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.1 INTRODUCTION

i.2 Identification Data

This document is the Quick Start Guide of the instrument named MIURA ONE.

MIURA ONE is a random access automatic analyser and this document gives a brief and
quick description of the instrument and of the main operational procedures.

The producer doesn’t take on any responsibility about partial and unauthorized copies of
this document.

This manual has been written and produced with the utmost care; however errors cannot
be fully excluded.

The producer doesn’t take on any responsibility or due about every kind of incidents that
may occur from mistakes in the manual.

The user can contact the distributor or the producer in case of doubts or necessity.

i.1.1 Document

e Document code: GRS-10752-01-A

¢ Document revision: A

e Revision date: July 9, 2009

e Software version: 1.0.0.3

e Date of software version: July 8, 2009
i.1.2 Instrument

e MIURA ONE: p/n 10750-xx-A

(xx=version)

i.1.3 Producer

e |S.E.Sr.l

Via delle Driadi, 45
00133 Roma - Italy
Phone: +39 06 20610289

Fax: +39 06 2018131

E-maiil: info@logotech-ise.com

WEB: www.logotech-ise.com
i.3 Copyright

The content of this document, the pictures, the tables and the graphics included, is
intellectual property of I.S.E. S.r.l. Unauthorized copies, total or partial, could cause legal
actions in order to preserve owner’s interests.
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i.4 Use of This Document

This handbook is a quick guide to give the user an easy approach to the instrument
MIURA ONE. The user can easily find the main procedures for operating the instrument.

Note: the producer recommends anyway the user to read carefully all sections of the
MIURA ONE User Manual with particular consideration for notes, used for specifying or
deepening a concept discussed before, and for warnings, used to highlight possible risks
or dangers.

Note: This document cannot in any case replace the MIURA ONE User Manual that
remains the reference document for a correct use of the instrument.

This document must be preserved and kept close to the MIURA ONE to be read, in case of
necessity, during daily laboratory activity.
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Section 1  GENERALITIES

1. Safety Prescriptions and Precautions

The user must strictly observe all prescriptions given in Section 1 of the MIURA ONE - User
Manual, last version.

The instrument does not constitute an electrocution hazard if installed without
modification, and if connected to an electrical power supply having the requested
characteristics. The instrument, that must be always and permanently grounded, is
provided with a three conductor sheated cable to be connected to single-phase sockets
from 100Vac to 240Vac with frequency range from 47Hz to 63Hz.

Install the instrument and the PC under a 1kVA - UPS.

1.1. Installation and Maintenance

The installation, the check and the calibration must be made by qualified authorized
technicians on buyer’s request.
The user must respect the installation and maintenance specifications given in the MIURA
ONE - User manual, last version.

1.2. Advices for a Correct Use

The user must observe the recommendations given in the MIURA ONE - User manual, last
version.

WARNING
The use of the instrument for purposes different from those specified, indicated or
approved by the producer allows the warranty terms to lapse automatically. The producer
can act legally to protect his interests.
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Section 2  OPERATING PROCEDURES

2. Overview

This Section gives the operator a list of the main procedure to operate the instrument.

2.1. Dispensable Volumes

During programming of methods, when setting parameters, the sample and reagent
reaction volumes to be dispensed in any single cuvette, must be always included within
fixed limits.

The total reaction sample and reagent volumes, dispensed into each cuvette, must range
between 200ul and 500pl: the typical suggested reaction volume is anyway from 200yl to
260ul; in order to preserve cuvettes longer life, it is suggested not to overcome 300ul of
total reaction volume.

With reference to reagents, it is possible to dispense from a minimum of 180ul up to 450ul
reagent volume of R1, R2 and R3 in total. Provided the sum of reagent volumes greater or
equal to 180ul, each of the reagents can be sampled anyway from 1ul to 450ul, with 1pl
minimum increment. In case of dispensing of the reagent R2 or R3, the system performs
the automated mixing of the reagents into the cuvette.

With reference to samples, it is possible to dispense sample volumes from 1ul up to 300ul,
with 1pl minimum increment. The system performs the automatic mixing of the sample with
the reagent into the cuvette.

The suggested values (in pl) to be programmed in the methods are included in the ranges
shown in the following table:

Suggested Volumes

HIEIEEl3T8E (Sample/Substrate Starting)

Kinetic

Fixed Time

Sum of Reagent Volumes
(R1orR1+ R2orR1+R2+R3)

Total of Volumes
(Reagents + Sample)

Bichromatic 200p1+-250ul 200p1+260pl
End Point

. . R1 and R2 R1 + Sample and R2 + Sample
Differential - 2 Reagents 2001250, 20041260,

. . R1 + Sample R1 + Sample + R2
Differential - Sample Blank 20041250, 200012600l

I.S.E. S.r.l. — Sistemi Intelligenti Elettronici

GRS-10752-01-A Rev.AENG

7/46




/.’Eﬂ

2.2.

MIURA ONE - Quick Start Guide

Reading and Incubation Times

Section 2

OPERATING PROCEDURES

With reference to the incubation and reading times the following table is valid for the
different typologies of test methods and gives the admissible ranges:

Type: 1st incub. Incub. Incub. Final Fixed Kinetic MAX
SAMPLE STARTING to R2: to R3: Incub. Time Reading Total
Methods R1,S=>R2 | R1,R2,S 2nd read Time Method
=>R3 Time
End Point 1-Reag. 36-720 720
(Monochr./Bichrom.)
End Point 2-Reag. 36-720 720
(Monochr./Bichrom.)
End Point 3Reag. 36-720 36-720 720
(Monochr./Bichrom.)
Fixed Time 1-Reag. 36-720 48-336 720
Fixed Time 2-Reag. 36-720 48-336 720
Fixed Time 3-Reag. 36-720 36-720 48-336 720
Kinetic 1-Reag. 36-720 48-336 720
Kinetic 2-Reag. 36-720 48-336 720
Kinetic 3-Reag. 36-720 36-720 48-336 720
Differential 36-720 36-720 720
Sample Blank
Differential 36-720 720
2-Reagents
Type: Istincub. | Incub. Incub. Final Fixed Kinetic MAX
SUBSTRATE STARTING to R2: to R3: Incub. Time Reading Total
Methods R1,S=>R2 | R1,R2,S 2nd read Time Method
=>R3 Time
End Point 2-Reag. 36-720 36-720 720
(Monochr./Bichrom.)
End Point 3Reag. 36-720 36-720 36-720 720
(Monochr./Bichrom.)
Fixed Time 2-Reag. 36-720 36-720 48-336 720
Fixed Time 3-Reag. 36-720 36-720 36-720 48-336 720
Kinetic 2-Reag. 36-720 36-720 48-336 720
Kinetic 3-Reag. 36-720 36-720 36-720 48-336 720

Note: The maximum total method time is intended as the sum of the incubation times and
of the reading time (if any), and it cannot overcome 720sec in order to avoid degradation
in throughput performance.
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2.3. Procedures

2.3.1. Operating Flow Chart

System Start-Up
Procedure
(Instrument first and then PC)

v

System
Warming Up

!
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v

Working Session
Execution
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End of the
Working Session

v

Results
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Preparation?

