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SECCION 1 INTRODUCTION

1.1 Theory and Intended Use

The MD-Stainer is designed to be used by laboratory professionals with the right training in
immunohistochemistry techniques. The aim of the MD-Stainer is to facilitate the procedures
used in such techniques: applications of immune-reagents (Deparaffining and antigenic
recovery, antibodies, detection systems, etc.) to sections of tissue, cell cultures, liquid cytology
samples or smear on slides. This system is designed to automatize the manual staining
methods used routinely in Immunohistochemistry and “in situ” hybridization.

1.2 Flexible Programing

The MD-Stainer includes the possibility of creating protocols defined by techniques and also
the programming of each slide individually.

The system provides intuitive programming routines, reagents, slide maps and information on
screen regarding the time of start/end of each technique. The user will be able to create and
save an unlimited number of protocols with the desired number of reagents and washings.

From 1 to 36 slides can be processed. With the possibility of each one having different
protocols, reagents and dispensation volumes.

1.3 Economic Use

The MD-Stainer maximized the efficiency by using very low volumes of reagents and washing
buffer, reducing costs. The system allows the flexibility of optimizing the volume of the
reagents, up to a minimal volume of 85ul by each step of the technique.

1.4 Data Management and Report Generation

The MD-Stainer is designed to track a wide variety of data. You can generate reports by the
patient; reactive information used or performed cycles.

1.5 Reagents controlled with RFID labels

The reagents are programmed by RFID labels storing the programmable information such as
the name of the reagent, lot number, number of available tests, date of expiration and
supplier. The RFID scanner incorporated into the team identifies the reagent vials to
automatically determine if there are enough resources to complete the selected staining
protocol.

1.6 The 2D bar code labels for the slides

The software of the MD-Stainer provides an interface of simple user to generate and print
labels of 2D bar codes for the preparations. The reading of the 2D bar codes is performed
through a reader incorporated in the equipment identifying the labels and it automatically
programes the staining cycle allowing tracking them. All labels are printed by heat and they are
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resistant to chemical products, which allows the users to apply the labels in the preparations
from before starting the staining procedure.

1.7 Instrument-connection Diagram:

Cable de datos

(USB) Cable de datos
- (USB)

= [ [———

MD Stainer slides o —

|

Ordenador Impresora de Etiquetas

de Portas

SECCION 2 SYSTEM SPECIFICATIONS

2.1 General Specifications

The MD-Stainer is a combination between Software and Hardware integrated with the
appropriate reagents to perform the Immunohistochemistry techniques totally automatized.
This chapter describes the hardware, Software and all the accessories provided with the
system.

Work tray: holds 36 modules of slides, the reagents rack and the probe-washing stations.
Module of portal: holds 1 slide for Immunohistochemistry.

Slides, they must be used treated for use in Immunohistochemistry or hybridization
techniques, whose dimensions must be of 25 mm x 75 mm x 1 mm.

Rack of Reagents: has capacity for 40 different reagents. The RFID reader scans the reagents
and thus determines its position in the rack. In the immunohistochemistry techniques, the
position 40 corresponds to the empty vial where the DAB will be prepared by default.
Reagents-pipette washing station, is made of black plastic, placed in the left edge of the end
of the equipment, and it serves to clean the Teflon™ pipette on the inside and outside each
time a new reagent is used, and in order to prime the piping corresponding to that pipette.
Hazardous waste station: is a second washing station (the one placed more to the left side) for

the hazardous reagents. The hazardous reagents will be provided separately in the station of
hazardous wastes and they will be collected in the hazardous waste container.
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Container for the washing buffer: has capacity for 2L and it provides buffer for all the staining
process.

Non-hazardous waste container: has capacity for 2L and it maintains and stores the non-
hazardous reagents wastes generated during the staining process.

Hazardous wasted container: has capacity for 2L and it maintains and stores the hazardous
reagents wastes generated during the staining process.

Axis X - allows the arm to move to the left and right through all the equipment.
Axis Y - allows the head of the arm containing the pipettes to move forward and backwards.
Axis Z - contains 2 independent Z axes:

e 71 controls the pipette extracting the vial reagents and inject them inside the camera,
on the porta. It also provides the circuit-washing buffer.

e 72 controls the pipette extracting the liquid from the incubation cameras and the RFID
reader.
RFID Reader: it scans the reagents vials to determine the positions of the reagents in the rack,
and it updates the reagent's information of use in the RFID labels present in each vial during
the staining process.

Bar-code reader: it scans the labels of the slides to assign the corresponding
technique/protocol to that preparation and track it.

2.2 Technical Specifications

Dimensions:

36"Wx24"Dx21"H

(91.44 cm W x 60.96 cm D x 53.34 cm H)
Weight:

110 Ib. (49.9 kg)

Electrical Requirements:

120V 110/120V (+10%) 60Hz (+2Hz) 850 watts
220V 220/240V (+10%) 50Hz (+2Hz) 850 watts
Network connector: IEC320

Standard operating temperature:

182C - 262C (642F-799F)

Slides capacity:

1 —36 glass slides treated for immunohistochemistry.
Reagents capacity:

40 different reagents (15ml/reagent vial)

Reagent dispensing volume:

85ul —400ul

Pipette capacity:

85ul minimum, 4500ul maximum

2.3 Computer Requirements

The supplier reserves the right to change the specifications of the computer in any moment.
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Intel Core i5-2410M de 2,3 GHz CPU
4 GB of RAM

Hard drive of 500GB

4 slides USB 2.0

Computer / Monitor

Laptop or desktop computer

Operative system: Windows 7 or equivalent
Printer: Zebra TLP 3844-Z or Zebra GX430t

Operation logic

It is designed to calculate the most efficient sequence over time in order to complete a
programmed staining cycle.

Protocol logic

Flexible selection of steps. Unlimited number of steps per protocol (including washing steps).

Accessories included in the MD-Stainer:

2 reagents rack each one with maximum capacity for 40 vials of reagents.
Buffer containing with capacity for 2L.

Waste container with capacity for 2L.

Printers of 2D bar-codes labels, through heat transfer.

Labels Size 19,05 mm (0.75in) x 25,4 mm (1 inch).
Ribbon for printer ink.

Cables to connect the printer.

USB cable to connect the instrument and the computer.
Supply cable for the instrument and the computer.
Pre-configured computer for its use with the instrument.

Mouse
User Manual

Page 7|82



md =N Vitro
stainer master diagndstica®

SECCION 3 INSTALLATION REQUIREMENTS AND INSTRUCTIONS

3.1 Requirements

Location, place the system in an area in which it is easy to operate and to connect the
instrument.

Before unpacking MD-Stainer, make sure the working area for the instrument is a solid and
levelled surface able to stand its weight. +- 110 pounds (49,9 kg) of the instrument plus the
computer.

The size and the minimal dimensions for the working area are of 60 inches (152, 4 cm) wide x
24 inches (60.96 cm) deep x 21 inches (53, 34 cm) high.

The working area must be at a room temperature between 18 ° C-26 ° C (64 ° F-79 ° F). The
area must be well ventilated, with a maximum relative humidity of the 80% for temperatures
up to 31 ° C; the contamination degree Il or less.

Noise, the equipment will produce less than 85 decibels in the maximum functioning.

The power supply, the MD-Stainer and its computer need an electronic delivery of 120V / 15A
240 with ground connection (3 terminals) to be connected. The supplier recommends a power
supply dedicated for the MD-Stainer to avoid interferences of other instruments or
equipments. Also, a UPS (1500 VA minimum) is also recommended if there are voltage peaks.

3.2 Instructions

The equipment installation must be done by an Authorized Technical Service according to the
instructions included in the Service Manual of the equipment. For this, contact with the
authorized distributor in your country:

Exclusive Distributor in Spain: VITRO SA
Via de los Poblados 17 Floor 52, Nave 13
Building Indubuilding 28033 Madrid
www.vitro.bio
T:+34 9138216 20
F: +34 954 92 28 92
Technical Support: hotline@vitro.bio

Orders for consumables or other necessary materials: pedidos@vitro.bio
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SECCION 4 Instructions for use

The slides can be directly placed on the instrument for its immediate processing; although the
deparaffining/adherence of the tissue can be carried out inside the equipment, it is
recommended to do it in a heater at 602C for 1 hour. The equipment will have a standard
collection of protocols optimized by the supplier. Alternatively, some protocols with specific
instructions can be provided by the equipment's supplier.

4.1 Turn on and start the equipment:

Turn on and start the computer. Check all the necessary requirements before using it.

The preparations are loaded (one on each module) and, subsequently, processed with the
instructions for the required staining protocols.

The slides are mounted typically with the tissues embedded in paraffin (FFPE) fixed in buffered
formalin, therefore, it is recommended to adhere/deparaffin in heat for at least 1 hour at
602C prior its introduction in the instrument. The MD-Stainer also allows this previous
adhesion/deparaffining step inside the instrument.

The reagents are supplied by the provider in a "ready to use" format, and it is the user the one
who needs to place them in the reagents rack before starting each staining cycle.

The jar of the washing buffer needs to be filled with an adequate volume of buffer to
complete the staining cycle. The user needs to make sure before starting each cycle that they
have an adequate volume to complete it.

The waste containers must be empty, or have enough capacity to receive the reagent wastes
produced during the cycle.

The safety lock prevents the user from opening the door of the instrument while this is
functioning.

Firstly, we need to turn on the MD-Stainer. For this, we have 2 buttons:

e Electric power button (right rear part of the equipment)

J @ Power button (rear front part)
Then we turn on the label printer and, finally, the computer

Note: it is always recommended to turn on first the equipment and logo and, then, the

A

Once we are on the Windows, double click on H&iEilus o start.

computer.

Once we have double-clicked in the previous button, the following screen will appear:
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PathCom System Software

mad) ga‘ Model## SS1
stainer: V2.51.16202

User ID

Password

Enter

Image 1

We must write our username and password here (These data are provided by the equipment

supplier).

Once we click on “Enter”, the equipment is initialized automatically.

PathCom System Software

mce= 6/16/2017
Stainen 8:39 AM
Model: SS1  SW Version: 2.51.16202 L8
: ; . s , . 1 u 12
1 1 s s G A - 4
System Initialization
e
s 26 ’ s 3 5 s » . s 3
Soos s
08:39:10 AM: Run task [Intialze Connectiona)
053915 AM. B
00:39.15 AM: Soamer C:\PathCom\PathComASGUAHL TConnactor
08:39:19 AM: Run task [intialze All Hardware].. | £ -
Image 2

Note: During the initialization, the equipment must upload the incubation modules as well as

prime both circuits (dispension and suction).
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Once inside the equipment software, we can easily access all the essential functions from the
main screen. The slides map corresponding to the 36 available positions is showed in the
screen, corresponding each number (from 1 to 36) to the position inside the equipment. To
perform the routine execution, click on:

Prepare labels to create or print labels for the preparations. Each label is printed with a 2D bar
code needed to identify the preparation.

Load / Download the preparations to upload or download the incubation modules.

Automatic start to automatically initiate a cycle after preparing the labels and loading the
preparations and reagents.

Scan slides to scan the bar codes for each porta.

Assign protocols to manually assign a protocol to a preparation.
Scan Reagents to scan the RFID labels in the reagents vials.
System to access additional functions and utilities of the system.
Clean screen to delete the preparations map.

Exit to close the application.

4.2 Prepare and print labels

In order to create labels, the first step is to double-click on “Prepare Labels” to open the labels
editor.

PathCom System Software

mad }e;-‘l
staimner
Model: 551 SW Vermon: 2 51 16202

Load
Unload
Slides

el | D 8740 AM

Assign
Protoe

Scan
Reagents

Image 3

In the Slide Labels Editor, we have different options:
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PatientID | Date Time  841:52 AM @~

Case Mumber Block ID
Specimen Type Doctor  [—— -]
Hospital Name Description

Master Diagnostica
Custom Group
MNone -

Ayvailable Protocols Selected Protocols

ACIX PN
ACT MG | .
ACT ML Add With:
ACT.SAR Positive
ACTH i
ADIPOF LT

AE1AE3 =

Available Panels

e

PathCom System Software

m Cl Prepare Loac] 1 7 Scan Assign Scan System Clean

staine Labels LS"I‘,"’B" lugStac 8 -4 1 AM Slides Protocols | | Reagents Utilities. Screen =
Model: 551 SW Version: 2.51.16202 -

~ [ SelectAll Add  |[  Pint ][ Move ToPrintedSlides | [ Delete Return

Specimen
NM Block ID Tome Protocols. Date

Status: Logs:
08:39:40 AM: System is ready
08:40:33 AM: Prepars labels.
08:40:42 AM: Prepare labels done!
08:41:17 AM: Prepare labels.

B

Image 4

Add to create a new case.

Print to print the techniques already created.

Move to printed slides to send the labels already printed in another platform (VTS or
Vitropath) and sent to the equipment for the section of printed labels.

Delete to delete any label created.

Back to go back to the main screen.
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Note: If the client has any of the management software of Vitro SA (VTS or Vitropath), the
requests can be made from there and send tem to the equipment or print them in these
platforms, send them to the equipment and use them as such.

Add new labels in the bar-codes editor
In order to add new labels in the porta label editor, click on "Add" to open the Bar-code editor.

Insert the patient's identification, case number and other required information in the label
through the designed fields.

Barcode Editor - Add

PatentiD | | DateTime 841:52AM -
Case Mumber Block ID

Specimen Type Doctor [ -]
Hospital Name Description

Master Diagnostica
Custom Group

MNone -

Awailable Protocols Selected Protocols
ACIX -
ACT MG
ACT.ML AT
ACT SAR [ Positive
ACTH :
ADIPOF [l Negative
AE1AE3 -
Available Panels
Mama
Add
Image 5

(Optional) Select the date and time of the label.

(Optional) Select the name of the doctor from the pull-down list. To add new names to the list,
check the section 5.5.2 Bar code format for more information.

Note: The patient's identification, date, case number, hospital name and description are
printed in the label by default. In order to change this configuration, check the section 5.5.2 Bar
code format for more information.

Then, add techniques from the protocol list:

To add techniques from the available Techniques list, select the available technique from the
list and click "Add".
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Barcode Editor - Add

PatientlD  Patient A Date Time  8:41:52 AM (Ehg
Case Number 12345 Block ID

Specimen Type Breast Daoctor -
Hospital Name Description

Master Diagnostica

Custom Group

[None] -

Available Protocols Selected Protocols

ACIX -

ACT MG = .

ACT.ML Add With:

ACT.SAR [C] Positive

ACTH .

ADIPOF O egpitse

AE1AE3 =

Available Panels

Mama

Add
Image 6

Alternatively, the user can select a personalized list of available techniques through the
selection of a personalized group in the pull-down menu of the personalized group.

