTA SPECIALIZZAZIONE
FACERTA “SANT'ANNA E SAN SEBASTIANO” DI CASERTA
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. Al Direttore UOC Anatomia Patologica
Dott. P. Orabona

LORO SEDI

OGGETTO : Aggiornamento tecnologico reagenti e strumentazione per I’Anatomia
Patologica. Comunicazione del 20 u.s. — Richiesta. : .

Si chiede a codesta Societa, oltreché alla UOC Anatomia Patologica, di fornire delucidazioni
in merito alla documentazione inviataci il 20 u.s. ed acquisita al prot. gen. 1. 26352di pari
data. : .

Si resta in attesa di riscontro.
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ALt 3

U.0.C. di Anatomia Patologica

Al Sig. Direttore f. f. U. O. C. Provveditorato ed Economato
SEDE

QOggetto: riscontro mail del 21/08/2021

in merito alla nota inviata il giorno 21/09/2021 si precisa che si tratta di un aggiornamento
tecnologico relativo al contratio n. 4600022369 al quale sono legati strumenti e
consumabili per effettuazione di esami di biologia molecolare per ia ricerca del Virus HPV
su tessuto. L’ intervento in oggetto (fornitura di un Kit piu sensibile e dello strumento per
utitizzarlo) non comportera alcun costo aggiuntive per [ Azienda.

Nella speranza di aver chiarito quanto richiesto porgo cordiali saluti.

Caserta, 23/09/2021 {l Direttore

r. Pasqug}ie @fma
4 W}\x i

Fr 0 i SAnatoma Parologica ACRN Sani i e St Scbs'z,f:rmm} ¢ aserie
<ciono X100 - Caseria - Feb O823 23
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scientific medical company g1t

Al o

Spett.le A.0. di Caserta
Sant’Anna e San Sebastiano

allac.a.

Ufficio Provveditorato
dott.ssa Teresa Capobianco

Direttore Responsabile Anatomia Patologica
dott. Pasquale Orabona

Caserta, 23 settembre 2021

OGGETTO: Chiarimenti riguardanti I’aggiornamento tecnologico proposto con nostra PEC del
20.09.2021, acquisita al prot. gen. 1. 2635 di pari data

In risposta alla Vs. PEC del 21.09.21, prot. n. 0026487/U di pari data, facciamo riferipgento al contratto
0. 4600022369 — CIG: 4343742949 ¢ confermiamo la necessita dell’aggiornamento tecnologico in
quanto il test per la diagnosi dell’HPV genotipo della DIACHEM stl non & piu disponibile.’s

i WTW genotipi ad alto rischio (14 invece di 11).

Inoltre la tecnologia utilizzata (Real Time PCR) assicura una maggiore sensibilita e specificita e consente
di ridurre i tempi di refertazione rispetto a quella che viene attualmente utilizzata (rivelazione su gel
d’agarosio).

A tale scopo forniremo in uso gratuito lo strumento RT PCR Stratagene MX 3000. L{

1 reagenti proposti in aggiormamento SOno di ANATOLIA GENEWORKS. 3
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Oggetto aggiornamento tecnologico ditta diachem @.
Mittente <anatomiapatologica@ospedale.caserta.it> fJJP}J "‘U %
Destinataric  <provveditorato@ospedale.caserta.it>

Data 03.11.2021 11:45
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e aggiornamento tecnologico.pdf(~1,7 MB)

si invia quanto in oggetto. cordiali saluti /











LT LILEERRR REGIONE CAMPANIA

m AZIENDA OSPEDALIERA DI RILIEVO NAZIONALE E DI ALTA SPECIALIZZAZIONE
CASERTA “SANT'ANNA E SAN SEBASTIANO”

CASERTA

e 5

U.0.C. di Anatomia Patologica

Al Sig. Direttore f.f. U. O. C. Provveditorato ed Economato
SEDE

Oggetto: Aggiornamento Tecnologico Reagenti e Strumentazioni UOC di Anatomia
Patologica

Facendo seguito alle precedenti richieste si reinvia la nota del 23/09/2021 con allegata
comunicazione della Ditta Diachem s.r.l. con in calce l'autorizzazione a procedere fornita
in data odierna dal Sig. Direttore del Dipartimento dei Servizi Sanitari.

Si fa presente 'urgenza della richiesta anche per evitare di essere costretti a sospendere
Pattivita diagnostica legata all’ aggiornamento in oggetto.

Caserta, 03/11/2021 JI Direttore

Dr, Pasq? e) a
04/C ,

U O.C di Anatomia Patologica AORN Sant ' Anna € San Sebastiano — Caserta
Fia Palasciao 81100 — Caserta - Tel. 082323
eomail: anatomiapatologica@ospedale. caserta.il
PEC: anaiomiapatologica’@ospedalecasertapec.it











DIRGNOSTICI € TECNOLOGIE BIOMEDICHE
BIOLOGIA MOLECOLARE NG CEL RS e
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Spett.le
SMCS.r.l.
—""A\_.._.__ = SIS AR
Largo Daniel Bovet, 1
81100 Caserta
C.A. Amministratore Unico

Dr. Pasquale Pilia

Oggetto: Termine produzione prodotto "Ampli set HPV Typing High Disk" - codice 1.111HRG

In merito al VS. sollecito ricevuto tramite PEC il 28/10/2021, relativo all'oggetto sopra riportato, siamo
ad informarVi che il kit richiesto non & pit in produzione a decorrere dal mese di giugno 2021.
Per ovviare a questa mancanza, in alternativa potremmo fornire il kit diagnostico in Real Time PCR High Risk
cod. 1.111RT/HS, attualmente disponibile.
Si rende nMItre che e in fase di sperimentazione un nuovo dispositivo DIV con rivelazione su gel di
agarosio che rileva i genotipi del Papilloma Virus umano in un profilo di alto e basso rischio. La fine della
sperimentazione & prevista per fa prima decade di novembre, salvo imprevisti.