System Shut Down
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The operator, through the user interface, has the possibility to program and to execute
Work Lists that include tests for each patient, standards, calibrators and quality controls.
The details on the use of the user interface are traced in the following paragraphs.

The previous figure shows the operating flow chart.

2.3.2. Instrument Set-up and Power-On

Two switches are placed on the left side of the instrument:
o Green switch, all electronic circuits are powered when this switch is ON;
e Blue switch, the refrigerator circuit is powered when this switch is ON;
these two switches are totally independent from each other.

ELECTRONIC COOLER
ON/OFF ON/OFF
SWITCH SWITCH

Note: in case the reagents are kept on-board with the instrument shut down, the
refrigerator switch should remain in ON position to preserve them.

Follow the instructions below to start up the instrument:
1. Empty the Waste Tank if full.
2. Prepare the Systemic solution following insert kit instructions for use.
3. Fill the washing liquids tanks: the 20It tank with the Systemic solution and the 5It tank
with the Cleaner solution (Multiclean @ 4% NaOH).
4. Turn on the system following the sequence below:
a. the Green switch (for electronic),
b. if wished, the Blue switch (for refrigeration).
Power ON the control PC and wait for the operating system loading.
6. Run the MIURA ONE User Software Interface.

o

2.3.3. Login, Main Menu Access and Auto-diagnosis

As soon as the software starts up, the instrument goes into motors reset and then it checks
all main functions. The software also asks the user to login in order to gain access at the
required operating level:

The program asks the user to introduce username and password: digit username and
password and then press the key “Enter”. The user name and password are alphanumeric
and must have at least 4 digits (See System config Menu):

I.S.E. S.r.l. — Sistemi Intelligenti Elettronici 10/46
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e the default user name is “admin”

¢ the default password is “12345678”.
the user at Administrator Level can change these data at any. The access is denied until
the correct password is entered. As mentioned before, three password levels are
provided. Any account must be set or modified in the System config. = User Menu:

¢ Administrator level, this kind of user can fully operate on the instrument.

e Expert Technician level, this kind of user can use all operative functions of the

instrument and he can modify the parameter of menus

System Config. He cannot create or delete other user
accounts.

e Technician level, this kind of user can operate on the instrument without
modifying anything (i.e.: methods, accounts, etc.).

User narme

HM @ ! |

Password \-\-._,ﬁ

BB gVOup | |

k)

\ . h I
After running the software, the system resets and checks the status of all instrument
assemblies (Auto-diagnosis test), it starts the automatic warm-up procedure and, after a
successful login, the software displays the Main Menu. If any problem occurs, an alert
message will be displayed on the screen. In case the washing tanks are empty or the
waste tank is full, a message is also displayed, asking for the user intervention.

Miura One - IDLE - 2009/06/26 16:29:23
Workls: Resubs Chewistry Status Memary fles 7 ol Show Blerts

\: wiark List \"ﬂ; Raslts ] cremiey E Harmary files \:'5’ State @ Shutdewn
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2.3.4. Warming Up Procedure

During the start up, the system automatically measures and verifies the time from the last
shut down:

1. if this OFF time is longer than 120 minutes the system starts the full warming up
procedure that includes: lamp stabilization, incubation temperature stabilization,
tubing refilling, washing and auto-zero of all cuvettes.

2. when this OFF time is included in the range between 2 minutes and 120 minutes, the
system starts the shorter warming up procedure above without tubing refilling,
washing and auto-zero of all cuvettes (just wait for lamp stabilization and
temperatures auto-setting).

3. in case this OFF time is below 2 minutes, the system ignores any warming up
procedure and enters directly the Idle status ready to start.

The full Warming Up auto-procedure takes about 30 minutes; in this phase the system
carries out the following operations:

e instrument Initialization and auto-check;

start, control and regulation of the cuvette incubation heater;

start of the sampling arm heater caoils;

photometer lamp power on and stabilization;

tubing refilling;

tank levels check;

cuvette washing and auto-zeroing.

The User Interface program displays the Warming Up status on the monitor. During the
Warming Up the user cannot select any functional command that can change the
current instrument operative status.

The shorter Warming Up procedure lasts 20 minutes.

The user can program anyway the new Work List, he can enter and modify data, he can
visualize results, check methods, update control data and surf within the software.

At the end of the Warming Up procedure the instrument enables an acoustic alarm
(internal beeper) for a short time.

In case of emergency the system will display alerts asking for operations.
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2.3.5. Working Session Programming and Run

By the command Work List the operator enters the Work List menu for working session
programming.

The Work List menu shows on the right panel all tests that can be run associated to the any
sample. All of the analyses that have been programmed for samples,
standard/calibrators, and controls constitutes the working session and they’ll be run at the
START command.

WorkList Results Chemistry Status Memory files System config. Iss module conf. Show Alerts Extra procedures 7

—Work List

o v @& = ® = @l o paal e e e @ o @
ik ale ALP ALT AT BUN Ca HO CKm kn 156
Sample P | | : 5 . 7
000120090727 1 o @ @ o @ b @ @ @ @
000220090727 2 @ i CRE CRP DEIL GGT Gy 166G LEH M PO4 TEIL
000320090727 3
0004-20090727 4 _ _
0005-20090727 5 Position K B @ ] ®
000620090727 & P TRY ua
000720090727 7 IdCode
000820000727 & 5
000520090727 Sample byps Serum v

Patient bype [Mals =

FReesulk multiplier 1: [ 1 ]

Tube type s@mp\g | |

uet 0000 |uoez [o.000

@ Patient private data

Profiles

\s Save in work list =
Mame: Methods
LFT ALE ALP ALT AST DEIL TEIL LOH TP GGT
o ) UKE ELIN CRE
y_g Show Wl W 5cam ssmele barcadss IKE+LFT ALE AL ALT AST DBIL TEIL BUN CRE LDH TP GGT
E Store all results @ Delets Wi I 5
{&) Next ‘.\.v/h IMain Menu

The Work List can be programmed by the operator in normal manual mode or in
automatic mode if the L.I.S. (Laboratory Information System) connection has been fixed
and enabled.

During the manual programming, the operator will set tests for each of the samples;
patient data must be entered manually for each sample if wished and requested.

On the other hand, when the L.I.S. connection has been established, the patient list (list of
sample IdCodes) and associated analyses will be uploaded from the host remote
Personal Computer to the MIURA ONE system that assigns them positions on the tray with
the help of the bar-code reader.
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2.3.5.1. Manual Work List Programming and Run

Standard procedure for manual Work List programming and run in case that no samples
are hanging waiting for position assignment:
1. Select the “SMP” option in order to enter the patient Work List.

— work List

@ so @ o @ s

2. Enter the desired sample position (on the sample tray) in the Position field or
accept the one proposed (the first lower free position is always automatically
displayed).