Custom Group
M
Group 1

(Group2

Image 7

Check the section 5.3.8 Personalized Groups Editor for more information on how to create
personalized groups

To add a positive and/or negative control to the selected techniques, select the technique and

select in the check box "Add" with: positive and/or negative, and click on "Add". A positive

and/or  negative control will be added to the selected techniques.
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Barcode Editor - Add

PatientlD PatientA Date Time  8:48:46 AM B
Case Number 12345 Block ID

Specimen Type Breast Doctor -
Hospital Name Description

Master Diagnostica

Custom Group

MNone -

Available Protocols Selected Protocols

-20 - ACIX

37 | AC X+

Add With. ACIX-

ACT.MG Paositive

ACT.ML "

ACT.SAR (zgrinze

ACTH Z

Available Panels

Breast

Add

Remove

Image 8

Check the section 5.3.5 Assigning Negative Controls for more information on the assignation of
negative controls to the techniques.

Anadir
Positivo
Megativo

Image 9

To add a complete panel of techniques to the sample or case selected, we mark the
personalized panel in the list of available panels and click on "Add". All the protocols assigned

to the panel will be added to the panel (included the positive and negative controls if they
correspond).
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Barcode Editor - Add

PatientlD  Patient A Date Time  8:48:46 AM @~
Case Number 12345 Elock ID

Specimen Type Breast Doctor —— -
Hospital Name Description

Master Diagnostica
Custom Group
MNone -

Awvailable Protocols Selected Protocols
-20 - CERBB2

37 R.ESTRO

ACIX R R PROG
ACT.MG [[] Positive Ki67

ACT.ML :

ACT SAR =) e

ACTH -

Available Panels

Add
Image 10

Note: The user must create, first, a personalized panel for it to be available on the bar-codes editor.
Check the section 0 To take the protocol(s) out from a personalized group, select the protocol(s)
counted in the selected Protocols, click in "Remove Protocol" and click in "Save".

To delete a personalized group, select the group name from the drop-down list and click in
"Delete This Custom Group".

Editor of Panels for more information on how to create personalized panels.

Available Panels

Breast

Image 11

To delete the techniques from the list of Selected Techniques, select the technique(s) of the
list and click on "Remove".

Then, click on "Save" to save the information regarding that/those label(s) and to be able to
generate new labels for new cases. After saving, the editor is ready to create the following set
of labels by default. The patient's information will be kept in the entry fields for the following
set of labels.

Click on "Return" to close the bar-code editor and go back to the label editor screen. All the
selected protocols will be added as new labels in the porta labels editor.

Print labels in this label editor

The label editor will show a line for each label, included the patient's identification, case
number, protocol, date and additional information related to the label. Each label will have a
validity of 30 days after the date assigned in the label.
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Slide Label Editor
NewSldes + [ Selectl [ add || Pt || MoveToPinedSides || Do | Reum
No. Pefint 1D Case Number WM BockID %;gimen Frotocols Date DoctorName ~~ Hospital Name Descrption
¥ R Beast  CERBE | [G16AU7BHAM —  MaskiDiagrostca
2 PatientA 1245 i Breast RESTRO B/162017848AM Master Diagnostica
3 PafientA 1245 b Breast RPROG B162017846AM — Master Diagnostica
4 PafientA 12345 4 Breast ki6? B162017840AM — Master Diagnostica

Image 12

In order to print labels, from this labels editor, select the label(s) using the verification box and
click on "Print". The user can click on "All" to select all the labels. Check the section 5.5.2 Bar
code format for more information on how to adjust the printer settings and label format.

In order to delete a label from this labels editor, select the verification box and click on
"Delete".

Slide Label Editor
NewSlides + [ SelectAl Al || Pt | MoveToPinedSides | Dol | Retr
No. Patient [D (aze Number MM Block ID %;ecimen Protacals Date Doctor Name Hospital Name Descrption
1 V|| Patient A 1245 14 Breast (ERBB2 B16/2017 548 AM | —— Master Diagnostica
2 V|| Patient A 1245 24 Breast RESTRO B/16/2017848AM  — Master Diagnostica
3 V|| Patient A 1245 4 Braast RPROG 62017548 AM Master Diagnostica
P4 Pat\emA 1245 44 Breast Ki67 6162017848 AM  — Master Diagnostica
Image 13

Once printed, take the labels printed of the roll and stick them to the slides.
Labels managed in software of Vitro SA.

If the user has any of the laboratory management software of Vitro SA (VTS or Vitropath), they
can proceed in two ways:

- Send the required techniques from the application to the equipment MD-Stainer.
These will appear (with all the complemented data) in “Porta Labels Editor” in the
section “News”, there, the user can print them and start using them.

- Print the labels of the required techniques in the application, and then, send tem to
the equipment MD-Stainer through communication and internal messaging systems,
they will appear in the same section as in the previous option, but in this case, as these
were already printed in another platform, the user will only need to select them in the
corresponding box and click in “Move to Printed Slides”, from then, they can start
using it.

- In both options, once the request has been made in the application, the technique ill
appear as in process and once processed in the equipment MD-Stainer, a finalized date
will be automatically assigned to it.

Page 1782



stainer master diagndstica®
Mew Slides H
MNew Slides

Printed Slides
Scanned Slides
Processed Slides

Image 14

After the printing, the labels will move into printed labels. They are accessible from the pull-
down menu of the left upper corner of this label editor.

e Select Printed Slides to review or print a label again.

¢ Select New Slides to create or see new labels.

e Select Scanned Slides to review the labels that have already been scanned.

e Select Processed Slides to review the labels that have already been processed.

4.3 Load Slides

From the main screen, click on "Load/Download Slides" to raise all the modules' lids.

Carefully insert the slides. Center the slides and push them against the rear springs so that
they are fixed between the springs and the two white clips placed in the front part of the
module.

Click on "Load/Download slides" to download all the modules' lids.

Check the SECCION 7 Staining Area to get more information on the localization
recommendations of tissue in the slides.

4.4 Protocols: Slides Scanning and Manual Assignation of Protocols

To scan the previously printed labels, click on "Scan Slides" in the main screen. The system will
automatically search in all the 36 positions. To avoid the automatic scanning of all the
positions, you can select with the mouse the positions where the slides are placed and the
system will only scan these selected.

Once scanned, the software will assign the technique coded in the label in the position
corresponding to that porta.
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m o) e
- Preparar Escanear r Limpiar
staine tiquetas. 1:08 PM Reactivos | | S'etema pantalla | S
Madelo; S§1 SW Version: 2511620l -
1 2 s 7 10 1 12
13 14 18 19 22 23 24
25 26 30 Y 34 35 36
Bcls Bcle Bcls
Estada. Regatros
13.05:44 PM: Prepare labels. - =
13.07:42 PM: Prepare |abels denel
13:07:45 PM: Assign Protocols. =
13:07:50 PM: Syatem s ready. . - e

Image 15
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To manually assign the protocols, click and pull down in the map of slides to select the

PathCom Systam Software

m cl‘snaJ
stainery

Model: 51 SW Version: 25116202

Prepare
Labels

611612017

9:13 AM

Load
Unload
Slides

Clean
Screen

Aute Start

&)

Assign
Protocols

Scan Scan System
Slides Reagents | | Uliites

-

Select Protocal

® Nomal

| Clickto selact

Negative

All

ACIX 2
ACTMG &

ACTML
ACTSAR
ADIPOF
AETAE3
AFP
ALDH1
ALK

ALK 5A4
AMILO A
AMILO P
ANEXINA
ANT TRIP
ANTQUIM

ARG
ATM
BACTINA
BARTON

clear | [ seleat

Status:
091240 AW System
091242 AM: Assign
091245 AM

091320 AM

Image 16

Click in "Assign Protocols" to open the screen and select the technique/ protocol. Move
around the protocol list and click on "Select" to select the desired technique. Click “Clear" to
cancel the selection or close the windows.

¢ Select “Normal” to access the normal protocol list.
¢ Select “Negative” to access the negative control list.
[

Select “All” to access the list of all protocols (normal and negative controls).

The selected protocol is assigned to all the selected slides/positions.

PathCom System Software
Assign
Protocals

md 5‘.45]
stainer
Modal: 551 S5W Varsion: 2,51 16202

9:13 AM

System

y: Clean
Utilties

Screen

Load
Unload
Slides

Prapare

[l Auto Start

Scan Scan
Slides Reagents

-

Select Protacol

1| Click to select
@ Nermal ) Negative 1 All

ACIX

BARTON

Clear I \ Select

Staius:
09:12.40 AM: System
09:12:42 AM: Asaign
091246 AM. System
09:13:20 AM: Assign

Image 17
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A",

To delete all the assigned protocols, select the desired positions dragging them with the
mouse and then click again and drag once more to delete the assignation.

To delete all the slides map, click on "Clean Screen".

4.5 Reagents Load

Prepare the reagents following the instructions provided by the supplier. The requirements for
the general use are detailed in the data sheet of each kit or reagent.
Place the reagents' vials in the reagents' rack, place the rack in the position designed in the

system.
Make sure the rack is placed in the right orientation and it is placed flatly on the metallic

plaque.

Image 18

Image 19
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Remove all the caps of the reagent vials, and check that all the reagent vials are completely
inserted in its position

Note: Only the reagent vials provided by the supplier are compatible with the system.

4.6 Washing buffer and replacement of cleaning wastes

Fill in the washing buffer container and empty the waste containers as needed.
Verify the liquid level of each container before starting the cycle.

The washing buffer container has a maximum capacity of 2000 ml.

1. Unscrew the container's cap from the washing buffer.

2. Fill in with buffer prepared as per the supplier's specifications, place it back in the cap and

screw it to fix it. A Warning, do not overtighten the lid too much so that it doesn't vacuum
when aspiring and it prevents the right aspiration.

The waste container has a maximum capacity of 2000 ml.

1. Loosen the cap and empty the waste container. Delete the wastes according to the local
regulation.

4.7 Reagents verification: Reagents scanning
@ A Withdraw all the reagent vials' caps before scanning.

From the main screen, click on “Scan Reagents” to open the Reagent Check screen. The
reagents map appears on the left and all the necessary reagents for the performance of the
technique(s) appear on the right.
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5 Reagent Check

1
s 7
11 1
18 17
21

28 a7
31 3
36 37

To scan all the reagents with the RFID reader, click in "Scan Reagents", and the scanning of all
reagents displayed in the reagents rack starts immediately to read all the information of the
RFID label. The system will continue the exploration until all the necessary reagents have been

FFFFFFFF

| 5
. ; B . Nomberof  Vome  NUDSTSl  Eppmon o
eagert Name eagent Position st uire s B0 emarks
Required () =108% Seanned I
Dss o % 8920 [ [)
s o 36 19440 0 0
TRI. high pH o 3% 19440 0 [
Ferusidase Bocking |0 36 5040 0 o
AcH o 6 5040 0 o
Folymer Enhancer |0 % 5040 0 0
HRF 2 Step Polymer |0 36 5040 0 o
DAD a0 6 5040 3 201706 On Rack Mexng
DAB Substrate o £ 2730 0 o ReagentAfor moung DAB
DAB Chromogen o ) 2730 0 ) Roagent8 for ming DAB
DAB Enhancer o 3% 2520 0 [)
Hemateniina o 36 5040 0 o
Table Lagend | Nol Used | | neuficient Volums | | Reagert viesra | INNREEEENE DRSS | Feooior |

Reagent File Name: ‘ Put Reagent File Name Here

Please check the volume in the buffer and waste botile
[ Maximum 2094.17 ml of buffer is needed.
[[] Maximum 216979 ml of waste can be disposed.

[ Load Reagent Map Fils l [ Print Required Reagents l

Start
Staining
Process

Delay Start Retum to
Staining
Process

Scan

Main
Reagents S

Image 20

detected in any of the 40 available positions.

If all the reagents needed to complete the staining cycle are scanned in the first positions of
the rack, the system will finish the scanning one the last reagent needed has been detected

and it goes back to the “Home” position.

Note: in the Immunohistochemistry techniques requiring DAB, the empty vial where this

reagent's mix will be made is in the position number 40 of the reagents rack by default.
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G Reagent Check e
L 2 3 4 5 Number of jolume Number of
oL Reagent Name Reagent Postion Tests Reaured Tests  (PRrvM) Remarks
o Required  ()x108%  Scannec o
gyg;gggg bS5 1 36 8928 50 201803 MASTER DIAGNOSTICA, MAD-004075R5
TR1, high bss u:b Peroxi dase TR, high pH 6 36 19440 0 201803 MASTER DIAGNOSTICA, MAD-004075RT
14 Tests 28 Tests B Lackins! Permddase Blocking | 10 3 5040 19 201805 MASTER DIAGNOSTICA, MAD-021540G-100
54BESIEE 54BE9EDD SABEABAC Palymer Erhancer 20 36 5040 83 201802 MASTER DIAGNOSTICA,
H . - s s . — R I
f DYJ!}}:' DAB 40 36 5040 36 201706 On Rack Mixing
201808 DAB Subsirate 24 39 2730 18 201806 MASTER DIAGNOSTICA, MAD-001813Q5-100
g\;\;g:E\E\; DAB Chromogen 25 39 2730 18 201806 MASTER DIAGNOSTICA, MAD-001813GC-100
oE) . DAB Enhancer (1] 36 2520 (1] o
16 17 Bl ep HRP 2-Step Polymer Hematoxilina 0 36 5040 [] o
£8040200 | gpasezes  Essanzes
Table Legend: | NetUsed | | inuficient Volume | | Raagent Miesa | [RSEUSRENEEN (WSSROSURRaat | feocert OK
Reagent File Name ‘ ReagentTagDataxm| ‘ Load Reagent Map File ‘ ‘ Print Required Reagents ‘
L Please check the volume in the buffer and waste bottle: e Start Delay Start Retum to
201786 ] Mascirmun m 2094.17 ml of buffer is needed Foages Staining Staining Main
FEFEFFEF Process Process Screen
FFFFFFFF [] Masamum 2169 79 ml of waste can be disposed_

The scanned reagents appear in the reagents' map to the left. Each vial of scanned reagentis
showed in its corresponding position in the reagents' rack (position from 1-40), with the name
of the reagent, and the currently number of tests, expiration date and identification of the
RFID labels. The identification of the RFID label is a single number of identification
programmed on each vial. It can be used to track the reagents' vials individually used in
different cycles.

After completing the scanning, the system will show the current status of the reagents:

e Expired reagents are highlighted in red.

e All the missing reagents are highlighted in pink.

e All the reagents with inadequate volume are highlighted in yellow.

e Al the reagents ready for the staining process are highlighted in light green.
e All the unused reagents will be in white.

The user can then replace all the expired / inadequate reagents and make another scanning,
or manually assign a position for each missing reagent.

Note: The user can add additional jars when the reagent volume of a vial is inadequate. Up to
5 vials of the same reagent can be placed simultaneously in the rack. The reagent vial with
the lowest number of sample is used selectively in first place.

In order to manually assign a reagent missing in the reagents' map, select the missing reagent
in the table to the right, then the line is highlighted in blue. Click in a position in the reagents'
map to assign the respective reagent. In this case, the exact number of samples required for
this reagent in position of the reagents' rack will be reflected in the reagents' map.