Rimaniamo in attesa di Vostre indicazioni su come procedere.

Con l'occasione, porgiamo cordiali saluti,

Napoli, 29 ottobre 2021
Amministratore Delegato

Dia-Chem S.r.l.
Dr. Vincenzo Varriale
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nounuLuue weutlall  Agglornamento tecnologico Ditta S.M.C. Srl

1dil

about.plal

Oggetto Aggiornamento tecnologico Ditta S.M.C. Srl
Mittente <provveditorato@ospedale.caserta.it>

Destinatario <anatomiapatologica@ospedale.caserta.it>,
<dipartimentoservizisanitari@ospedale.caserta.it>

Data 22.11.2021 17:17

A seguito della disamina della documentazione richiestaci il 03. us. circa "l'aggiornamento
tecnologico relativo al contratto n.4600022369 al quale sono legati strumenti e consumabili
per effettuazioni di esami di biologia molecolare per la ricerca del Virus HPV su tessuto”

& necessario che forniate le seguenti precisazioni:

a) i prodotti oggetto di sostituzione coincidono con quelli indicati nella comunicazione
della ditta S.M.C., datata 20.09.2021, indirizzata anche a codesta UOC;

b)se ricorre la suddetta circostanza, precisrae il titolo giustificativo della comunicazione
inviata dalla Ditta Dia-chem Srl del 29 u.s., acclusa alla suindicata documentazione su cui
peraltro & apposta la glossa del Direttore di Dipartimento.

Restasi in attesa di risposta.

UOC Provveditorato ed Economato

22/11/2021 17-1










oundcube Webmail :: RISCONTRO MAIL DEL 22-1 1-2021. RE..: about:blank

Ay . 6R(s

Oggetto RISCONTRO MAIL DEL 22-11-2021. REINVIO . ;
Mittente <anatomiapatologica@ospedale.caserta.it> (ouncclos ;
Destinatario <provveditorato@ospedale.caserta.it>

Data 29.11.2021 10:37

« 2021-11-29 RISCONTRO MAIL 22-11 REINVIO.pdf(~287 KB)

COME DA ACCORDI, IN ALLEGATO QUANTO IN OGGETTO
DISTINTI SALUTI

29/11/2021, 1
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U.0.C. di Anatomia patologica

onomato

lau. 0. C. Provveditorato ed EC
SEDE

Al Sig. Direttore ff. del

Oggetto: riscontro mail del 22/11/2021

In relazione a quanio richiesto nella mail in oggetto si precisa che:

rodotti oggetto della sostituzione legata all aggiornamento tecnologico gia
edenti comunicazioni coincidono pienamente con quelli

M. C. in data 20/09/2021;
e fornitrice dei pro

a) lp
richiesto con prec
indicati dalla Ditta S.

b) LaDitia SMC ¢ distributrice dotti della Ditta Diachem.

Distinti saiuti

Caserta, y?/1-112021 it Diretiore
[F) Pasquale na
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Determina Dirigenziale N. 924 del 30/11/2021

Proponente: |1 Direttore UOC PROVVEDITORATO ED ECONOMATO

Oggetto: AGGIORNAMENTO TECNOLOGICO DITTA SCIENTIFIC MEDICAL COMPANY SRL .-
DIPARTIMENTO SERVIZI SANITARI

PUBBLICAZIONE
In pubblicazione dal 30/11/2021 e per il periodo prescritto dalla vigente
normativa in materia (art.8 D.Lgs 14/2013, n.33 e smi)

ESECUTIVITA'
Atto immediatamente esecutivo

TRASMISSIONE

Latrasmissione di copia della presente Deliberazione € effettuata al Collegio
Sindacale e ai destinatari indicati nell'atto nelle modalita previste dalla
normativavigente. L'inoltro alle UU. OO. aziendali avverrain formadigitale
ai sensi degli artt. 22 e 45 D.gs. n° 82/2005 e s.m.i. e secondo il regolamento
aziendale in materia

UOC AFFARI GENERALI
Direttore Eduardo Chianese

ELENCO FIRMATARI

Teresa Capobianco - UOC PROVVEDITORATO ED ECONOMATO
Per delega del Direttore della UOC AFFARI GENERALL, il funzionario Pasquale Cecere

Il presente atto, in formato digitale e firmato elettronicamente, costituisce informazione primaria ed originale ai sensi dei combinati disposti degli artt.
23-ter, 24 e 40 del D.Lgs. n. 82/2005. Eventuale riproduzione analogica, costituisce valore di copia semplice a scopo illustrativo.
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