Position 1

If case the same set of analyses must be programmed for more samples, a quick
programming mode is available. Select the WL faster option to activate it:

O WL faster
(insert number of samples)

in this case introduce the number of the samples to be programmed. Those
samples will be automatically assigned to the first free positions on the sample tray.
If desired, single positions can be moved by selecting a sample and giving it a new
position number:

— Sample
Sample P..
0001-20090727
0002-20090727
0003-20090727
0004-20090727
0005-20090727
0006-20090727
0007-20090727
0008-20090727
0009-20090727

@ STAT
Position |2

1dCode

[r-3- BRSO

Sample bype Serum V

Patient type [Male =
Result multiplisr it 1
Tube type samplecup

UDP1 | 0.000 LUDPZ 0,000

g Patient private data

3. Enter the sample identification code IdCode; in case the user does not enter a
sample ID, the program gives it a code automatically.
Code format:

“xxxx-yyyymmdd”
where
XXxx=progressive number of the day,
yyyy=year,
mm=month,
dd=day.
Once given and saved, this [dCode number cannot be modified anymore: can be
deleted but not changed.
4. Select the Sample type, from the pull down menu.

I.S.E. S.r.l. — Sistemi Intelligenti Elettronici 14/46
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Sample bvpe

Patient bype

Result multiplier
Tube bype , _If)iém. 1_2 _ V
5. Select Patient type, from the pull down menu.

Sample bype | Serum i |

Patient bype

Result multiplier

Tube type

6. Select Patient Private Data and enter data in the fields of the displayed window (if

desired).

Last name Mario First name Rossi

1980/03/27 27

Date of birth Age

Address Via dei Fiori, 987 - 00100 Roma - Italy

Email m.rossi@provider, ff

+4599987654321
Phone

Bed i Dpt. 2

KS78H 02/12/2007

Clinic Request date

Doctor Bianchi

Notes Mationality: Ttalian|

@ Save 4 Back

This data can be entered before or during the working session or, at the end of the
session from the archive menu, after the results have been saved in the Memory
files. In the latter case any the single sample can be recalled.

7. For any sample, select the parameters (analyses) and/or profiles to be executed
(value for eventual pre-dilutions of the sample wil be taken from method

parameters).
Select STAT in the priority field in case the introduced sample is URGENT.
@ STAT
@ @
Fosition I7 — TR ua
1dCode
Sample type E_L;i;a_siﬁa _v
Patient tvpe EM‘% v'f
Result mulkiplier S l_
Tube kype | Diam. 12 |

8. If the sample has been pre-diluted off-line and it is desired the multiplication of the
obtained results by the dilution ratio, select that ratio in Result multiplier.
Result multiplier 1: |1

I.S.E. S.r.l. — Sistemi Intelligenti Elettronici 15/46
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Select Save in work list to save the sample/s together with the programmed
analyses in the current Work List that is under creation.

@ Save in work list
When a sample has been saved in the Work List, the program automatically shows
the User, in the Position field, the first available position on the sample tray.
The sample can now be placed on the sample tray.
Repeat all the steps (from 1 to 10) for each sample to be entered in the Work List.
The WL can be displayed and modified at any moment through the command
Show WL.
é)‘@.: Show WL
When the Show WL command is selected, the program displays a window showing

the actual Work List:
o [N

‘Work List Display

Positon  Sample 1d Info | Methods Mekhods out of bray

0001-20090701 DBIL AST ALT ALE TP GGT TBIL ALP LOH 3
DO02-20030701 DBIL AST ALT ALB TP Mg GiT TBIL AP & Edit selected
0003-20030701 DEIL AST ALT ALB TP Mg GGT TEIL alp

0004-20090701 DEIL AST ALT ALB TP Mg GGT TEIL ALP

12345-a¢ DEIL AST ALT ALB TP GGT TBIL ALPLOH

D@ L

f-' Optimize rgk
57 tray For WL

Wave selected
ta pos.

o Bk

any of the samples can be modified. Select the sample to modify and then click
on the command Edit selected, the program focuses that sample in the Work List
Menu, carry on modifications and save it again.

Samples can be deleted. Select the sample to be deleted and click on the
command Delete selected.

Samples can also be moved to another position on the sample tray: click on the
command Move selected to pos.

To go back to the Work List, select the command Back.

The column “Methods out of tray” shows the parameters whose bottles must be
loaded on board.

When the patient work list compilation has been completed, select the “STD”
option if some standards or calibrators must be included in the Work List

Work List
(@ 51D @ o @ s

Then proceed with the selection of the method/s to be calibrated (if any) by
selecting each standard to run and assigning a new position to each of them.
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Remember that standard/calibrators with same lot number and the same dilution
ratio (case of standard ready-to-use not to be diluted) have the same sample
position on the tray. In case the standard dilution must be performed automatically
by the instrument, click twice on the method until you get blue colour; then the
dilution of the standard with ratio different from 1:1 will be performed in the
cuvettes starting from the mother that must be placed in a sample tray position. In
case of ready-to-use standards, that do not need dilutions, provide enough free
positions on the sample tray to locate all standards (otherwise the system doesn’t

load them).
Miura One - Loading...

Work List  Results  Chemistry  Skatus  Memory files  System config,  Ise module conf.  Show Alerts  Extra procedures 7
— Work List
@ o @ @ @ @ @ @ @ 6] @ o{sj @ @
; G iy
~ Sample MBI BN calh) ISR REQ) BRI el SRR | Ml Pod(
| sample .. 5l | % p
| Do01-20080701 1 | - : 0 O @ @
0002-20090701 2 TBIL(L) TR(1} TRY(L) uagL)
0003-20090701 3
| DO04-20090701 4
12345-ac =1 R —
STD 386LE 6 Position | ]
STD 555TH 7
5TD 555TH & IdCode
Sample bype
Patient type
Result multiplier 1

After selection, click on “Save in work list” to include the standard in the working
session. The number between brackets stands for the number of standards to be
performed.

14. In case that also controls must be run, select the “QC”
"Uo'urk List

@ s @ ac @ s

15. Then proceed with the selection of the method/s to be controlled and assigning a
new position to each of them. Remember that controls with same lot number have

the same samile i osition on the traﬁ.
Miura One - Loading...