Note: The expired reagents cannot be assigned manually and must be replaced and re-
scanned.
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5 Reagent Check = || )
1 4 Numberof  Volume  Mumberof oo
53 Reagent Name Reagent Position Tests ired Tests haasihy Remarks
5331;3;5 Required () x108% Scanned
B DS5 1 38 8928 50 201803 MASTER DIAGNOSTICA, MAD-004079R5
- Ds6 9.8.7 36 19440 39 201712 MASTER DIAGNOSTICA,
TR1. high 55 055 TR1, high pH 3 36 19440 0 201803 MASTER DIAGNOSTICA, MAD-0D4075RT
o Tobes 18 Tests 25 Tests Peroxidase Blocking | 10 36 5040 19 201805 MASTER DIAGNOSTICA. MAD-021540Q-100
207Ees So1ci0 Go1630 dE e s 5 0M612
cooate, EQD46200 £0046200
S4BESEDF SUEEILEE THEELEID Polymer Enhancer 20 36 5040 23 201802 MASTER DIAGNOSTICA.
1 1 HRP 2-5tep Polymer 19 36 5040 83 201802 MASTER DIAGNOSTICA,
DAB 40 36 5040 36 201706 On Rack Medng
DAB Substrate 24 33 2730 18 201806 MASTER DIAGNOSTIGA. MAD-001813Q5-100
DAB Chromogen 25 39 2730 18 201806 MASTER DIAGNOSTICA. MAD-0071813QC-100
- = |DABEnhancer 34 3% 20 3 201706
1 a7 WRP 2-Step  Polymer | (IMEmatmlina ] S 6 o Se N Eoiee
Folymer hancer
21
54BEFEAA 54BEF3AS
26 7 B 28 38
31
Table Logond: [ trea | [t Vot | [ Resoort oo | ISR Sl
ReagentFile Name: | ReagentTagDataxml I Load Reagent Map File ] [ Print Required Reagents ]
E 27 E e 28

DAB
36 Tests

201788
FEFFFFFF
FFFFFFEF

Please check the volume in the buffer and waste bottle:
[] Maximum 209417 ml of buffer is needed_

[] Maximum 2169.79 ml of waste can be disposed_

Scan
Reagents

Start Delay Start Return to
Staining Staining Main
Process Process Screen

Image 22

All the reagents added manually are highlighted in dark green.

@A Make sure that the reagent manually assigned is placed physically in its
corresponding position in the reagents' rack before proceeding and that it has an

adequate volume/n? of test to execute the predefined techniques.

@ Do not manually assign the reagents programmed with RFID because the system will
use the reagent, but will not shut the number of tests used down, which will lead to an
imbalance between the reagent volume and the number of tests programmed which

could compromise the results of the technique(s) performed a posteriori.
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53 Reagent Name Reagent Position Tests Requiresd Tests haasihy Remarks
5251;3;‘ Required () x108% Scanned
B DS5 1 38 8928 50 201803 MASTER DIAGNOSTICA, MAD-004079R5
= - DS6 9.8.7 36 13440 39 201712 MASTER DIAGNOSTICA,
TR1. high 55 055 Feroxigase TR, high pH 6 3 19440 0 201803 MASTER DIAGNOSTICA, MAD-0D4075RT
o Tobes 14 Tests 25 Tests fEy = Peraxidase Blocking 10 36 19 201805 MASTER DIAGNOSTICA. MAD-0215400-100
cooate, EQD46200 £0046200 s
S4BESEDF FOEEELEE THEELEID S4BEABAC Polymer Enhancer 20 36 5040 23 201802 MASTER DIAGNOSTICA.
1 1 e HRP 2-5tep Polymer 19 36 5040 83 201802 MASTER DIAGNOSTICA,
DAB 40 36 5040 36 201706 On Rack Meing
DAB Substrate 24 33 2730 18 201806 MASTER DIAGNOSTICA, MAD-0D1813Q5-100
DAB Chromogen 25 39 2730 18 201806 MASTER DIAGNOS TICA. MAD-0D1813QC-100
- = ® W 3% 2706
1 7 WRP 2-Step  Polymer | (IMEmatmlina ] S 6 o Se N Eoiee
Folymer Enhancer
83 Tests 83 Tests
201892 201392
£0046200 £084B200
54BEF7DD 54BEADEL
21 24 25
Substrate  Chromogen
18 Tests 18 Tests
201886 21886
£@026200 £GER100
54BEFEAA 54BEF3AS
26 27 28 28 Et
31 32 35
Tbie Logona [t tres | [ieaioer ot | [ et v | I IS
ReagentFile Name: | ReagentTagDataxml I Load Reagent Map File ] [ Print Required Reagents ]
E 27 E e 28
[, Please check the volume in the buffer and waste botile — Start Delay Start R
201708 [ Maximum 2094.17 ml of buffer is needed. Fieromic Staining Staining Main
FEFFFFFF _ _ < Process Process Screen
FEFFEFEF [7] Maximum 2169.79 ml of waste can be disposed.

Image 23

Once all the reagents have been assigned, the user must check both boxes (below) to proceed,
confirming that there is enough buffer volume and enough space in the waste container to
complete the staining process.

Note: A once both boxes (below) have been selected the process will be able to continue.

Please check the volume in the buffer and waste bottle:
Macamum 13334 ml of buffer is needed_

Mauamum 13755 ml of waste can be disposed.

Image 24

To obtain more information on the reading and writing of the RFID labels, check the section
5.3.7 Preparation of reagents with RFID labels with the RFID editor.

In order to review the regents map previously executed click in "Open Reagents Map File" and
select the file (by date) of the list of records of the reagents' map.
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201803
eeoane DS5 1 2 496 50 201803 MASTER DIAGNOSTICA, MAD-D04073R5
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S4BESEDF S4BEILEE S4BE9EDD S e P Erre
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Image 25

Each record is saved with the date and time of the execution. Open the record and it is showed
to the left of the reagents' map.

4.8 Start Staining Process

4.8.1 Immediate Start

In order to immediately start the staining process, close thedoor and click in "Start Staining
Process" in theCheck Reagents screen.

ACheck all the lids have been withdrawn from the reagents' vials before starting the
staining process.

A Close the door before starting the process. The door will be locked and will lock the access
to the instrument whilst working. The staining cycle will not start until the door is open.

The system will initialize and will close the door. Then, the system calculates the most
effective scheme to complete the cycle. Once the calculations have been completed, the
staining process will initiate and a timer will appear in the upper part of the screen, in which
you can see the countdown of the process time left until the end of the cycle.

Image 26
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Note: The duration will vary depending on the type of protocol(s) used and on the complexity of
the execution (number of samples and types of protocols selected). A maximum number of 36
protocols can be selected, corresponding to each one of the 36 positions. The selection of
different protocols of a different type will lead to a longer execution time.

4.8.2 Delayed Start
To start the staining process in a delayed way, which is, with a later date or time, click in
"Delay Start" in the "Check Reagents" screen:

Delay Start Slide Staining

Please setdate and ime that this slide staining process is
expected to finish.

Date: N/1612017 ~  Time  930:34AM

Cancel 0K

Image 27

Enter the date and time you wish the staining cycle to finish.

The system will calculate the time of delay and will start a countdown. When the time to the
left (or time to start) reaches 0:00:00, the system will automatically start the staining process.

Delay Start Counting Down

Slide Staining Process Start Time:

6/17/2017 4:36 AM

Time Leftto Start 1 8 :53 :21

Cancel

Image 28

Advice: For over-night cycles, use a delayed start to avoid the tissues to be dried once the cycle
has finished.

4.9 Automatic Start

Alternatively, the user can also start the staining process from the main screen.

The instrument will automatically search for all the slides to assign protocols and will scan the
reagents' vials to make the reagent verification.
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To use the automatic start, close the door and click in "Automatic Start" in the main screen.

All the preparations must be labelled and loaded in the instrument.

All the required reagents must be labelled loaded in the reagent’s rack placed in the
instrument.

The user will be asked to insert the expected number of samples/slides that will scan.

Slide Scan [=E3m]
MNumber Of Slides Expected to Scan e =

Please check the reagent rack and remove all
caps before proceeding.

Please check the volume in the wash buffer and
waste bottle.

Image 29

After finishing the scanning of the slides, the system will automatically verify the real number
of cases scanned with the expected number of slides.

After completing the scanning of the reagents, the system wills initiate automatically the
staining process. If the system does not detect enough reagents, the user can chose to start a
new scanning or go back to the main screen / cancel.

4.10 Finalization of a cycle

A Do not try to enter / exit Windows or change user, while the instrument is functioning.
This will cause a serious error in the system and will cause the system to lock.

A Do not try to execute other applications in a second level when the instrument is
functioning, which means: updates of Windows, Internet Explorer, Antivirus, etc., or itself can
lead to an unexpected accident of the system.

A Other applications such as Automatic Autostainer Server, Robot and Slide Processor
Terminals will also be open and working while the instrument is executing the staining cycle.
Do not try to close these applications while the instrument is functioning because it can lead to
an unexpected accident of the system.

jSje ||

Image 30

While the instrument is working, the user can follow up the staining progress in the main
screen. The slides map show all the 36 preparations, in each one the protocol, the time and
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the current step are registered. An additional record is shown in the right lower corner of the
screen.

If the system finds an error during the normal functioning, it will try to recover it. Then, the
system continues with the following step and registers the error. Any position(s) in which the
error was generated will be marked in yellow and it will be marked in the protocol step in
which the first error was produced.

The system will automatically check the heaters during the course of the staining process. If a
heater does not heat up at the reference temperature during the time range assigned, the
corresponding position in the slides map will be marked in yellow and will show a warning
message due to "Low Temperature" or a warning due to "High Temperature".

K} 24
CD45R0 DESMIN
134424 PM 13:33:49 PM
Task 5 Task 5
Second Add Second Add
TR1, high pH TR1, high pH
-2007439 -2007429

31
High Temperature Low Temperature

Image 31

A After finding a temperature warning, it is recommended that the user checks the heater to
verify its functioning. Check the section 5.1.10 Check if there is any bad functioning of a heater
for more information.

Finished Notification e

Run Successfully Ended

Image 32

The system will put the slides that have been successfully completed in a light green colour
and will mark them as "Finished". After completing the last step of the process, the system will
open the door and send a notification for the user: "Run successfully finished".
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If an error or warning has been found during the functioning, the system will send a
notification for the user: "Run Ended with warnings".

The user can review the slides map and/or the reported data to identify the preparations that
may have been affected by the error. Check the section 5.1.7 Generate Reports for more
information.

Finished Notification e

Run Ended with Warnings

Image 33

A Do not close or turn off the MD-Stainer user's interface applications before the final
notification message is sent. The instrument can still be functioning. The incubation cameras
are filled in with washing buffer after the last step to prevent the preparations from drying
before they are withdrawn from the equipment.

Once the staining process is finished and the notification of finished cycle appears click in
“OK” to close the screen to go back to the main screen.

From the main screen, click in "Load/Unload slides" to raise all the modules' lids. Open the
door and withdraw all the preparations of the modules.

Clean any residual buffer that is left in the surface of the modules and the camera with
absorbent paper and towels with alcohol. Check the SECCION 8 Preventive Cleaning and
Maintenance debajo de for more information.

4.11 Turn off the MD-Stainer

Advice: Do not turn off the equipment without cleaning the surfaces of the modules with a
cloth / absorbent paper and the cameras with a cloth with alcohol to eliminate any waste /
disposal that may adhere to the incubation camera while the equipment is off.

From the main screen, double click in "Exit" to close the program. Then click in “Yes" to
confirm.

s o)

Exit 3

Are you sure you want to exit?
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Image 34

This process can take a few minutes, as the system waits for all the modules' lids to go to the
extraction position and for all the applications to be closed. Wait for the application to be
completely closed; the main screen must be closed and go back to the Log-in screen. Press and
keep pressed the On button in the right lower part of the MD-Stainer until it turns off.

Once back in the Log-in screen “click” on ALT+F4 to close it and go back to the main screen of
Windows.

A Do not leave the modules completely open or closed during a prolonged period of time
(for instance, long weekends, public holidays, etc.). The modules must rest in the extraction
position when the equipment is inactive.

4.12 Continuous Load

The user can load additional preparations in the system during the execution of a staining
process.

This allows the user to load more slides after a group of preparations have finished or after
receiving an additional order to process more preparations.

Note: The use of this function can increase significantly the total functioning time of the
equipment to process all the preparations.

Stop the current process

In order to initiate the continuous load function, click in "Load New Slides". The system will
continue processing the existing slides and will stop the process once it has arrived at a safe
point in the staining protocol. This will minimize the risk of compromising the results of the
staining of the active preparations.
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e

Image 35

A The system won't stop until all the preparations are on a safe step (example: a washing),
therefore, the waiting time can vary depending on the combination and on the type of
preparations active in the current execution.

Once the system has stopped the progress of all the preparations, the door will open and a
pop-up message will warn the user "Run Successfully Stopped".

PathCom System Software
ma = 6/16/2017
= Prepare Unlosd Auto Start Scan Assign Scan System Clean Exit
staine| Labels Slides 3 -39 P M Slides. Protocols | | Reagents Utilities Screen
Model: S51  SW Version: 2.51.16202 =

13 14 15 16 21 22 23 22
Run Successfully Stopped

25 26 27 28 £ 31 32 33 34 35 36
Status: Logs:
14:01:37 PM: Done... - 14:01:02 PM: Siide: 10 [Stopped] Slide staining process has been stopped -
14:01:39 PM: Run task [Group Lids Up] 14:01:02 PM: Siide’ 11 [Stopped] Slide staining process has been stopped
14:01:40 PM: Done. 14:01:02 PM: Siide: 12 [Stopped] Slide staining process has been stopped @
14:01:43 PM: Stopped - 140143 PM: Run Successfully Stopped an

Image 36
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Unload the finished slides

After stopping the process, the system will automatically lift the lids from all the available
positions, included the empty positions and the positions marked as "Finished".

If the equipment is stopped once the staining process of all slides is finished, the user can
remove them and load them again.

For the preparations that have been stopped (without the process being finished), they will be
marked in red colour and marked with the message "Stopped". These preparations will be kept
in the respective washing solution (buffer or other) with the incubation chamber closed so that

they are not dried and they cannot be downloaded or extracted from the instrument. A
Prepare labels

Prepare labels for the new preparations. This function is available once the process has been
finished correctly.
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Scan the slides

The system scans the new slides to automatically assign the protocols, or can they can be
manually assigned in the available positions. The slides marked as "Stopped" are blocked and
in this position a new protocol cannot be assigned.

6/16/2017
Scan Assign Scan System
3 -45 P M Slides Protacols | [ Reagents [ | Lilies

molss [,
staine Labels.
Model: SS1  SW Version: 2.51,16202

Seresn ‘ El

Load
Unload Auto Start
Slides

Status: Logs.
14:01:37 PM: Done 14:0102 PM: Side: 10 [Stopped] Slide staining process has been stopped
14:01:39 PM: Run task [Group Lida Up]. 142703 PM: S 11 {Slovpad] s stering process hes been sooped
14:01:40 PM: Done. 14:01.02 PM: Side. 12 [Stopped] Siide staining process has been stopped
14:01:43 PM: Stopped 14:01:43 PM: Run Successfully Stopped

e
e

Image 37
Scanning of reagents

Load al the additional reagents that can be required by the new preparations and scan again
the reagents' rack. The screen of reagent verification will be updated with the new required

reagents.