Work List Resulks  Chemistry  Status  Memory files  Swstem config.  Ise module conf,  Show Alerks  Extra procedures 7
— Work List
e v ® = | ® s @ o @@ o o o |[@a o |@
= nle ALB(Z) | ALP(Z) | ALT(Z] | AST(Z) | BUNZ) Ca(2) K2} ISE CRE(2) | DEIL(2)
‘usuauwflzeuugum 1P“ e rnber o sarpies) L—] O @ ° @ e ° @ ot bt
0002-20090701 2 GGT(2)  GLUGZ)  LDH(Z) MaiZ) | PO4(z) | TBI(Z) | TR(L) TRY(Z) Uai2)
0003-20090701 3
| 0004-20090701 4
12345-ac 5 o
| 5TD 386LE & Pasition £l
5TD 555TH 7
STD 555TH E] IdCode
Q.C. 536UN ]
Sample type
Patient type
Result mulkiplizr i 7:
After selection click on “Save in work list” to include the controls in the working
session.
16. If the Show WL command is again selected, the program displays the actual Work
List:
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Workl ist (%]
work List Display
Positior | Sample Id Info  Methods Methods out of tray
1 00D1-20090701 DEIL AST ALT ALB TP G&T TEIL ALP LDH
2 0002-20090701 DEIL AST ALT ALB TP Mg GGT TBIL ALP éj Edit selected
3 000320090701 DEIL AST ALT ALB TP Mg GGT TBIL ap
4 0004-20030701 DBIL AST ALT ALB TP Mg GGT TBIL aLp
5 12345-ac DEIL AST ALT ALB TP GGT TEIL ALPLDH
5 STD 386LE DBIL (32.800)
7 STDSSSTN 166 {100.000)
8 STDSESTN 166 (0.000) =4
s Q.C. 535N P (C) ¢2XT Delete
W selected
7 Ophimize rgt
tray for Wil
Move selected
o pos,
o Bk

When finish, select the command Next to proceed with the next page about
Reagent tray configuration control,

& e

In case the MIURA ONE system includes the connection with the L.I.S. (Laboratory
Information System) and this is active, established and working, the exchange of data (WL
and results) with the remote host computer is possible and automatic.
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2.3.5.2. Automatic Work List Programming with L.I.S. Connection

When the L.I.S. connection has been enabled and it is operative, the host remote
workstation in the laboratory can set a link with the MIURA ONE system for data exchange.
The link is based on an ASTM-like protocol described in the document cod. MNT-10910-01-
X (see last revision) addressed to technical personnel only. This document describes the
electronic transmission of digital data information between a laboratory instrument and
an information computer system. This kind of connection allows the “Auto-analyzer
to/from Host” bi-directional communication to improve automation in data request
transmission (i.e.: work-lists and patient data) and in patient final results data response. This
document also defines the digital message structure allowing the data transfer between
Auto-analyzer and Host.

The communication between the MIURA ONE System and the external Host is compliant
to the IEEE 802.3 standard, regulating the most common local area network (LAN)
technology based on Ethernet standard. The MIURA ONE System PC is supplied with an
internal network Ethernet interface; it can be linked to the laboratory information local
area network through a Hub or through a Switch Hub that connects several other stations
for communication purposes. The Host Computer is obviously part of the same network
and it is connected in the same manner.

Note: local area network L.1.S. architecture and realization, software drivers and interfaces
to MIURA ONE Systems, physical links, Hubs and Switches, and any other part or line or
connection are considered part of the end user structure and must be fully carried out by
the end user (if not otherwise stated with special different agreements) under its own
responsibility.

The following picture shows the supposed functional diagram of connection.

__________________________________________________

MIURA ONE
INSTRUMENT ;
:
1
MIURAONEPC | HUB HOST PC
MIURA ONE SYSTEM AUTOANALYZER !
__________________________________________________ 1
“----> «----->
“----> «----->

When the MIURA ONE system receives new data from the host computer, it displays the
following message on the monitor:

] MNew samples received from L.1.5.

The operator, in order to run a new WL or to add those new samples to a WL in running,
has to click on OK and must enter the Work List menu.
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GRS-10752-01-A Rev.A ENG



MIURA ONE - Quick Start Guide Section 2
OPERATING PROCEDURES

All samples received from L.I.S. will be added into the sample window on the left side of
this menu. Upon receipt, if the following selection in the System config. menu has been
checked

o Auto-assign positions to samples from L.1.S.

the system auto-assigns the first free tray positions to the samples received.
In case all positions are busy, samples will be added with position nhumber “0” to the list.

The operator will move them when new free positions are available.
Workl ist gl

work List Display  Waiting for free sample positions
Position _3ample 1d Info | Methods Methods out of ray
0 0012-20090701 DBIL AST ALT ALE TP GGT TEIL CRE ALP LDH BUN s
0 001120090701 DBIL AST ALT AL8 TP GGT TBIL CRE ALP LDH BUN é‘ Edit selected
0 0010-20090701 DEIL AST ALT ALB TP GGT TEL ALP LDH
0 0003-20090701 CRE BUM
0 000620090701 GlU
o 0007-20090701 DBIL AST ALT ALB TP GGT TBIL CRE ALP LDH EUN
0 D006-20090701 DEIL AST ALT ALE TP GGT TEIL CRE ALP LDH BUN
0 000520090701 DBIL AST ALT ALS TP GGT TEIL CRE ALP LDH BUN 4
1 0001-20090701 DBIL AST ALT ALE TP GGT TEIL ALP LDH €271 Delete
2 0002-20090701 DBIL AST ALT ALB TP Mg GGT TBIL ALe VB selected
3 0003-20090701 DBIL AST ALT ALB TP Mg GGT TEBIL AP
4 0004-20090701 DBIL AST ALT ALS TP M GGT TEL AP
5 12345-ac DBIL AST ALT ALS TP GGT TEIL ALP LDH
3 STD 386UE DBIL {32.800)
7 sTD 166 (100.000)
8 STD 165 (0,000) o :
@3 Optimize gt
g Q.C. S36UN TR (CL) o P
Already on board To be added and placed on
the reagent tray
Move selected
g to pos.
o Bk

The operator will Start samples after having placed them on the sample tray.

New free positions are cleared after validation and storing of concluded final results.

Worklst Renks Chemistry ot Memory files fig, ok ¥, Show hlerts € o P

Woek List -

]
1 aP

i @ |
op

Y

m Ckn

selte
i -Zg.-:-_'__d

se ze
e
ie se

Ha (]

'
i
g

+0 0 E®

selidie

Sargle type Senum -
Patient type s -
st e 11|t

Tubo bype Diam 12w

2
DOOO0CCVBUBMELN - o

(10} e

Profiles.

4 o B
\‘“ [ froems
\FT ALB AP AT AST DAL TEL LOM TP GGT

/'\ - LeE BN Gl
5 Shom WL Tl scan sonphs barcodet] | | wEairr LB AP ALT AST DOL TERL BUN CRE LCH TP T

@ Hest & Main M
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If samples have been bar-coded for positive identification, the operator, after receiving
the WL from L.I.S., places samples on board and runs the Scan sample barcode
procedure. The system assigns the proper tests (uploaded by the L.I.S.) to any sample on
the tray. If some samples are unknown the software alerts the user that can anyway
modify the WL manually to include that sample.

By running the command Scan sample barcode the tray turns one or more times to allow
the reader to scan barcodes attached on the tubes and adds the samples in the Work
List. Recognized samples will be associated to their physical position on the sample tray. In
case of Work List downloaded from L.I.S. or anyway pre-existing Work List, the system
associates any sample tray position with its correct set of analysis, if the barcode has been
recognized.

When some problems is detected by the system, the software alerts the user by
suggesting a possible solution through a special “message window”; the user can accept
or not the suggestion. The message window has been represented below; possible
problems are the following:

o Case of a sample that have been processed but not yet validated and archived: in
its position the reader has detected a new sample; the system stores the old sample
results and it accepts the new sample to be processed in its position.