Nomber  Volme  Number £

1 2 3 4 5
DSl Bdib &2 TRLighpH HRP Folymer Reagent Name Reagent Postion oiTests  Requied  of Test At Remarks
1080Tests  1080Tests  1080Tests  1080Tests  1080Tesis Reuied @)  Scared 4
et Pz i 12 [0 080202012 |PATHCOM SYSTENS.
SIFCB4F  5IFC9/B1  5IFCC723  BIFCAFE2  siFcceis | [DSTB : = 1EDED GRENE I SRTE,
D52 3 2 1680 1080 202012 PATHCOM SYSTENS,
& 7 & 3 i | TR, high pH 4 12 4800 1080 202012 PATHCOM SYSTEMS,
DAB Hematonylin  HematoxylinE  AACT ACTH - -
1080Tests  1020Tests ~ 1080Tests  1080Tests  1080Tests AACT 9 ] 1120 1080 202012 PATHCOM SYSTEMS,
(2o 02 202012 2 2012 HRP Patymer 5 12 1680 1080 202012 PATHCOM SYSTENS,
§IFCB4F2  5IFCEele  BIFCES4S  BIFCE3E  5IFCB42S e 8 P gD ImD 2IEAE GRIEEDISEIEE,
o . = Hematoxyin E 8 2 1680 1080 202012 PATHCOM SYSTEMS,
Mouse. Rabbit Universal " 5 13 4 560 1080 202012 PATHCOM SYSTEMS,
Negative Negative Negative
1080Tests 1020 Tests | 1080Tests
202012 202012 202012
E236005  E0236970 | EO236970
OSEOE3A  03A%FOTE  O3ABATFA
1 i . 19 2
2 2 2 2 %
% b4 = 2 0
3 2 ] £ E
e [ [ | s | I IS | oo
Reagent File Name: | ReagentTagDataxml Load ReagentMap File
% 7 k] k] @
Please checkthe volume in the buffer and waste botlle 5 Stant DelayStart || Retimto
Maximum 422.34 ml of buffer is needed. Rﬁ;"“‘s Staining Staining Main
- - Process Process Screen
Maximum 438.92 ml of waste can be disposed.

Image 38
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Start the staining process

Start again the staining process. The system will organize again all the steps in order to
incorporate the new preparations. The new preparations will have priority, and will be
executed separately until they arrive at the step in which the already existing preparations
ahve been stopped. The preparations that were stopped will be restarted when the new ones
arrive at the same step or at the corresponding one. From there, the other common steps will
be gathered between the new preparations and the already existing ones.

PathCom System Saftware

¥
mces 35325 PM
, ) Prepare Exit
stainerV Labels 4-50:42
Modsl: S51  SW Version: 251.16202 - -
1 2 ) . s . ’ . s 1 n 1
Ac.ix Ac.1x Ac.ax Ac.x acoax A1 Ac.1x Ac.ax Ac.ax Ac.ax ac.ix Ac.1x
Task 6 Task 6 Task & Task 6 Task 8 Task 6 Task 6 Task & Task 6 Task & Task Task 6
Peroxigsse | Peroidase | Peroxidase | Peroxidase | Peroxidase | Peroxidase | Peroxidase | Peroxidase | Perosidase | Peroxidase | Peroxidase | Percxidase
Biecking Blocking Bloking Eiocking Elocking Biatking Blocking Blaking Hlocking Elocking Biocking Blocking
m 1 1 1 It 1 1 2 a 22 b 2
AE1aE3 se1a3 AE1aE3 AeLaEs aeLaes A 143 Ae1aE3 AE1aE3 AeLaEs AELRES se1ae3 Ae1aE3
2 26 27 2 2 s 5 52 3 3 3 3
Ag1aEs Ae1aty Ae1aEy Jreves raven AE1aE3 Ae1aLy AE1aEs Jreves AELAES ae1aEs AE1aL3
Stann Toon

14:01.02 PM:

140102 PM.
[ 140102 PM:
155322 PM - 1a01a3Pm:

Image 39

The continuous load can share steps of the process. However, the total execution time will
increase with each addition load of preparations.
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SECCION 5 System Utilities

From the main screen, click in "System" to access additional functions and the advanced
characteristics of the system.

Note: The users at a technical level will have limited access to these characteristics. Check the
section 5.4.2 Administration of users for more information.

5.1 Tools

Perform manual operations with the system using the functions that are found under the tab
"Tools".

Systermn Utilities

Tools |Ed|tcrs I Security I Settings I Networkl LiIn

Baking Slides Initialize System

Load Slide Map File Check Modules

SP1-Z1 Calibration Prime Z1 and Z2

SP1-Z2 Calibration Prime Pump Z1

Tubing Clean Lock Door

Generate Reports Unlock Door

l l
l )
l |
l |
’ Barcode Calibration l
l )
l |
l |

Mowve Arm Aside Backup Report Data

Replace Pump 1 Syringe

l
l
l
l
’ FPrime Pump 22
l
l
l
l
l

Replace Pump 2 Syringe

Return l

Image 40

Perform basic operations:
1. Heat up slides
Load SlidesMaps
Calibrate SP1-Z1
Calibrate SP1-22
Calibrate Bar code
Tubes Cleaning
It generates reports ratio
Move arm
Start System
10. Check Modules
11. Prime Z1 and 72
12. Prime Pump Z1
13. Prime Pump Z2
14. Close door (only Supervisor)
15. Unlock door (only Supervisor)
16. Make Back-up copy
17. Change Pipette 1
18. Change Pipette 2

W NOWULRAWN

Note: The user can need to click "Start System" to start the system before using any other tool.
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5.1.1 Prepare the slides using the heater system
Click in "Baking Slides" to select the preparations or heat. Mark the boxed to select a complete
file or select the preparations individually as per the module's position.

Baking Slides

[1 [2 03 @4 E5 06 E17 18 @19 [E10 3 11 12 [1-12
O1BO14OBE16E17E18E19 020 021 [ 22 [0 23 [0 24 [ 13-24

(25 [0 26 [0 27 [0 28 [01 29 [0 30 [0 31 [ 32 [0 33 [ 34 [0 35 [ 36 [ 25-36

Timer | (0:05:00 [sndeLidUpH Start H Stop H Return

Image 41

Click in "Start" to start heating. The timer to the left will start the countdown and will
automatically close the heaters once the timer reaches 0:00:00. Check the section 5.5.1 Setting
of the slides' heater for more information.

Lick in "Stop" to manually stop the process.

5.1.2 Load Slides Map
Click in "Load Slides Map” to select a slides map previously saved to lead and see it in the main
screen. The file of slides map for each execution is automatically saved by the system.

« Open X3
Qv ‘ . <« PathComASGui » Logs » RunSet - | +4 | Search RunSet P |
Organize v New folder =« Ml l@l
- Favorites MName Date modified Type =
% [
2] RunSet-End 3/13/2014 10:00 AM XML Doc
7 Libraries |2 Run5et-2017-06-16-10-12-5tart 6/16/2017 10:10 AM XML Doc
|| Run5et-2017-06-16-10-12-End 6/16/2017 10:10 AM XML Doc
1M Computer 2] RunSet-2017-06-16-09-47-Start 6/16/20179:45 AM XML Doc
&, o0s(c) 2] RunSet-2017-06-14-08-51-5tart 6/14/2017 849 AM XML Doc
(s RECOVERY (E) |2 Run5et-2017-06-14-08-51-End 6/14/2017 843 AM XML Doc
&= Removable Disk (F:] | 2] RunSet-2017-06-14-02-42-5tart 6/13/2017 5:55 PM XML Doc
2] RunSet-2017-06-14-02-42-End 6/13/2017 5:55 PM XML Doc
€l Netwark 2] RunSet-2017-06-13-09-12-Start 6/13/2017 9:10 AM XML Doc
2] RunSet-2017-06-13-09-12-End 6/13/2017 9:10 AM XML Doc
|| Run5et-2017-06-13-03-07-5tart 6/12/2017 6:47 PM XML Doc
2] RunSet-2017-06-13-03-07-End 6/12/2017 647 PM XML Doc
2] RunSet-2017-06-08-03-40-5tart XML Doc
28 D€t WAT NE MO NI AN Cud E7017 C.AT DA WRAL M i
4 T | 3
File name: | = [ XML Files (ram) -
[ Open |v] ’ Cancel ]

Image 42

5.1.3 Verify the calibation of the SP1-21
Click on "SP1-Z1 Calibration" to move the probe Z1 to the slot 1 and verify the position XY-Z of
SP1-Z1.
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5.1.4 Verify the calibration of the SP1-22
Click on "SP1-Z2 Calibration" to move the probe Z2 to the slot 1 and verify the position XY-Z of
SP1-72.

5.1.5 Verify the reader calibration of the bar code
Click on "Bar Code Calibration" to move the bar-code reader to the slot 1 and verify the
position XY of the bar code-SP1.

5.1.6 Cleanz1/22
Click on "Tubing Clean" to open the function of tubes cleaning. Fill in two vials of 15 ml with
the appropriate cleaning solution.

Tubing Clean

Attention

#1 #5

Z1 2 f

B Ifthe RFID antenna is attached to Z2,

leaner Cleaner
a special reagentrack is needed fo
perform this task
Please place the Z1 cleaner an rack
position #1
Please place the 22 cleaner on rack
position #5
Press "Ok" to continue, or "Cancel" to
stop this task
l 0K l I Cancel ]

Image 43

Place the cleaning solution Z1 in the position # 1 reagents' rack as indicated in the map to the
left.

Place the cleaning solution Z2 in the position # 5 reagents' rack as indicated in the map to the
left.

Click in "OK" to start the tubes cleaning.

Recommendations: Use the solutions recommended by the provider to make the cleaning
cycle. Check the SECCION 8 - Preventive Cleaning and Maintenance for more information.

The probes Z1 and Z2, both aspire 5 ml of cleaning solution for each one of the vials placed in
their respective positions of the reagents' rack. Then, the system will start a countdown of 20
minutes.
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Tiempo de Limpieza de tubos

La limpieza de los tubos finalizara a las:

11/7/2016 4:07 PM

Tiempo restante: 0:19:56

Cancelar

Image 44

Once 20 minutes have passed, the system will automatically make an initialization of the
system and will purge the wastes of the cleaning solutions. Click in "Cancel" in any moment to
immediately purge the pipe wastes.

5.1.7 Generate Reports
Click in "Reports Generation" to open the utility of the report generator.

5.1.7.1 By bar code of the slides
To follow up the slides proceed by bard code 2D, select the option Slide Barcode and click on

"Start".

Generador de informes

Generar informe incluyendo

@ Codigo de barras del porta
! Informacién del paciente

' Proceso de tincion

Iniciar ] l Volver

Image 45

When requested, place the slides you want to track in the selected position 1-36 in the
instrument. The 2D bar code reader will scan the label and look for the information of the
slides in the data records.

Informe por codigo de Barras

Colocar en la camara el porta del que se debe informar BG =

Informe ] [ Mostrar procesos ] [ Volver

Image 46

A. Click in "Report" to generate the report for the scanned preparation.

B. Click on "Show All Runs for This Slide" to generate an Execution List of all the actions

included in the scanned slide.
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Note: the execution list can associate 2 or more cycles with a determined porta if their
execution process was interrupted by any continuous load. Each time the instrument is stopped
to load more preparations, the system generates a new execution calendar and starts a new
staining process.

C. Click in "Return" to go back to the previous screen aiming at exploring a new porta or select
a different option.

From the execution list, the user can choose from:

Choose a cycle by clicking on the empty box on the left column (the row will be highlighted in
blue). Click on “Show All Slides in Selected Run” to generate a list of all the slides of the
selected cycle.

ii. Click in "Reagent Usage Report" to generate a summary of the total use of reagents for all
the staining cycles appearing in the execution list.

Run List
StatDate  [E/2212017 ik EndDate  3/22/2017 B
Start Time End Time Status e et fres
Slides Senal Name
(I (13/22/201710:00 03/22/2017 1453 Warning 3 PC12020 Distributor

Total Unique Slides 36

l Reagent Usage Report

Image 47

In the Slides List, the user can opt for:

i. Select other porta in the same test clicking in the empty box in the left column (the row will
be highlighted in blue). Click in “Report of Slide” to generate the porta report selected.

ii. Click in “Reagent Usage in Run Report” to generate the report for the use of reagents in the
previous period.
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5.1.7.2 Patient’s information
In order to manually follow up a slide processed by the patient's information, select the

option" Patient's information” and click "Start".

Generate Report By Using

) Slide Barcode
@ PatientInformation
() Staining Runs

Start

Return

Image 49

0 VIMENT 1 04- [Module Malfu 1
03/22/2017 10:01 03/22/2017 14:53 VIMENT 2 2016-04-15 co. [5. Insufficient ... |1
0372242017 10:01 03/22/2017 14:53 VIMENT 3 2016-04-15 co. [5. Insufficient 1
03/22/2017 10:01 03/22/2017 14:53 VIMENT 4 2016-04-15 co. [5. Insufficient ... |1
03/22/2017 10:02 03/22/2017 14:53 VIMENT 5 2016-04-15 co. [5. Insufficient 1
03/22/2017 10:02 03/22/2017 14:53 VIMENT 6 2016-04-15 co. [5. Insufficient ... |1
03/22/2017 10:02 03/22/2017 14:53 VIMENT 7 2016-04-15 co. [5. Insufficient 1
03/22/2017 10:02 03/22/2017 14:53 VIMENT 8 2016-04-15 co. [5. Insufficient ... |1
03/22/2017 10:02 03/22/2017 14:53 VIMENT 9 2016-04-15 co. [5. Insufficient 1
03/22/2017 10:02 03/22/2017 14:53 VIMENT 10 2016-04-15 co. [5. Insufficient ... |1
03/22/2017 10:02 03/22/2017 14:53 VIMENT 11 2016-04-15 co. [5. Insufficient 1
03/22/2017 10:02 03/22/2017 14:53 VIMENT 12 2016-04-15 co. [5. Insufficient ... |1
03/22/2017 10:03 03/22/2017 14:53 VIMENT 13 2016-04-15 co. [5. Insufficient 1
03/22/2017 10:03 03/22/2017 14:53 VIMENT 14 2016-04-15 co. [5. Insufficient ... |1
03/22/2017 10:03 03/22/2017 14:53 VIMENT 15 2016-04-15 co. [5. Insufficient 1
03/22/2017 10:03 03/22/2017 14:53 VIMENT 16 2016-04-15 co. [5. Insufficient ... |1
03/22/2017 10:03 03/22/2017 14:53 VIMENT 17 2016-04-15 co. [5. Insufficient 1

Blide Report l [ Reagent Usage in Run Report
Image 48
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The system will show all the processed slides on the patient's information list. Search in the list

inserting the patient's ID in the search box for the patient identification search. Order the list

by any column clicking in the column heading.

Patient Information

Search PatientID

In the patient's information list, the user can opt for:

PaboniD  Casehomber TR mokd  LUEEL O, omeions  omaiond i

14-90.E SPAlcantara Dra.FERNANDEZ

14-881- SPAlcantara DRAEVA

14-881- SPAlcantara DRAEVA

14-86-G SPAlcantara Dra.FERRANDO

14-86-A SPAlcantara Dra.FERRANDO

14-856 SPAlcantara Dra.GONZALEZ

14-856 SPAlcantara Dra.GONZALEZ

14-856 SPAlcantara Dra.GONZALEZ

14-856 SPAlcantara Dra.GONZALEZ

14-854-C SPAlcantara Dra. GONZALEZ

14-854-C SPAlcantara Dra. GONZALEZ

14-854-C SPAlcantara Dra.GONZALEZ

14-842-6 SPAlcantara Dra.GONZALEZ

14-342-6 SPAlcantara Dra.GONZALEZ

14-827.nav. SPAlcantara Dra.GONZALEZ

14-827.nav. SPAlcantara Dra.GONZALEZ

14-827.nav. SPAlcantara Dra.GONZALEZ <

Retumn

Image 50

e Select a Slide clicking on the empty box in the left column (the row will be highlighted
in blue). Click on "Slide Report" to generate the selected report.
e Select a Slide clicking in the empty box of the left column (the row will be highlighted
in blue). Click on "Show all Runs For This Slide" to generate an execution list of all the
tests that include the staining cycles selected.

5.1.7.3 By staining process
In order to manually follow up a porta in the execution session, select the option “Staining
process” and click on "Start".

Note: This is the only method for the follow-up of a porta assigned manually..

Report Generator

Generate Report By Using

Slide Barcode

Patient Information

@ Staining Runs

Start

Return

Image 51

The system will generate an execution list of all the executed cycles. The total number of slides

processed in the system appear in the lower part of the list.
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Select a start and an ending date to show all the slides of a given period of time.

Run List
Star Date 9/25/2013 [F=na| End Date 6/16/2017 o~
T « September, 2013 v F 7y

Total Instrument QOperator

Stat TIME g,, Mon Tue Wed Thu Fri  Sat Status Slides Serial Name
» EEE 5 5 4 4% 2 2 5 | Finished 36 PC12020 Distributar
09/26/2013 8 9 10 11 12 13 14 | Finished 36 PC12020 Distributor

4 15 16 17 18 19 20 2
09/26/2013 35 35 11 £38 e 29 o8 | Finished 36 PC12020 Distributor
09/27/2013 29 30 1 2 2 4 5 | Finished 30 PC12020 Distributor
09/27/2013 1 Today: 6/16/2017 Finished 30 PC12020 Distributor
09/28/2013 01:54 08/28/2013 08:38 Finished 30 PC12020 Distributor
09/28/2013 14:41 09/28/2013 19:57 Finished 36 PC12020 Distributor
09/29/2013 16:57 09/29/2013 23:59 Finished 30 PC12020 Distributor
09/30/2013 12:12 08/30/2013 1215 Finished 36 PC12020 Distributor
08/30/2013 13:10 08/30/2013 18:22 Finished 36 PC12020 Distributor
10/01/2013 09:34 10/01/2013 1554 Finished 30 PC12020 Distributor
10/11/2013 08:51 10/11/2013 1212 Finished B PC12020 Distributor
10/15/2013 04:16 10/15/2013 07:36 Finished B} PC12020 anatomia
10/16/2013 08:31 10/16/2013 11:36 Finished 6 PC12020 Distributor
10/17/2013 04:28 10/17/2013 07:48 Finished 10 PC12020 Distributor
Total Unique Slides 4900

Image 52

From the execution list, the user can opt for:

i. i. Choose a cycle clicking in the empty box in the left column (the row will be
highlighted in blue). Click in "Show slides" to generate a list of slides of all the cycle
slides.

ii. ii. Click in "Report on Reagent Use" to generate a summary of the total use of reagents
for all the series appearing in the execution list for the period of time selected.

5.1.8 Types of reports
Reports of slides

The Report of slides (show slides) provides the execution summary for a slide individually. The
report can be generated through the scanning of a slide with the bar code option or through
the selection of a slide of a preparations list or in the patient's information list.
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a2 Slide Report = ]
1 of 1 P i B A3 W | 100% - Find | Mext
Slide Report
B/16/2017 11:07:46 AM
Instrument Operator Run ID Slide ID
PC12020 anatomia ipHEBHn-QzEqTnplsVmHpLw 1fSPgBfAJUZwWNGLtPrbXyg
Patient ID Case Number Block ID Specimen Additi | Additi |
Information 1 Information 2
14-3792 SPAlcantara
Protocol Name Detection Positi Ctr* LIS Start End
on
SINAPT Master Protocolo 9 1N 5/16/2014 5/M16/2014
12:07:58 AM  6:13:01 AM
Status
[Finished]
Reagent Name Time Tempera Volume Lot Number Catalog Expiry Date
(hh:mm:ss) ture (C°) (ul) Number
DS1a 0:10:00 72 170 111111 Manually 2014-05
Assigned
DS1b 0:08:00 72 170 0101-03 2015-05
TR1, high pH 0:32:00 102 370 140220-04 2016-02
System Fluid 0:04:00 37 130 2014-05
System Fluid 0:04:00 25 130 2014-05
Peroxidase Blocking 0:04:00 25 130 140103AF-04 2015-07
SINAPT 0:10:00 25 130 0170-02 2015-03
System Fluid 0:06:00 25 130 2014-05
Polymer Enhancer 0:10:00 25 130 H1304-03 2014-09
Image 53

The first line shows the date and time in which the report was generated.

The first table shows the instrument's serial number, the username, the cycle ID and the porta
ID.

Instrument Operator Run ID Slide ID
PC12020 anatomia ipH8Hn-QzEqTnpl8VnHpLlw 1f£5PgBfAJU2wNGltPrbXyg
Image 54

Note: Each cycle can be associated with 2 or more single identifiers if their execution process
was interrupted by the continuous load.

The second table shows the el patient's ID, case number, block identification, sample type,
addition information 1 and additional information 2.

The third table shows the protocol name, the type of detection system, the porta position in
the equipment, type control type (normal, positive or negative), LIS (yes / no), starting time
and ending time.

Status
[Finished]

Image 55

Note: The table will show 2 or more groups of starting/ending times, if the execution process
was interrupted by the continuous load.
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The fourth table shows the real status, recording of all the warning / errors produced during
the cycle and final situation [Finished].

Estado
[Finished]
Image 56

Note: The status [Stopped] indicates that the execution process was interrupted by the
continuous load.

The fifth table show a summary of the protocol steps performed (name of the reagent,
incubation time and temperature, volume) and the reagents used (lot number, catalogue
number, expiration date) in the porta.

Note: For the fluid system (which corresponds to the washing buffer) and reagents manually
assigned, an expiration date with the current month will be shown by default.

Report of reagents' use by staining cycle

The report of reagents' use offers a detailed summary of the reagents used in an individual
cycle.

The reagents used in the cycle correspond to the individual reagents' vials programmed with
RFID label. The report can be generated through the selection of any porta in the list.

a<' Reagent Report =8 =0
ll]4 1 of1 @ | & E WA | w00% - Find | Next
Reagent Usage In Run Report

6/16/2017 11:10:05 AM

Instrument Operator Name Start Time End Time  Status Total Slides Run UID

PC12020 anatomia 5(16/2014 516/2014 Finished 36 ipH8HN-QzEqQ7npl8VmHApLW

12:06:31 AM  7:13:15 AM
Reagent Name Tag ID Test Test Position Catalog Lot Number  Expiry Vendor
Contained Used Number
DS1a FFFFFFFFFFFFFFFF 36 36 1 Manually 111111 2014-08 Unknown L
Assigned r

D51b E023627003R216F4 80 36 2 0101-03 2015-05 MASTER
DIAGNOSTICA

TRA1, high pH E004028051FCCE43 36 36 7 140220-04 2016-02 MASTER
DIAGNOSTICA

Enzima 2 FFFFFFFFFFFFFFEF 2 2 40 Manually 111111 2014-05 Unknown

Assigned

Peroxidase Blocking E004028051FCAEOC 45 36 3 140103AF-04  2015-07 MASTER
DIAGNOSTICA

BER EP4 E0236815016B1507 18 2 23 23556 2014-06 VITRO

Polymer Enhancer E004028051FCD3CE 45 36 4 H1304-03 2014-09 MASTER
DIAGNOSTICA

HRP 2-Step E004028051FCAESB 45 36 5 H1304-03 2014-09 MASTER

Polymer DIAGNOSTICA

DAB E004028051FCE83BB 72 36 9 H1401-05 2014-11 MASTER
DIAGNOSTICA

Hematoxilina E004028051FCICA3 45 36 8 CN2056-04 2015-03 MASTER
DIAGNOSTICA

HMB 45 E004028051FCDCO6 H 6 12 0197-04 2015-06 MASTER
DIAGNOSTICA

MELAN_A FFFFFFFFFFFFFFEF 8 8 37 Manually 11111 2014-05 Unknown

Image 57

The first line shows the date and time in which the report was generated.
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The first table shows the serial number of the instrument, the user name, the starting/ending
time of the cycle, the cycle status, the total slides and the cycle ID.

The second table shows a summary of all the reagents used in the previous period (Reagent
Name, ID RFID, Number of the test it contains, Used Tests, Positions in the rack, Catalogue
Number, Lot number, Expiration date and Supplier).

Report on the reagents’' use

The report on the reagents' use provides a global summary of the total use of reagents for a
period of tiem specified by the user.

these data can be useful for the order and the follow-up of the reagents' use. The report can
be generated from any execution list.

o=l Reagent Usage Report EI@

|:| 1 of 10 b M @ i B A H- | 100% - Find | Mext
Reagent Usage Report

6/16/2017 11:11:45 AM

From To

252013 12:00:00 AM 6/16/2017 11:59:59 PM =

1 349

10 4

2 274

3 274

4 19 .

5 19

6 19

T 19

g 4

9 4

A FETO 39

ACIXK 1

ACML 4

Ab Diluent 1

Abs ethanol 255

AC S 3

Image 58

The first line shows the date and time in which the report was generated.

The first table shows the period of time specified by the user which is used to generate the
report.

Note: The report can also be generated using a cycle list for an individual porta.

The second table show a list of all the reagents and the number of tests that will be used of
each one. The last line of the table shows the total number of tests used in the period of time
specified by the user.
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Print and save a report

The system can generate different types of reports. Surf around each report through the
number box in the page, arrows and searches placed in the tools bar.

1 of 27 b Pl % | den B O H- | 100% - Find -

Image 59

In order to print a report, click in the Print icon E@ in the tools bar and select an available
printer.

A@ Do not select the bar-code printer.

In order to save a report, click in the Export icon u"’!>in the tools bar and select the application:
Excel, PDF or Word.

Data back-up
From the main screen, click in "System" and select the tools tab to access the utility.

Click in "Back-up copy" to access the function of back-up..

Select / Insert a back-up date of the data report and click in "Copy".

Backup Report Data

Backup ReportData Before WU/ 1/2013 @~
© Keep selected files after backup

) Remove selected files after backup

Image 60

To keep the data selected after doing the back up, select the option: "Keep the files".
To delete the selected data after doing the back up, select the option: "Remove the files".

Select a location folder where the back-up will be stored, i.e.,: local disk or external disk entity.
Alternatively, the user can create a new location of the folder clicking in “Make New Folder”
and click in "OK” to continue.
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' N
Browse For Folder lﬁj

Select location to backup report data

e PATHCOM USB (D:) [=
> s HP_TOOLS (E3)
» - DVD RW Drive (F:)
> s HP_RECOVERY (G:)
y ‘-“8 Metwork
» L@ Control Panel

£ RecycleBin

/| Backup Report Data

il

[ Make Mew Folder ] [ OK ] [ Cancel

Image 61

All the files of the data report created before the selected fate are copied in a new folder with
the name "Backup Report Data" and the current date.

5.1.9 Starting the system
Click in "Start System" to start the system. The robot will move backwards to the initial
position and the 36 modules will move upwards and downwards. At the same time as the
modules are moving, each pipette will prime in the washing station to clean pipes
corresponding to Z1 and Z2.

5.1.10 Check if there is any bad functioning of a heater
Click in "Check Modules" to check the functioning of the 36 heaters. There is also the option to
check the individual functioning or in groups of 12 modules. We just need to click in "Start".

There is also the option to check the modules individually or simultaneously in relation to
movement and/or temperature. We only need to select the desired option selecting “Heater”,
"Motion and Heater” or “Motion”.

The countdown timer will show the time left and the ending time. Click in "Cancel" if you wish
to cancel the process.

o

Check Modules

Select modules:

C1 2 {3 4 5 [Fl6e 7 8 [F9 [10 51 11 1] 12 [ 1-12
13 O] 14 [ 15 [ 16 [0 17 [ 18 [ 19 [ 20 [ 21 [0 22 [0 23 [ 24 1 13-24
[ 25 [ 26 [ 27 [0 28 [ 29 [E] 30 [ 31 [ 32 [ 33 [ 34 [0 35 [ 36 [[] 25-36

Select check item:
@ Heater ) Motion and Heater ) Motion

Start Return

Image 62
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-

Check Modules

Hora de finalizacion:

6/20/2016 12:22 PM

Tiempo restante: 0 - 1 5:44

Image 63

AThe heaters need a few minutes to heat up the higher temperatures during the
comprobation of the heater. To avoid burns/injuries, do not touch the heaters during the
process until the heaters have been cooled down enough.

If all the modules have passed the verification correctly, the system will return the message:
"All heaters are functioning properly."

PCStainer w
All heaters are functioning properly.
Image 64

On the contraty, if the system detects any heater with a wrong functioning, it will make it in

red in the slides map with the message: “Low Temperature”, “High Temperature” or “Over
Heating”.

Image 65

If during the verification of the heater functioning regarding movement, any abnormality is

detected, the system places the corresponding module in “red” with the message of “Module
Malfunction”
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In both cases, once the verification has been done and the wrong functioning of a module
has been confirmed, whether it's due to temperature or movement, the user must contact the
provider to communicate the incidence.

A The protocols cannot be assigned to a position for whose heater a wrong functioning was
detected until the heater is substituted and a new verification is performed.

5.1.11 Pump Z1 Priming

Click in " Prime Pump Z1 " to check the functioning of the pump 1. The pump 1 is connected to
the pipeline Z1. The pipette Z1 will be moved into the washing station and will dispense
washing buffer.

5.1.12 Pump Z2 Priming

Click in "Prime Pump Z2" to check the functioning of the pump 2. The pump 2 is connected to
the pipe line Z2. T probe Z2 will be moved into the washing station and ill dispense the
washing buffer.