¢ Case of a sample that have been processed but not yet validated and archived: its
position has been detected as free or in its position the reader has not detected a
valid sample; the system stores the old sample results and it sets the position as free.

o Case of a sample that have been partially processed and the system doesn’t find it
on the tray anymore; the system alerts the operator that the sample cannot be
found, it leaves the sample in the WL without the position number and the operator
has to take a decision (replacing the sample on the tray or deleting pending
analyses).

e Case of barcode error: the system only alerts the operator.

Position Problem. .. Samples id concerned Solution
1 A sample was recognized in place of a sample to store  0011-20080909-0022-20080909 Store previous

By clicking on the button “OK” the operator accepts the suggestion (result storing) and
the window closes.

By clicking on the button “Cancel” the operator aborts the suggested operation (result
storing) and the window closes. The situation has left like before the scanning.

The operator can anyway and at any moment manually modify WL data.
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2.3.5.3. Notes on Standards and Control

The factor (F) or the calibration curve used for calculation of the final result is saved in the
system for a proper result interpretation. The F factor can be the result of a
standardization/calibration or it can be previously and manually set by the user. At the
end of any standardization, the system automatically replaces the old factor with the new
one by saving the date and time. Standard can be run one shot or in triplicate.

The instrument can measure concentrated standards, or it can generate a calibration
curve. In the latter case the user can decide whether the instrument has to process pre-
diluted standards or if it must automatically generate all dilutions starting from the
concentrated standard.

The same considerations made for the factor are valid for the calibration curve.

Once the patient Work List to be run has been programmed, the user can include in the
Work List the execution of the Standards and of the Quality Controls by choosing the
methods among those listed in the reagent panel. Standards values and characteristic
parameters for controls must have been previously set in the Standards menu and in the
Controls menu.

Note: The system can anyway process standards and controls in the current work list even
if they have been scheduled after the first Start command. Standards and Controls can
then be added and launched in the current run.

Note: It is possible to run Work list with only Standards and/or Controls programmed.
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2.3.6. Set Reagents on Board During WL Programming

In the Reagent menu, the user can set reagents on board configuring manually or
automatically by bar-code (when provided) the tray positions.

Miura One - Loading...

WorkList Results Chemistry Status Memory files System config. Ise module conf. Show Alerts Extra procedures 7

— Reagents

Methods

Free
(IS e —— | CRE
Methods Rgt. R1 DBIL  DBIL

Alburiin BCG 166 TBIL

[ Rgt, B2
ALPDEA | Dzamentist 1 Lo | M rg 186 TBIL
ALT GPT Rz 989500 . Rgt R
AST GOT R1 989300 W Unknawn ALt ALB
Bilirubin Direct

Moot

Bilirubin Total ALT ™
Calcium Ars Diuent
Chalesteral ]

K MB GGT
Reagent data

K Nak.

| Lot Exp. dats (YVY..

G [sese00 2010110 s Q
Tmmunoglabuiin G |

LDH | | @ -

Magnesium Cal. e = =

Phospharous

Pratein Total

ProteinC reactiv AST

Tryalicerides

Urea LIV @

Uric Acid Mg
Ise CS

Ise UD
Ew Prby Q; Prink Ise Ul
H20
EW Cut
Ise C:
| I'""l]u Scan rgt barcodes EW b

o -
»ﬁ Selection in tray {g}om‘”"ze\;‘ﬂftm””’ (0] Empty rgttray

<
& Hext o Back .\/;j Main Manu

1. If necessary, reset all the tray positions by clicking on the button Empty rgt tray:

Empty rat wheel

|

2. In the Methods window, click with the mouse on the method to be introduced in
the tray.

3. In the Reagents window, click the mouse on the Reagent (R1, R2, etc.) and drag it

to a position on the tray. The position is automatically allocated and saved in the

configuration.

Enter the reagent lot and expiry date.

Place in the same manner the other reagents of the same method (if any).

Repeat the operations 3 to 6 for every method to be introduced in the tray.

To delete a method from the configuration, click and drag it out of the tray.

Select the command Next to exit the menu Reagents, and enter the menu Work

List Summary.
@ Mext

In case that reagents have been provided with proper bar-coding and the MIURA ONE
includes the reader, the operator can simply place the reagent bottles on the reagent
tray positions and then by clicking the button:

© N A

|||||||I| Scan rgt barcodes
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the system will auto-configure the reagent tray positions on the screen.
If the bar-codes are missing, the system can optimize the reagent tray by clicking the

button:
33 Optimize rgt bray For
WL

reagents needed for the actual work list to run will be positioned on the tray and the
operator has only to fill the suggested positions.
The last reagent position is reserved for the diluent (more positions can be anyway used
when needed).
More reagents, previously selected in the method window, can be automatically moved
in the tray by clicking on the button

lg Selection in tray
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2.3.7. Running a Work List

In the WL Summary menu, the user can control samples, reagents, standards and controls
to be positioned on the different trays. In the reagents window the system solutions will be
highlighted in blue. The Work List to be run can be modified in the previous menus going
back by the Back command.

Miura One - Loading...

Work List  Results Chemistry Status Memory flss  Systsm config.  Ise module conf,  Show Alerts  Extra procedures 7
‘Work List Summary
Samples
| Postion Sample Id Info | Pasition Method Reagentlot |

1 000120030701 1 TRRI 340000

2 0002-20090701 2z ALBRL 470000

3 0003-20090701 3 TBILRL 989800

4 0004-20080701 4 TEILRZ 989500

§ 12345-ac s DBILR1 985800

6 STD 386U DBIL (32,800) [ DBILRZ 585300

7 STD 166G {100,000} 7 16GR1 It

8 S0 166 (0.000) & 16GR2 Iot

] Q.C. 53600 9 ALTRL 989800
10 ALTRZ 989800
11 GGTRI 596900
12 GGTRZ 536300
13 ASTRL 989500
14 ASTRZ 989300
15 FigR1 333300

ﬁ Start Random $ Start Batch & Print WL < Back 21 TWlain Menu

1. In the Samples window check the congruence of sample tray positions for Sample,
Standard and Controls and of values for eventual Calibration Curves.

2. In the Reagents window check the congruence with the tray of the reagent
positions.

3. Select the command Start Random to run the working session in Random mode. In
this case the program schedules the analysis sorted by sample,

.%' Start Randorm .% Start Batch

in alternative, select the command Start Batch to run the working session in Batch
mode. In this case the software schedules the analysis sorted by method.

4. In the absence of any error message, the program starts the working session: the
system loads the data, schedules the analysis and turns automatically on the Status
page.
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2.3.8. Working Session

The Status Menu allows the user to control the instrument on-line during the working
session. In the bottom-right of this window, the system displays the status of each
scheduled analysis.