5.1.13 Close door

Click in "Close door" to manually lock the door. Only the level of supervisors gives access to
this function.

5.1.14 Unlock door

Click in "Unlock door" to manually unlock the door. Only the level of supervisors gives access
to this function.
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5.3 Editors

Access the protocol and reagents editor and the RFID editor.

Note: The users with the technical security level don't have access to this function.

| Tools | Editors | Security | Setiings | Network | Lim |

[ Protocol Editor ] [ Reagent Editor ]
[ Change Protocol Template ] [ RFID Editor ]
’ Protocol Reagent Manager ] [ Custom Group Editor ]

] [ Panel Editor ]

’ MNegative Control Editor

Return ]

Image 66

5.3.1 Protocol Edition

Click on "Protocol Editor” to make personalized modifications in the protocols. The user can
access the different protocol templates inside this editor. These include HRP, HRP Super, AP,
AP Super, double Stain, FISH, CISH, Cyto, CISH + IHC, and the protocols of special kind. The new
protocols are added through the addition of new primary antibodies or reagents in Edit
Reagent. Consult "Edit Reagent” (page 67 for more information).

HRP | HRP Super | AP | AP Super | Double Stain | FISH | CISH | Cyto |ISH | Special
Gtk 22, indexProtocol Neme & Description D52 Option TR Option TP Reaget Nome B2l = | i
697 |ALK MASTER ENZIMAT Ds2 ~ [TR1. high pH w1 [ N
» 567 | MLH1 MASTER ENZIMAT Ds2 ~ [TR1.highpH BT 0 @ |0 |=
5% POLI MASTER ENZIMAT Ds2 ~ [TR1 highpH <1 oLt 0 @ |0 |»
&5 PMS2 MASTER ENZIMAT Ds2 ~ [TR1,highpH <[ [pusz 1 o o |
@ e |RosT MASTER ENZIMAT Ds2 ~ | TR1, high pH ~[ 101 Rost 0 = |0 |»

[ Save H Delete H Go Back to Manufacturer Default H Refresh Protocols with Customizations H Display Current Protocol Version H Cancel H Return ]

Image 67
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In this section you can edit the incubation time and temperature of the primary antibody
(hours, minutes, seconds). The incubation time must be adjusted between 5-120.

D52 -]

D52
DS Block
DS Buffer

DS Ermyme To modify the reagent DS2 for a IHC protocol, select an option of the drop-
down list in the option DS2.

TR1, high pH A
TR, hig
TR2, low pH
TR3, ISH
TR Buffer

TR Enzyme
Theesk | To modify the reagent of antigenic recovery TR for a IHC protocol, select an

option of the drop-down list in the TR. There is also the possibility of modifying the
temperature of the antigenic recovery in the section “Temp (2C)” right after the TR.

Note: It is not recommended to modify the TR conditions without the support of a specialist.

Click in "Save" to apply the new modifications to the protocol(s) selected. On the left edge
column of the editor, all the protocols that have been modified twill have the box "Marked to
change" marked.

A This action can be used to: 1) apply modifications to the protocol.

A 2) Permanently save all the modifications of the current protocol, the user must go to
System Utilities > Settings and click in "Save all the personalizations". Check the section 5.5.3
Save all the personalizations for more information.

Click on "Cancel" to cancel the changes.

Click on "Refresh protocols with Customizations" to update the protocol(s) selected using the
protocol model by default and apply the personalizations saved by the user.

A This action can be used for 1) regenerate all the protocols after modifying the protocol
template, or 2) restore the protocols for the personalizations saved by the user, or 3) load the
imported protocols.

A @ Any modification of the current protocol that has not been permanently saved will be
over-written with the personalizations saved by the user. Check the section5.5.3 Save all the
personalizations for more information.

A Click on "Go back to the manufacturer's default" to load the protocol(s) selected using
the protocol model by default and apply the provider's personalizations by default.

This action can be used to 1) restore the protocols for the provider's personalizations by
default.

Advice: The user can select all the protocols clicking in the box of the left upper corner of each
tab. The user can select different protocols by keeping the “Ctrl” key pressed.
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The version number of the current protocol can be seen by clicking on "Display Current
Protocol Version". The version number is updated each time the provider edits a new group of
protocols and reagents different from the ones that are by default. Protocols and templates
added by the user do not affect the number of version.

Click on "Return" to close the Protocol Editor and go back to the Editors screen.

5.3.2 Special Protocols

Special protocols can be created for applications requiring more personalizations, which are
not available in the Protocol Editor or in the general templates. The special protocols cannot
be created or edited in the Protocol Editor, but they need to be generated in an external
application. Contact your provider to get assistance with the special protocols. The new
protocols can be imported to the system using the option “Protocols and Reagents Manager”.
Check the section 5.3.4 Protocol Import for more information.

Note: It is not recommended to modify the TR conditions without the support of a specialist.

Click in "Save" to apply the new modifications to the protocol(s) selected. On the left edge
column of the editor, all the protocols that have been modified twill have the box "Marked to
change" marked.

A This action can be used to: 1) apply modifications to the protocol.

A 2) Permanently save all the modifications of the current protocol, the user must go to
System Utilities > Settings and click in "Save all the personalizations". Check the section 5.5.3
Save all the personalizations for more information.

Click on "Cancel" to cancel the changes.

Click on "Refresh protocols with Customizations" to update the protocol(s) selected using the
protocol model by default and apply the personalizations saved by the user.

A This action can be used for 1) regenerate all the protocols after modifying the protocol
template, or 2) restore the protocols for the personalizations saved by the user, or 3) load the
imported protocols.

A @ Any modification of the current protocol that has not been permanently saved will be
over-written with the personalizations saved by the user. Check the section5.5.3 Save all the
personalizations for more information.

A Click on "Go back to the manufacturer's default" to load the protocol(s) selected using
the protocol model by default and apply the provider's personalizations by default.

This action can be used to 1) restore the protocols for the provider's personalizations by
default.

Advice: The user can select all the protocols clicking in the box of the left upper corner of each
tab. The user can select different protocols by keeping the “Ctrl” key pressed.
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The version number of the current protocol can be seen by clicking on "Display Current
Protocol Version". The version number is updated each time the provider edits a new group of

protocols and reagents different from the ones that are by default. Protocols and templates
added by the user do not affect the number of version.

Click on "Return" to close the Protocol Editor and go back to the Editors screen.
Note: /t is not recommended to modify the TR conditions without the support of a specialist.

Click in "Save" to apply the new modifications to the protocol(s) selected. On the left edge
column of the editor, all the protocols that have been modified twill have the box "Marked to
change" marked.

A This action can be used to: 1) apply modifications to the protocol.

A 2) Permanently save all the modifications of the current protocol, the user must go to
System Utilities > Settings and click in "Save all the personalizations". Check the section 5.5.3
Save all the personalizations for more information.

Click on "Cancel" to cancel the changes.

Click on "Refresh protocols with Customizations" to update the protocol(s) selected using the
protocol model by default and apply the personalizations saved by the user.

A This action can be used for 1) regenerate all the protocols after modifying the protocol
template, or 2) restore the protocols for the personalizations saved by the user, or 3) load the
imported protocols.

A @ Any modification of the current protocol that has not been permanently saved will be
over-written with the personalizations saved by the user. Check the section5.5.3 Save all the
personalizations for more information.

A Click on "Go back to the manufacturer's default" to load the protocol(s) selected using
the protocol model by default and apply the provider's personalizations by default.

This action can be used to 1) restore the protocols for the provider's personalizations by
default.

Advice: The user can select all the protocols clicking in the box of the left upper corner of each
tab. The user can select different protocols by keeping the “Ctrl” key pressed.

The version number of the current protocol can be seen by clicking on "Display Current
Protocol Version". The version number is updated each time the provider edits a new group of
protocols and reagents different from the ones that are by default. Protocols and templates
added by the user do not affect the number of version.

Click on "Return" to close the Protocol Editor and go back to the Editors screen.
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HRP |HRP Super | AP | AP Super | Double Stain | FISH | CISH [Cyto |ISH | Special
gﬁ;d hdex Protocal Name. & Descrption
4 |37
40 |BCL2
78 BEREP4
70 |CISHEBER
3 3 CISH Her2 Dual 2016-04-14 Roy's modffication (no alcohol) based...
kil CISH Kappa [2016-04-14 Roy's madification (no alcohal) based on Proflsola's good results
72 |CISH Lambda
60 | Clean Chamber Automatically chamber cleaning protocol will clea
47 |Colag 20
4 |Colag 45C
76 COLAGII
77 |COLAGIV
B OXoL3
63 |EBER
32 FISH HER2 FISH HER2
38 FISH HER2 AUTOMATIZADO
33 |FISH Her2 Mod 2016-04-14 Her2 FISH for PP
7 FISH HIBRIDACION HIBRIDACION FISH SEMI AUTOMATIZADO
36 |FISH PRETRATAMIENTO PRETRATAMIENTO FISH SEMI AUTOMATIZA...
[ Save ] [ Delate ] [ Go Back to Manufacturer Default ] [ Refresh Protocols with Customizations ] [ Display Current Protocol Version I [ Cancel I ’ Retumn I
Image 68

Once generated, imported the new special protocol or updated an already-existing one, the
user must select all the protocols clicking in the box of the left upper corner.

Once all the protocols have been selected, click in "Save" to generate/update the new special
protocol(s) selected.

5.3.3 Change the protocol mode

Click in "Change the protocol template" to open the protocol templates. Each type of the
protocol has a template selected that is used to generate all the protocols belonging to this
type. Check the Image 70 to see the list of templates predetermined by the provider.

A The change into a different protocol model can update all the protocols using the new
template as predetermined. The protocol personalizations will be restored using the protocol
personalizations saved by the user.

0 ==
Name ~ Type Index  Description Selection

AP Super Temp2 AP Super 23 2016-04-15 updated by Roy SelectNew ]
AP Temp2 AP 8 SelectNew |
CISH Temp1 CIsH 12 2015-05:24, Prof. Isola CISH Her2, 1'/15' Pepsin... | SelectNew |
CISH+HC Temp1 CISH+HC 4 SelectNew |

» | Cyto Templ Cyto 13 Protocol for Frozen Tissue Select New ]
Double Stain Temp1 Double Stain 20 Fosfatasa SelectNew ]
FISH Temp1 FISH 1 Protocol for FISH updated by Roy on 2014-12-18 | SelectNew ]
HRP Super Temp2 HRP Super 4 2016-04-15 confirmed new protocol one wash aft.. SelectNe.w]
HRP Temp1 HRP 0 MASTER ENZIMA1 SelectNew

Image 69
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A @ Do not change protocol templates without the assistance of a specialist.

To change into a new protocol template model, select the type of protocol appropriate and
click in "Select New".

The screen "Select template" will open:

Select Template

Protocol Templates Selected Template

HRP Super Temp1 HRP Super Temp2
HRP Super Temp3
HRFP Super Temp4
HRP Super Tempb
HRFP Super Tempt Description
HRP Super Temp7

2016-04-15 confirmed new
protocol one wash after Hema

Return

Image 70

Select a new template model from the list "Protocol Template" and click in "Back" to close the
screen.

In the Protocol Templates screen, click in "Save" to automatically update all the protocols
using the new template and apply the personalizations saved.

A The system will take a few minutes to update all the protocols.
Click in "Back" to close the screen of the protocol templates.

Note: Contact your provider to get assistance with the modification of the existing protocol
template.

5.3.4 Protocol Import
Click in “Protocol Reagent Manager” to open the utility.

Log in with an user ID and password.

.
PRManager - Version 1.0.14178.0

User D Supervisor

Password lllllllll-ll

Image 71
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Select the option "Export" or “Import” for the import or export of files. Click in "Import" or
“Export” for the import/export of files and select the desired export/import file (compressed
zip folder). Contact your provider to get more information.

PProtocols And Reagent= Mansse E Y R - )
Export [Import|
FromFolder.  C:\PathCom\PathComASGuiData
ExportFolder:  C:\PathCom\Expaorts

ExportFile Name  Export-2016-06-20.zip Export Type: [7] Base Version Update

Export Protocols and Reagents

Type: [Templates - Protocols to Export: Reagents to Export

Awailable Protocols to Export
AP Super Temp1 -
AP Super Temp2
AP Temp1

AP Temp2

CISH Temp1
CISH Temp2

m

CISH+IHC Temp1
Cyto Temp1

Bibie Stain Temp? Negative Controls to Export
FISH PEPSI

FISH Temp1

HRP Super Temp1

HRP Super Temp2 -

Protocols to Delete Reagents to Delete Protocol Version Control
I Importer's Version

Exporter's Current Version

6/20/2016 -

Delete Protocol Type:

[ Export ] [ Display Gurrent Protacol version ] [ Reset Exit

Image 72

A Option of importing template (it is applied only to the protocol templates). Protocol
templates are stored in index positions 1-30. By fault, the system selects the option "Over-write
already-existing template. The imported template will always over-write the existing template
in the same index position. If needed, the user can cancel the selection of the default option to
import the template to the following available index position.

Click on "Import" to import the new protocol(s), associated reagent(s) and negative control(s)
and save the data.

@ A Update the protocol(s) in the Protocol Editor immediately after the protocols'
import.

-

Confirmation w

The new protocols and reagents have been imported. Refresh all
protocols before inttiating a staining process,

Image 73

A The protocols sharing the same name as an existing protocol cannot be imported. The user

can delete the existing protocol in the Protocol Editor before the new protocol can be
imported.
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rError l&]‘

% Protocol AAT AP 36 already exists in your system. If you want to
" replace this protocol, please delete the existing protocol frem your
system and then perform the import action again. Import failed!

Image 74

Click in "Display Current Protocol Version" to see the version number of the current protocol.
The version number will be updated automatically after importing the update of the provider's

protocol

Confirmation @

.

f \ PV2.4-2014.07.02
' Pathcom Protocols

k.

g

Image 75

Click in "Exit" to close the utility.

5.3.5 Assigning Negative Controls
Click on "Editor of negative controls" to manage and assign the negative controls. A negative
control can be assigned to each protocol; the predetermined value is universal negative.

Megative Controls

Protocols

Megative Control

AC
ACT MG [
ACT.ML
ACT.SAR
ACTH
ADIPOF
AETAES
AFP
ALDHT
ALK

ALK BAY
AMILO. A
AMILO.P
ANEXINL A
ANT. TRIP
ARTQUIM
APO.A
ARG
ATM

B ACTIMNA

ML

Mouse MNegative
Rabbit Negative
Universal Negative

[ Clear Selected Protocols ]

’ Clear Selected Megative ]

[ Show Links To MNegative ] ’ Show Links To Protocols ]

[ meset | [ save | [ mewm |

Image 76
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To see all the protocols assigned to a negative control, select the negative control in the list of
negative controls and click in "Links to protocol”.

To see the negative control assigned to a protocol, select the protocol mentioned under the
list of Protocols and click in “Links to Negative".

To delete the selection(s), click in "Delete Protocol" and/or "Delete Negative".