Miura - Running.. - 2009/06/23 15:22:29 Time To End: 00:17:14

workList Results Chemistry Status Memory files System config. Ise module conf.  Show Alerts  Extra procedures 7

Sample in process Running.. In use
W sample concluded 9 UL M To be changed
By ALT  ALT ““ ,""
. Warning GOT shl ; ‘ 1% "

&y

sample pus‘itmn‘nvj).' V| g 11 W Oirty
3 W 1n wash

GOT (1:1): In process

CRE (1111 In'prosess Sample Method Phase ot |
ALT (1:1): In process 1-0001-20090623 GOT - Kinetic COMCLUDED ]
340 {1:1) : Concluded - Result:0,2448 2 - 0002-20090623 GOT - Kinetic COMNCLUDED =l
Shl {1:1): Te begin 2 - 0002-20090623  CRE - Fixed Time COMCLUDED g8 |
340b (1:1) ; Concluded - Result:0.2398 2 - 0002-20090623 ALT - Kinetic CONCLUDED 9
o 3 - 0003-20090623 GOT - Kinetic WAITING READ 12 [
3 - 0003-20090623  CRE - Fixed Time: WAITING READ 15
.. 3 - 0003-20090623 ALT - Kinetic WAITING READ 16
DIL 4 - D004-20090623 GOT - Kinetic WAITING READ 17
4 - 0004-20090623  CRE - Fixed Time WAITING READ 18
4 - 0004-20090623 ALT - Kinetic WAITING READ 19
4 - 0004-20090623 340 - EndPoint COMCLUDED 20
4 - 0004-20090623  340b - EndPaint WAITING READ 21
5 - D005-20090623 340 - EndPoint COMNCLUDED 22
@ Reagent text F] abort ﬂﬂ (e 5 - D005-20090623  GOT - Kinetic WAITING READ 23 ||
summary -
1 \ork List G:ﬁl.‘ Results @ Main Menu

The user can perform congruent operative actions or enter other menus in the software
while the working session is in progress.
Operative actions allowed in this Menu:

e to pause the instrument (it pauses sampling operations);

e to add STAT sample in the Work List in process (by entering the Work List menu);

¢ to add of one or more samples in the Work List in process (by entering the Work List
menu);
to replace empty reagent bottles;
to extract, change and refill samples;
to refill handle external tanks, in case of system notification;

¢ tostop and abort the current working session.
Actions allowed in other menus:

e to enter or to update data related to any patients;

¢ to add new samples in the current Work List;

¢ to display and to print results of concluded analyses;

e to operate in the Memory files Menu (Archive);
In the absence of system error messages, the user shall just wait until the working session is
completed and than validate and print all the final Results from the Results Menu before
running a new Work List.
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During the operation eventual warning and/or alarms will be alerted by a proper window
always in fron of any menu. Warnings are highlighted in orange, alarms in red.
Warnings/alarms highlighted are still active, the others have be overcame.

Miura One - WARNING - 2009/06/26 12:07:32

Work List  Results  Chemiskry  Status  Memory files  Swstem config.  Ise module conf.  Show Alerts  Extra procedures 7

200806126 12:07; farning: Systemic solution s going bofirish WARNING
20059006026 10:17 4-\Warning: Waste tank is getting Full. WAIT end of washing before emp
Z009/06§26 10:09:57: 102-Warning: Syskemic solution is going o finish

2.3.8.1. Pausing a Working Session

During a working session, the user can turn the system on Pause at any time (i.e.: to add
samples or to refill bottles); of course this operation should be carried out only in case of
needs because it slows the throughput.
The procedure to Pause the system has been described below:

1. Select the Command Pause to pause the instrument.

l_! !_l Pause

Wait Sampling Arm to complete the phase and to stop above the Washing Sink.
Open the protection defence and do the needed operations.

Close the protection defence.

Select the command Continue to start again the working session.

akrwn

b Continue

2.3.8.2. Adding STAT Samples During a Run

The user can add urgent samples (STAT) at any time. The STAT sample can be placed in a
free position of the sample tray (save and discharge concluded samples if more free
positions are requested).
The procedure is the following:
1. Checkif the needed number of free positions are available on the sample tray;
2. If free positions are missing, open the Results for patient menu, validate the results
of completed Samples and archive them.
Note: whenever possible, the user should leave some positions on the sample tray
free for STAT urgency.
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Select the Command Pause to pause the Instrument.
e

Pause

Wait Sampling Arm to complete their working phase and to stop above the
Washing Sink.

Open the protection defence and introduce the STATs (urgent sample).

Close the protection defence.

Select the command Continue to start again the working session.

Conkinue

Select the command Work List to program the STAT.

{" wirk List

Program the analyses for the STAT and activate the priority selection STAT.

(&) STAT

& e

In the Reagent page add the missing reagent bottles if needed then select Next
again and enter the Work List Summary menu.
Select the command Start Random or Start Batch according to the previous one..

.ﬂ" Start Random .ﬁ Start Batch

Select the command Next.

The system will then process the Urgent Sample as soon as possible and with the highest
priority. Add and run also standard/calibrators if needed.

2.3.8.3. Adding One or More Samples During a Run

The user can add one or more samples any time during a working session (continuous
loading). Samples can be placed in free positions, or they can replace concluded
samples that have already been archived.

The procedure is described below:

1. Checkif the needed free positions are available on the sample tray.

2. If free positions are not enough, open the Results for patient menu, validate results
and archive as many concluded samples as the positions required.

3. Select the Command Pause to pause the Instrument.

r1[1 Pause

4. Wait for the sampling Arm to complete the phase and stop above Washing Sink.

5. Open the protection defence, take the completed samples out and replace them
with the new samples.

6. Close the protection defence.

7. Select the command Continue to start again the working session.
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ek

l... | Conkinue

13. Select the command Work List to program the new samples,

{' Wark List

—_—

8. Program the analyses for the new samples.
9. Select the command Next,
& e

14.In the Reagent page add the missing reagent bottles if needed then select Next
again and enter the Work List Summary menu.
15. Select the command Start Random or Start Batch according to the previous one.

ﬁl Start Random .% Start Batch

The system will process the new samples as soon as possible after completing the previous
ones.
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2.3.9. Working Session Results

The Results menu allows the operator to handle and display all results obtained in the last
working session or in the current run (for analyses concluded).
This section provides two menus:

e the menu to display all results grouped by patient (Results by Patient);

¢ the menu to display all results grouped by method (Results by Method).
The information about patients, whose analyses have been completed, can be printed
and archived.

Note: the user must check the congruence of all results and then must validate them
before they are filed or sent by L.I.S.

Miura - Running
WorkList Resuts Chemistry Starus Memary Fles System corfig. lse module coré.  Show lerts Extraprocedures 7

Results by patient

1 - 0016: 20020915 Urknown [Serum Maie] (sl

Iethod Stalis Reference vaues | Noles .D. Reagent blank  Fil Kin. /F.T. sngle 0D ieadngs

Cholestaiol {1:1] Conchuded 00-00 -0.0267
Conchded 000 - 0.00 -0.004:
e o

: maddl G010 ; 718

tEEClReE] il Toom | A Extended details 3 -

OrGoiff1 (1:1) 10324m.. 0000000 Dekte . i

D02 [1:1] " ng/dl 00000 - 0.0 Wew Kinetic E-Timagrach 4z

D-Smp-1 {11 Repeat

D -Smp-2(11) 01107 m.. 000000 7

Iren fesene [1:1] Conchaded  87.0mg/dl 0000 00088 0.0193

Glucosio (1:1] Conchided  201.0mg/dl_00-0.0 00108 0.0254 - S )
ASTGOT (1) Conckek WO 60 01 L0350 0839 00052 0004200077 00055 0013600215

High Density Lip(1:1]  Conchadsd “mgidl 0000 00266 00158

Lipsse (11 Conckide 40AUA 00-00 -Qo0s Do2tE 0931 D002 00067 00096 .01 00208 0.0247
IMagres 111 Con 4. - 00000 - 00000 10060 00010 ==

Total Biintin [1:1) Conchaded  “““mg/dl  000-000 00224 00134

Total Protein [1:1) Conchaded  9S55g/d  0.00-0.00 00205 0.0043

Triglycerides [1:1] Conchaded 1207 mg/dl 70016800 00223 00044 - - )
GammsGT{I1) Toncheed  W0B2UA 100-550 H 00032 Q0055 (0381010038 010017 010006 -0:0033-0.0050 00054

= Siore 1 Pint e Bkl (. Export resut P

2 conchsd Iij : conciuded| [ F1*# 20 Pt

Py

@.‘Resun& by methods {;‘ﬂ: Q.C./5td Results @ Repetitions "-‘/IJ [Main Menl

2.3.9.1. Filing a Concluded Patient

When all the analyses on a sample have been concluded, the patient data and results
can be filed. The procedure is described below:
1. Inthe patients’ pull down menu select the sample to be focused.

|1 - 001E-20080915 Unknown (Serum Male) Tael

2. Control the displayed results in order to validate them.
3. Select the command Store selected patient.

rg Store
concluded

4. In the window that opens on the command above, choose the first and the last
patient of the range whose results will be archived then click on the command
Store. Also one patient at a time can be filed. On storing, the patient and its results
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disappear from the Result menu - its position on the sample tray is free for a new
sample).

Storing results...
0.0796
0.0047

From

To

Jal

[ Store l [ Cancel ]

0.0504

Note: only patients whose analyses have been completed can be moved to the archive.

2.3.9.2. Deleting Some Analyses’ Results

When one or more analyses of a patient need to be deleted, the procedure is described
below:
1. Inthe patients’ pull down menu select the sample.
1 - D016-20080915 Unknown [Serum Male] ]

2. Select the result to delete (left mouse button).
3. Right click the selection with the mouse and choose Delete.

Method Status Flesutt Reference v... Motes 0.D.
Amylase (1:1) Concluded _ :
sl s (151) o View Extended details
=
CKME (1:1) Concluded View Kinetic /F.Time graph
Repeat

oot L
4. Confirm (only that result is deleted).
5. Repeat the procedure above for all results to be deleted.

Note: a deleted result is not filed in the archive and goes lost.

2.3.9.3. Deleting a Sample and its Analyses’ Result

When all analyses of a patient have to be deleted, the procedure is described below:
1. Inthe patients’ pull down menu select the sample to be deleted.
=

| 1 - 0016-20080915 Unknown [Serum kale) lv_j
2. Select the command Delete.
@ Delete

3. In the window that opens on the command above, choose the first and the last
patient of the range whose results will be deleted then click on the command
Delete. Also one patient at a time can be deleted. On deleting, the patient and its
results disappear from the Result menu - its position on the sample tray is free for a
new sample).
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Deleting results...

From 1 - 0026-20080929 Unknown b

To 1 - 0026-20080929 Unknown ~

Ol - 0026-20080929 Unknown

- 0027-20080923 Unknown
Delete

1

2

3 - 0028-20080929 Unknown
4 - 0029-20080929 Unknown
5 - 0030-20080929 Unknown
[

7

i)

- 0031-20080929 Unknown

- 0032-20080929 Unknown
- 0033-20080923 Unknown
9 - 0034-20080929 Unknown
10 - 0035-20080929 Unknown

Note: a deleted sample is not filed in the archive and goes lost.

2.3.9.4. Repetition of One or More Analysis

When a patient is concluded, the operator can repeat some of the methods if requested.
The procedure is described below:

In the patients’ pull down menu select the sample.

Select the method to repeat (left mouse button).

Right click the selection with the mouse and choose Repeat.

Confirm.

Repeat the procedure above for all results to be repeated.

Enter the Repetitions menu and select the new dilution ratio (if any) and click on

START (Random o Batch).

ogkwNE

Note: The repetition can be run for concluded tests only.

2.3.9.5. Printing Results

The user can print Result reports for each Patient.
The procedure is described below:
1. From the Result by Patient menu select the command Print.

2 -

2. In the window that opens on the command above, choose the first and the last
patient to be printed out then click on the command Print. Also one patient at a
time can be printed.

Printing patient reports...

From 1 - 0026-20080929 Unknown e
To 1 - 0026-20080929 Unknown w
Cla
[ Print l [ Cancel ]

3. On the other hand, in order to print a quick compact report for laboratory
purposes, select the command Print lab report;

& Print lab report

4. In the window that opens on the command above, choose the first and the last
patient to be printed in the compact report then click on the command Print.

I.S.E. S.r.l. — Sistemi Intelligenti Elettronici 32/46
GRS-10752-01-A Rev.A ENG



?:j___.f MIURA ONE - Quick Start Guide Section 2

J'-’—--l__l-_,;‘- \ OPERATING PROCEDURES

¥y

ek

2.3.9.6. Calculation of Statistic Parameters

The user can run the automatic calculation of the statistic parameters on a set of equal
analysis, in order to check the instrument precision.
The procedure is described below:
1. Enter the Results for Method menu and select the methods for the calculation.
2. Select the patients whose results have to be included in the calculation.
3. Select the command Calc. C.V., the statistic values are displayed below the results
window.

Calz, T,
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2.3.10. Methods Control System

Using the Chemistry Menu and all its sub-menus, the user can handle reagent, standard
and controls’ data.

2.3.10.1. Reagent Panel: Manual Configuration

The following procedure allows the manual creation of a panel concerning a reagent
tray configuration:
1. Enter the Reagent menu.

Miura One - Loading...
WorkList Resuks Chemistry Status Memory filss Systemconfig, Isemoduls conf, Show Alerts Extraprocedures ?