Negative Controls
Protocols Negative Control

ACIX = Mouse Negative

ACT.MG Rabbit Negative

ACT ML Universal Negative

ACT SAR

ACTH

ADIPOF

AE1AE3

AFP

ALDH1

ALK

ALK 5A4

AMILO.A

AMILO P

ANEXIN A

ANT.TRIP

ANTQUIM

APOA

ARG

ATM

B.ACTINA =

I Clear Selected Protocols I I Clear Selected Negative I
I Show Links To Megative I I Show Links To Protocols I
[ resmt ] [ swe | [ mewnm |

Image 77

To assign a negative control a protocol, select the protocol(s) under the Protocol list and select
a negative control.

Click in "Save" to link the protocol(s) with the negative control.

Note: The additional negative controls can be added to the Editor of reagents in negative type.
Check the section 0 To go back to the predetermined configuration, click on "Reset". All the
protocols will be assigned to the predetermined negative control, Universal negative.

Editor of Reagents for more information.

To go back to the predetermined configuration, click on "Reset". All the protocols will be
assigned to the predetermined negative control, Universal negative.

5.3.6 Editor of Reagents
Click in “Edit Reagents" to administer the list of antibodies, negative controls and reagents of
special use of the system.

To add a new antibody, select the type of reagent of the list and click in "Add new". Insert the
name of the antibody in the name field. When adding the new antibody, a new protocol for
the antibody will be automatically generated.

A Each antibody is unique and only a single name can exist.

The protocol name is established automatically in the antibody's name by default. You can
modify the protocol name in the corresponding field, if needed.
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A Each protocol needs to have a single name. On the contrary, different protocols can share
the same antibody.

When creating a new reagent, the user must select the box “Hazardous” when the new
reagent is dangerous and needs its wastes to be placed in the container enabled for so. If the
referred box is not selected, the disposals from this reagent will be placed in the container for
non-hazardous wastes.

Viscosity levels, there are 4 viscosity levels influencing when aspiring and dispensing that
reagent. The level one is used for the reagents without viscosity and the level four for reagents
with maximum viscosity. The user can select a viscosity level for the new reagent that is being
created according to its viscosity level.

In the section “This reagent is” the user must keep the option “Ready to use”, if the reagent is
ready to be used. If the reagent that is being created needs a mixture before being used,
please contact its provider.

Click in "Save" to add the new antibody. The new protocol will appear in the Editor of
Protocols.

Reagent Editor
Reagent Types Reagents
-
AP Super AP Temp2
Buffer
CISH
CISH+IHC
Cyto =
Detect
Dewax
Double Stain
FISH
HRP
HRP Super
MNegative =
MName AP Templ Hazardous
Type AP Viscosity Level 1
This reagentis |ready to use
Add New ] [ Delete ] [ Return
Image 78
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Protocol Name ACIX

Reagent Editor
Reagent Types Reagents
AP e -
AP Super F ACT MG |
Buffer ACT ML
CISH ACT SAR
CISH+IHC ACTH
Cyto = ADIPOF
Detect AETAE3
Dewax AFP
Double Stain ALDH1
FISH | o ALK BEAL
HRP AMILO A
HRP Super AMILO.P
Megative = AMNEXIN.A =
Name ACIX Hazardous [ Yes
Type HRP Super Viscosity Level 1 =

This reagentis [readyto use

ready to use

2Rvitro

master diagndstica®

mixed on-board with the following parameters:
mixed on-rack with the following parameters:

Save ] [ Delete ] [ Return

Image 79

To add special reagents or negative controls, select the type of reagents of the list and
introduce the new name.

Click in "Save" to add the new reagent.

Reagent Editor
Reagent Types Reagents
CISH - Ab Mix CISH -
CISH+IHC Anti-Biotin CISH B
Cyto Anti-Dig CISH
Detect F Anti-DNP CISH
Dewax BER.EP4
Double Stain CISH EBER E
FISH CISH KAPPA
HRP = CISH LAMBDA
HRP Super COLAG.I
Megative COLAG.IV | &)
Others CXCL13
Retrigval | & MOC31
2 NEUROB 2
Name Ab Mix CISH Hazardous Yes
Type Special Viscosity Level 1
This reagentis |ready to use
Add New ] ’ Delete ] ’ Return
Image 80

A To reclassify an existing reagent, first take out the reagent from the list of reagents and then, add it
to the list again as a hazardous reagent.

To delete an existing reagent from the system, select a reagent from the list and click in
"Delete".

Note: The user can only delete the reagents added by the user from the list of reagents. The
reagents added by the provider cannot be deleted.
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5.3.7 Preparation of reagents with RFID labels with the RFID editor

Click in "Edit RFID" to start editing RFID labels. The robotic arm moves the RFID antenna to the
front part of the instrument. Place a reagent vial with the RFID label under the antenna.

To write information in the RFID label, complete the entry fields to the right and click in
"Write".

Select the reagent type and then the reagent name of the drop-down lists.
Note: The user can only select the reagents added by the user to the list of reagents.

Select the appropriate type of vial (15 or 7 ml) and insert the storing temperature. Insert the
number of tests, lot number (up to 12 characters) and the expiration date (aa/aa/mm). Select
the provider name and write the catalogue number.

A The system will immediately write after writing the RFID label to verify that the data have
been correctly recorded. Do not take back the vial until the left RIFD label ID turns in green
relief to indicate that the label has been correctly read.

) RFID Tog Edtor E=mEes

[ Read Tag l lConﬁgure RFID ‘ Write Tag

[ Import Data From File

TaglID

Reagent Type [AP vJ
Reagent Name [AP Templ vJ
Botile Type l? ml vJ
Number Of Tests 0 =
Lot Number

Expiration Code (yyyymm)

Storage Temperature ("C)

Manufacturer Name [—Add or Remove— -

Catalog Number

Image 81

To manually read the information of the RFID label, click in "Read RFID". The programmed
information will be showed in the empty fields to the left.

Note: The new RFID labels will only contain the identification generated randomly. The other
information is to be programmed by the provider or user.
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| (/) RFID Tag Editor [F=3 Ee5X)
l Read Tag l l Show RFID Com l
[] Import Data From File
[E004020054BEEBS7 | TaglD E004020054BEEBY7
HRP Super Reagent Type ’HRP Super v]
ACIX ReagentName |ACKX -
15ml Bottle Type [15ml -
20 Number Of Tests 20 =
123456 Lot Number 123456
201712 Expiration Code (yyyymm) 201712
4 Storage Temperature ('C) 4
MASTER DIAGNOSTICA Manufacturer Name ’MASTER DIAGNOSTICA =
0 Catalog Number 0
Image 82

5.3.8 Editor of personalized groups
Click in "Edit Custom groups" to edit / create personalized lists of protocols for the quick
access to protocols in the editor of slides' labs.

Select a personalized group in the drop-down list “Available protocols”. The Protocols in the
personalized group are shown in selected protocols.

To add a personalized group, click in "Add group", insert a new name and click in "Add".

-

Edit Custom Groups

Custom Group Name Group 2 -
Available Protocols Selected Protocols

7 -

o Add New Custom Group EI@

New Custom Group Name |

ALK5A4 <
l Add New Custom Group l l Delete This Custom Group l
Image 83

To add the protocol(s) to a personalized group, select the protocol(s) counted in the available
protocols, click in "Add protocol" and click in "Save".
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Edit Custom Groups

Custom Group Name

Available Protocols

37
ACIX
ACT.MG
ACT.ML
ACT.SAR
ACTH
ADIPOF
AET1AE3

AFP

ALDH1

ALK

ALK5A4 2

| »

Group 2

Selected Protocols

ACTH

ADIPOF
AE1AE3

Add AFP
Protocal
Remave
Protocol

l Add New Custom Group l

l Delete This Custom Group l

Save

Image 84
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To take the protocol(s) out from a personalized group, select the protocol(s) counted in the

selected Protocols, click in "Remove Protocol" and click in "Save".

To delete a personalized group, select the group name from the drop-down list and click in
"Delete This Custom Group".

5.3.9

Editor of Panels

Click in "Edit panels" to edit / create personalized panels of protocols from them to be
accessible in the editor of slides labels.

Select a name from the drop-down list panel. The panel protocols will be shown in selected

protocols.

To add a new panel, click on "Add New panel", insert a new name and click on "Add".

o' Edit Panels

=5

Panel Name

Available Praotocols

37
ACIX
ACTMG
ACTML
ACT.5AR
ACTH
ADIPOF
AE1AE3
AFP
ALDH1
ALK
ALK5A4

»

=

l Add New Paneal

|

l Save

|

Add With:
[7] Positive

[7] Negative

Add

Remave

Selected Protocols

L4

CERBB2
RESTRO
RPROG
Kig7

l Delete This Panel

l Retumn

Image 85
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In order to add the protocol(s) to a panel, select the protocol(s) counted in the available
protocols, click in "Add" and click in "Save".

Note: The user can include a positive contorl and / or negative one with each protocol if they

wish to do so.

o2 Edit Panels

Panel Name Breast

Available Protocols

fo ] ]

-

Selected Protocols

IgG4 - CERBB2
Igh . RESTRO

IMP3 AddWith: |2 pROG

INHIBA Positive Kig7

INILT : Ki67+

INSUL Negaiive |yie7

INVOLU m

ISLET1 b

Kappa Add

Kappa EP

v

l Add New Panel l l Delete This Panel l

l Save

l

|

Return l

To download the protocol(s) of a panel, select the protocol(s) counted in the selected

Image 86

protocols, click in "Delete" and click in "Save".

To delete a panel, select the panel from the drop-down list “Panel name” and click in “Delete

protocol”.

5.4 Security

The security in the access and administration systems can be managed in the "Security" tab.
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| Teols | Editors | Security | Settings | Network | LiM
I Change Password l I User Administration
[ Return l
Image 87

5.4.1 Change password
Click in "Change password" to change the log-in password of the current user.

0ld Password
MNew Password

Re-enter New Password

Image 88

5.4.2 Administration of users
Click in "Users Administration" to see the list of users:

- User Name Operation Level
> Distributor Distributar
Supervisor Supervisor

Technician Technician

Delete User

Image 89
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Distributor (access to all tools, functions and settings)

Supervisor (full access to tools and editors, and intermediate access for the Security and

configuration)

Technician (limited access to Tools, Security, Configuration and Editors)

To add a new user, click in "Add user" to open the window "Add user".

Add User

User Mame
User ID

Password

Re-enter Password

Access Level

Add User

User 1

1

LA L L L X 2]
L L L 3 X ]

—Select One—
Supervisor
Distributor

Image 90

Insert the name, user ID and password to establish the access level.

Note: Only the users with a supervisor access level can create additional user accounts.

To delete an user, select the user in the list and click in "Delete User".

5.5 Settings

See system information and adjust the system settings in the "Settings" tab.

Systern Utilities

| Tools I Editors I Security| Setlings |Network LIM

’ Baking Slide Settings ]

’ 2D Barcode Format ]

Check Heater Settings

’ Save All Customizations ]

’ Get Device Version ]

[ Baking Slides Before Staining

Stainer Slide Model: 5351
Software Version: 2.51.16202. 8002
Allowed Reagent Assignment:
@ Unlimited
' Limited to -1
Interlock Enabled
Staining Run
[[] System Inialization
[ Scan Slides
[ Scan Reagents
[ Start RFID Editor
Language:
English (United States) -

Save

Return ]

See the version of the system software and the model number in the model in the right upper

Image 91

corner of the screen.
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To change the working language, select a language from the languages drop-down list.

To see the information of the version of the different devices of the system, click in "
Hardware Version".

5.5.1 Setting of the slides' heater
Click on "Baking Slide Settings" to adjust the temperature (C) and the heating time (minutes).
Click on "Save" and "Return" when you have finished.

Configure Baking
Temperature (C) B0 : Baking Time (Minute) 5 :
Image 92

To configure the slides' hearing before the staining, mark the box for hearing the slides
before the staining and select the time assigned for the cooling down after the heating. Click
in "Save" in the Settings tab. The system will automatically start the heating of the slides
before starting the cycles.

Baking Slides Before Staining

After baking. slides will
cool down

5 = minutes.

Image 93

5.5.2 Bar code format

Click in "Bar-code Format" to open the section "Options of bar-code" and edit the setting for
the bar-code labels editor.
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Barcode Label Options
- Copy Patient Information
Date Format: m to New Recard
[] Show Slide UID
d=Day MM ddhoce [] Print Barcode Using Slide UID
:":Y"‘l‘;’:”‘ [ mwddyy | | Label Format ]
| yyMMdd | | Edit Doctor Name List ]
Label Entry
Linel: Hospital Name Master Diagnostica
Line?: Description
Printer.  ZDesigner GX430t -
Top Margin: 45 = Left Margin: 10 2 l Cancel ]
Width (dots) 252 2| DarkLevel: 30 FH | OK ]
Image 94

Select the date format.

Insert the names of the label fields by default for the text line 1 and text line 2 of the label.
Insert an entry by default if you want to.

Select the printer from the drop-down menu and adjust the printing edges and darkness level
as needed.

A Make sure the label printer is connected (currently compatible with Zebra TLP 3844-Z or
Zebra GX430t) and it is selected in the drop-down list of the printers.

Select the option of copying the patient's identification and the protocol name. This option will
keep the patient's information from the previous label series for the following group of bar-
codes labels in the labels Editor. Deactivate this option to delete all the patient's information
after saving a group of labels.

Click in “Label format" and you can edit the printable data in the label. The user can change
the label line order or select new types of data that will be printed in each line of the label.
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Lable Formater

|PatientlD -]

[ ProtocolName - ]

’ CaseNum A ]

’DateTimeEntry v]

| TextLinel -

[Texﬂ_ineB v] m/n

Image 95

Select the types of data in the drop-down list for each line. Click on "Save" to save the changes
for the label format.

Note: Please, check that the printed data will not be overlapped with the 2D bar-code label.

Click on “Edit Doctor Name List" to add new doctors to the drop-down list in the label bar-
code editor.

Edit Doctor Mame List

Select or Enter a new name of doctor

Add l ’ Remove l l Return

Image 96

To add a new doctor, insert the new name and click on "Add".
To take out an existing doctor, select the name of the drop-down list and click on "Remove".

Click on "Accept" when you have finished editing the label in the format option. The label
format by default is shown below.
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g x
ACTH

Patient 1D
Case Numbe

07/02/2013
Line 1

\_L'”E pa

Image 97
Protocol Name
Patient Identification
Case Number

2D Bar-Code

Date

Text line 1

Text line 2

5.5.3 Save all the personalizations
Click in "Save all the personalizations” so permanently save all the modifications of the
current protocol in the Protocol Editor.

This action will keep all the modifications of the protocol for all the protocols of each type,
including: HRP, HRP Super, AP, AP Super, double staining, FISH, CISH, CISH + IHC.

A The personalizations previously saved will be overwritten. Therefore, the user must verify
all the modifications of the current protocol in the Editor of Protocol before proceeding.

The user can restore the protocols and the protocols' personalizations saved clicking in
"Update protocol" in the Protocol Editor.

5.6 Network

Connect different systems to a PC / main server in the "Red" tab.

The systems connected through the local read can print with a specialized printer in the PC /
main server and share records of 2D bar-code labels. The labels printed in a system / PC in the
red can be used equally in all the other systems of the Network.

Contact your provider to set up the Network and connect the existing systems to the Network.
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Systemn Utilities

| Tools | Editars I Securityl Settings | Metwork |LIM |

Available Network Machines Selected Metwork Machines

Select

Remove

Find All Network Machines Test Connection

Return

Image 98

All the systems connected to the Network are shown in Available network machines.

The network system(s) connected to the current system will appear in the Network Machines
selected.

ATO avoid unexpected errors, please, make sure that all the machines in the network are
connected to the network during the instrument functioning.

To check the connection to the network, click in "Test Connection" to verify whether the
system is correctly connected to the selected network / PC of the main server.

If no connection is detected, verify that all the systems are connected to the read and they
have been joined to the group in the local network. Check the configuation of Windows in
Control Panel > Network and Internet.

To print from a network printer, go to the tab "Settings" and click in "Bar-code Format".
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Barcode Label Options

Copy Patient Information

Diate Format MM/ ddfyyyy to Mew Record
] Show Slide UID
d=Day MM ddfyvy =] Print Barcode Using Slide UID
M= ons
SH MM/ ddfyy [ Label Format ]
[ yymmdd | [ Edit Doctor Name List ]
Label Entry
Linel: Hospital Name Master Diagnostica

Line2: Description

Printer: Designer GX4301 -
| ZDesigner GX430t inicial
Top Margi zhesigner GX430t (Copy 1)
. ZDesigner GX430t
Widith {dots Microsoft XPS Document Writer
Fax

[ Cancel ]

Afk|| 4]0

Image 99

Select the network printer in the drop-down list of the printers. The printer name will be
preceded by the anme of the system in the network. Change the format options of the label, if
needed.

A If the network printer does not appear in the printers' drop-down list, add the network
printer to the system in devices of Windows / printers and share the printer.

A Do not share more than one printer in the network. Deactivate the other shared printers,
as many of them cause unexpected errors.

Note: If a printed label is not recognized, make sure that all the systems are connected to the
network, as this will guarantee that the recording of the printed labels is up-to-date in all the
systems.

5.7 LIM

The system supports the SS1 connection with the server HL7 and the connection of MSS
database.
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PathCom System Software

o 6/16/2017
m C] "-‘Z 1 Prepare Lll-nﬁ:d p— Scan Assi System Clean =
stainery Labels || ‘ghoad 12:30 PM | Sies || Pootocols || Reagents | | Usliies || Sereen
Model: 551  SW Version: 2.51.16202 =
L s . s s , f B 1 I L
System Utilties
[ Tools | Editors | Securty | Setings | Networi| LM |
[¥| HL7 Connection Enabled [7] Database Connection Enabled

HL7 Server|P Address  192.168.1.251

HL7 Server Port Number 8060

¥ Send Result When Finished
Connector Application Name  HL7Connector

Save Setings

Return

Status: Logs

12.18:17 PM: Dore
121917 PM: System is rady.
12:30:32 PM: System is ready...
12:30:33 P System Uity

If you need to connect the MD-Stainer with any other laboratory management software or

other type of platform, contact your provider.

SECCION 6 Reagents Vials
All the reagents are provided in a "ready to use" format in vials of 15 ml, and appropriately
labelled with all the necessary information.

_____________________________________ F
i i

. M

H 1mi

|

Image 100

The dead volume of a vial of 15 ml is ~ 400ulL.
The standard volume for each test is 130uL
The minimum volume for a test is 530uL (volume for the test plus the dead volume)

Note: If you need any new reagent or you need to do any other type of tests, check the

equipment provider.
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SECCION 7 Staining Area

In order to guarantee the quality and reliability of staining, the slides must be prepared with its
respective tissues following the guidelines of the staining area of the system MD-Stainer.

Refer to the diagram of a slide of 1 mm series in the Image 47. The area highlighted in yellow
is the staining area. The circle area is the placing area recommended for the tissue.

< A L - |6mm r

2= ) 2N 30mm
S— e— 40mm l
r - . 17 \
— _V 14 —h
W

Smm ‘
20mm

Image 101

SECCION 8 Preventive Cleaning and Maintenance

8.1 Cleaning Recommendations

8.1.1 Modules and modules' plate
The modules must be cleaned on a daily basis to delete the rests of reagents and/or avoid the
accumulation of salt (specially important for ISH).

Download all the slides of the system.
It is recommended to use absorbing, soft, paper cleaning the excess of liquid that is
left after the Staining cycle both on the modules as well as around them.

8.1.2 The washing station and probe Z1 / 22

In the upper surface of the washing stations and in the probes Z1/Z2 rests of salt and reagents
can be also accumulated with the functioning of the equipment. Clean the wastes with a
cotton wool / towel damped with alcohol.

8.1.3 Pipette

The pipette corresponding to Z2 can accumulate wastes of DAB, Hematoxylin and other
reagents with the functioning of the equipment. Regularly the visual inspection of the pipettes,
both Z1 and Z2, is recommended, as well as cleaning them as needed.

Routine cleaning procedure:
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Place the rack in the system.
Connect the fluid system (Washing buffer).

Access from the main screen to the “System”, click in “Tubes Cleaning".
Follow the instructions below:
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Load the reagents' rack especially with the cleaning solutions for Z1 and Z2.

e Place the cleaning solution Z1 in the position # 1 of the reagents' rack as

indicated in the image.

e Place the cleaning solution Z2 in the position # 5 of the reagents' rack as
indicated in the image.

e C(lickin "OK" to start the cleaning of the tubes.

Tubing Clean
Aftention:
#1 H5
um = [fthe RFID antenna is attached to 72,
leaner Cleaner
a special reagent rack is needed to
perform this task.
Please place the Z1 cleaner on rack
position #1
Please place the Z2 cleaner onrack
position #
Press "Ok" to continue, or "Cancel" to
stop this task
0K I I Cancel
Image 102

The probes Z1 and Z2, both aspire 5 ml of cleaning solution for each one of the vials placed in

their respective positions of the reagents' rack. Then, the system will start a countdown of 20

minutes.

Tubing Clean Counting Down

Time Left

Tubing clean will be finished at:

6/16/2017 11:15 AM

Cancel

0:19:57

Image 103

After 20 minutes, the system will automatically make an initialization of the system and will

purge the wastes of the cleaning solutions. Click in "Cancel" in any moment to immediately

purge the pipe wastes.
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8.1.4 Chamber
The chambers must be regularly cleaned to eliminate the residual stains accumulated during
the staining cycle.

Routine cleaning procedure (it is recommended after each staining cycle):

To avoid the accumulation of salts and wastes of reagents, clean the surfaces of the cameras
with a cotton wool/towel damped with alcohol after each staining cycle.

Note: The user does not have to take the cameras off the modules to carry out this cleaning
procedure.

Deep cleaning procedure (it is recommended after each 3-5 staining cycles):
Carry out a deep cleaning of the cameras using 1/10 diluted bleach:
1. Prepare the solution of 1/10 diluted bleach in a cuvette.

2. Take out all the incubation cameras of the modules and place them in the diluted bleach
solution. Maintain for 30 minutes.

Note: If after 30 minutes you can see that any of them is not completely clean, keep it for a
longer period.

3. Withdraw the cameras from the bleach solution and clean/dilute 3 times in distilled water.
4. Dry with absorbing paper.

Note: While the cameras are being dried with absorbing paper, the user must check the status
of these. In case of detecting any anomaly, replace the camera for a new one.

5. Once all the previous steps have been finished, place the cameras in the modules again.

Note: There is no need to place the cameras in the position in which they were before.

Image 104
8.2 Routine Preventive Maintenance

It is necessary to carry out the routine preventive maintenance, to maintain reliability, the
shelf life of the equipment and the quality of the staining.
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A routine preventive maintenance programme includes:

1. Cleaning of the Modules and Modules' plate (Daily), following the recommendations of the
provider previously mentioned.

2. The regular inspection of the cameras (Weekly) looking for cracks, leaks, the degradation of
the camera's surface.

3. The visual inspection of the modules and robot and the verification of their right functioning
(Monthly).

4. The visual inspection of aspiring/dispensing pipes and wastes aiming at detection anomalies,
as precipitates, breaks (monthly).

5. Check the wrong functioning of the heaters after receiving a temperature warning (High
Temperature/ Low Temperature). Check page 54 “Check if there is wrong functioning of a
heater”.

Note: Contact your provider of MD-Stainer for any detected anomaly or for the supply of
replacement parts and consumable materials.

8.3 Annual Preventive Maintenance.

The annual report must be performed in all the system by a qualified technician. Contact your
provider of MD-Stainer to program such annual maintenance.

SECCION 9 General Precautions

Make sure that the slides are placed in safe way in the module — the slide must be pressed
against the spring in the rear part and held in the front part by the contact clamps.

Place the reagents' rack firmly in its position before initiating a staining cycle.
Withdraw the buffers of the reagents’ vials before initiating a staining cycle.

Keep the door closed during the functioning. The robotic arm moves unexpectedly during the
operation - remain away. Do not put the movement of the robotic arm in danger in any way.

Contact your provider of MD-Stainer before using reagents and solutions provided by other
suppliers. Some dissolvents, acids and other solutions, can cause damages to the internal
components of the MD-Stainer and affect the performance and guarantee of its instrument.

Use disposable gloves and protection laboratory clothes when handling reagents.. The
reagents can be harmful and irritating to the eyes, the airways and the skin. They can be
harmful to the lungs and stomach if ingested. The data sheet will be provided by the reagents'
provider.

The wastes of hazardous reagents must be eliminated according to the local and governmental
regulations. Use the appropriate personal protection equipment to avoid the exposure.

Do not perform different tasks whilst the instrument is working. The multi-task is defined as
executing other software applications, which are not necessary for the functioning of the
equipment (including CD players and screen protectors). This may block the instrument.
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Deactivate the automatic updating of Windows and other programs in a second level while the
instrument is working.

Deactivate the connection to local Internet / Wireless while the instrument is working.

Do not modify the energy options of Windows or install a screen protector. The equipment
may turn off unexpectedly while the instrument is still functioning or it may block the
instrument.

Do not install any software or hardware products of third parties. The installation of products
of third parties may block the instrument and cancel the guarantee.

Do not make any hardware or software changes before checking with your MD-Stainer
provider.

Do not use an USB cable of 3-meter length.

Restart the equipment if:

1) The USB is disconnected. Always connect the USB cable to the USB designed port.
2) The power supply for the instrument is on / off or disconnected.

3) The equipment is in suspension or hibernation mode.

4) The user finds an unexpected error.

Do not try to fix the MD-Stainer, unless your MD-Stainer provider indicates it. If you do so, the
guarantee will be voided.

Do not relocate the MD-Stainer system inside its installations before contacting your MD-
Stainer provider to obtain information. This may affect the guarantee.
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SECCION 10 Translation of Warnings in screen or reports

The MD-Stainer software can show warning messages in the screen. These messages will

appear in English below, you can find their translations into Spanish.

Warning / Aviso
[TaskNumber.Error]

Meaning

Translation

TaskNumber.Agitation Up

Error occurred during module
agitation at the specified task
number.

Problema detectado durante
agitacién del mdédulo en el
paso especificado

TaskNumber.Aspirate

Error on Pump2 during
aspiration of waste from
module at the specified task
number.

Problema en la bomba 2
durante la aspiracion para
eliminacion en la tarea
especificada

TaskNumber.Aspirate Gap

Error on Pump2 during
aspiration of air gap at the
specified task number.

Problema en bomba 2
durante la aspiracidon de aire

TaskNumber. Deliver

Error occurred during reagent
delivery to the slide at the
specified task number.

Problema detectado durante
la dispensacion de reactivo
en el porta

TaskNumber. Extract

Error occurred during reagent
extraction from the slide at the
specified task number.

Problema detectado durante
la extraccion del reactivo del
porta

TaskNumber.Get Reagent

Error occurred while getting
reagent from the vial at the
specified task number.

Problema detectado durante
la obtencion de reactivo
desde el vial

TaskNumber. High
Temperature

The module temperature is
higher than expected at the
specified task number.

La temperatura del médulo
es mas alta de lo esperado

TaskNumber. Incubation
Start

Timeout error occurred while
waiting for the incubation to
start at the specified task
number.

Tiempo excedido detectado
en el inicio de la incubacion

TaskNumber. Incubation
Stop

Timeout error occurred while
waiting for the incubation to
stop at the specified task
number.

Tiempo excedido detectado
en la detencién de la
incubacion

TaskNumber.Insufficient
{ReagentName}

The liquid detection system
detected an insufficient volume
of reagent in the vial at the
specified task number.

Reactivo insuficiente
detectado en el vial indicado

TaskNumber. Low
Temperature

The module temperature is
lower than expected at the
specified task number.

La temperatura del médulo
indicado es menor de la
esperada

TaskNumber.Not Detected

The liquid detection system did
not detect reagent in the vial at

Reactivo no detectado en el
vial indicado
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the specified task number.

TaskNumber.Pump1 Air Gap

Error on Pumpl during
aspiration of air gap at the
specified task number.

Problema en la bomba 1
durante la aspiracidn en el
Gap en la tarea especificada

TaskNumber.Pump1
Dispense

Error on Pumpl during reagent
dispensation at the specified
task number.

Problema en la bomba 1
durante la dispensacion en la
tarea especificada

TaskNumber.Pump1 Set
Speed

Error occurred while setting the
speed parameter on Pump1 at
the specified task number.

Problema en el ajuste del
pardmetro de la velocidad en
la bomba 1 en la tarea
especificada

TaskNumber.Pump Speed

Error occurred while setting the
speed parameter on the Pump
at the specified task number

Problema en el ajuste del
pardmetro de la velocidad en
la bomba en la tarea
especificada

TaskNumber.Robot HV
Position

Error on the Robot while
moving to a horizontal and
vertical position at the specified
task number.

Problema en el robot durante
el movimiento a una posicion
horizontal y vertical en la
tarea especificada

TaskNumber.Robot Position

Error on the Robot while
moving to a position at the
specified task number.

Problema en el robot durante
el movimiento a una posicion
en la tarea especificada

TaskNumber. Robot V
Position

Error on Robot while moving to
a vertical position at the
specified task number.

Problema en el robot durante
el movimiento a una posicion
vertical en la tarea
especificada

TaskNumber.SP Extract
Position

Error on Module while moving
to the Extract position at the
specified task number.

Problema en Médulo durante
el movimiento a la posicién
de extraccion en la tarea
especificada

TaskNumber.SP Position

Error on Module while moving
to the required position at the
specified task number.

Problema en el Mddulo
durante el movimiento a la
posicion requerida en la tarea
especificada

TaskNumber. Special
Agitation

Error occurred during module
special agitation at the
specified task number.

Problema detectado durante
la agitacion especial del
moadulo en la tarea
especificada
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