M 5 Free

e T GOT
Methods A Rgt. R1
::LAT (G?C)G | Reagent(s) | Lot M RgtR2
ik hast e | R2 123400 B Rotr3
amylase R1 123400 B Unknown
Calcium frs. No lot
Cholesterol Diluent
cKMB
K Mak.
Creatinine Jaffe —Reagent data ——
gzren‘r;f“g;h” | Lot Exp.date(¥iY..

| .
Gt 55 (123400 (2009712
Glucosio
hbatc i 3
High Density Lip

Tron Ferene
LDH-IFCC
Lipase

Low Density Lipa
Magnesium Cal,
Phosphate

Total Bilirubin

Total Protein

Triglycerides g Prink
Urea

Uric Acid

Ise C5
Ise LD

EW Prb o | M Scan ot barcodes
@7 Selectinintray | ¢ Qopt‘m‘zeﬁ befot (7 Empty gty
> : —-y Y
% Methods = Profiles ® Controls [ Standards gl Main Menu

2. If necessary, reset all the tray positions by the command Empty rgt tray.

) Empty rgt wheel
o

3. In the Methods window, click with the mouse on the method to be introduced in
the tray.
4. In the Reagents window, click the mouse on the Reagent (R1, R2 or R3) and drag it
to the desired position on the tray aside. The position is registered and saved in the
configuration.
Enter the reagent lot and expiry date.
Place in the same manner the other reagents of the same method (if any).
Repeat the operations 3 to 6 for every method to be introduced in the tray.
8. To delete a method from the configuration, click and drag it out of the tray.
More reagent bottles of the same method can be placed in the same panel: they must
belong on the same lot.
The last reagent position is reserved for the Diluent bottle (more bottles can be anyway
added if needed) that must always be on board.
Remember to place on the reagent tray also the following solutions:

No g
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e EW Cvt: extra wash solution for cuvettes (used for cuvettes extra washing or in case
of method restrictions to prevent interferences);

e EW Prb: extra wash solution for sampling probe (used for probe extra washing in
case of method restrictions to prevent interferences);

e |ISE CS: ISE Module cleaning solution (if the ISE is included in the system and
enabled);

e |SE UD: ISE Module urine diluent (if the ISE is included in the system, it is enabled and
urine must be processed).

2.3.10.2. Automatic Panel Configuration

The following procedure applies for instrument with Barcode reader only and it allows the
automatic creation of a reagent panel configuration. It can be activated when all of the
reagent bottles have proper barcode identification:
1. Enable the automatic barcode scanning activating the command Scan rgt
barcode. The program will automatically update tray positions on the basis of the
valid barcodes.

||||||||| Scan rgt barcodes

2. Reagent lot numbers and expiry date must be introduced for each reagent.
Reagent data

Lot Exp. date |

< b

3. In case that some reagents have not been found, a manual loading or
modification is always allowed.
More reagent bottles of the same method can be placed in the same panel: they must
belong on the same lot.
The Diluent bottle must occupy the last reagent position (reserved).

2.3.10.3. Reagents Barcode Scanning

The command Scan rgt barcode allows the operator to run the automatic identification
of the reagents loaded. The procedure has been described in the previous paragraph
and is available with Barcode reader instrument option.
Note: the program can connect a method to a barcode read in the tray only if the
barcode number has been saved in the database. This means that the program will
identify only those reagents previously saved in the Methods Menu.
The following rules are valid:
e Only the reagents saved in Methods as “visible” are loaded in configuration and
displayed in a colour corresponding to the reagent type (R1, R2 or R3);
e The reagents, whose barcode has been read but not found in the saved list, are
displayed as Unknown (orange); a reagent can be manually given a position at a
later time, following the procedure described in the paragraph above.
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e The reagents without any barcode or those whose barcode has not been read,
are assimilated to free positions; a reagent can be manually given a position at a
later time, following the procedure described in the paragraph above.

¢ The reagents whose lot number has not been assigned are displayed in yellow.

e The diluent must have a barcode, and its position is the last one on the reagent
tray section (more bottles can be anyway added).

2.3.10.4. Reagent Lot Number Modification

The production Lot number can be entered or deleted by the operator for each of the
reagents.
The procedure to introduce a lot number is the following:

1. Select the reagent whose lot number must be written.

Miura One - Loading...

Work List  Results  Chemistry  Status  Memory files  System config,  Ise module cc

— Reagents
Methods Fred
7 GOT
Methods T Rgt. R1
ALAT (GPT) I i . Rgt. R2
& Reagent{s) = Lot
Albumin BCG | |
#lk Phasf IFCC Rz 123400 B RotR3
Amylase R1 123400 ] Unknown
AT GOT
Calcium Ars Mo lat

Chalesteral Diluert
K MB k -

CK Mak
Creatinine Jaffe B
Direct Bilirubin | Lot Exp. date (\"W..I
Gamma GT i

Gt ss |123400 ||2009/12
Glucosio
hbalc | 5
High Density Lip L =

2. Double click the field lot and enter the Lot number.
To modify a lot follow the instructions below:
1. Select the Reagent whose lot must be modified;
2. Double click the field lot to be modified and enter the new lot number and the
expiration date.

Reagent data

2.3.10.5. Programming Profiles

The following procedure allows the Profile programming:
1. Enter the Profiles menu.
2. In the Profile Name field enter a name for the profile to create (or select the name
of an existing profile to be modified).

Profile list

Profile name: Test 22

Mame
Test #1

=

3. Select the methods to be included in the profile.
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Profiles

@ rce @ e @ as @ ar @ vy @aso @ s @0 @ T @ eve

@en @ o @oe @oo @ow @ o @ o @ e @ e @ crer

@ r @ror @ou @oor @or @ oL @ wer @ e @ v @ ow

@wi @ oo @ v @ @ o @ P Dreoer @ e @ e @ T

@ w @ uwra @ ver

4. Select Save to save the profile with the name chosen (it will be visible in the Work

List menu).
g& Save

2.3.10.6. Deleting Profiles

The following procedure allows the profile deletion:
1. Enter the Profiles menu.
2. Inthe Profile Name select the profile to delete.
3. Click on Delete to delete the selected profile.

{ﬁ Delete
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2.3.11. Working with Standards and Controls

The following paragraphs describes how to set standards/calibrators and Controls data.

Miura One - ALARM - 2009/07/02 14:14:%3
WorkList Results Chemistry Status Memory files  System config, Ise module canf,  Show alerts  Extra procedures 7
— Standards
Narme Lot Exp. d... | M of Stan...  Nrofrep. | Unit Stahbiity onb... | Date [ Dil.ratio | Std value | O.D. Reagent: blank
630 o 1 mo/d [0 1:1 12,5000 | 1.4866 0.6956
700 0 1 mgjdl [0 T I8.7100 1.2473 06944
BLAT (GPT] (12345 [yyyefmm |1 1 Tufl 0 2009/04/10 14 1.1 5,5120 1.0276 0.0000
2k Phosf IFCC (ot Y [2 1 ufl 0 20080806 181 11 2.2300 0.6577 0.6964
Bmylase wyyyimm [0 1 ufl il 2008/07/01 16 1.1 10,0010 0.4667 0.6628
ST GOT 500 [yyywirom |1 1 ufl 0 2009/05/25 185
Calcium Ars 123 2 1 mg/d 0 2009/04/02 10:;
Cholesterol 12345 |yyyyfmm |11 1 mgfdl [0 2009/04110 14
ik MB 1234 |yyyyfmm |2 1 us 0 2009/04/02 10:;
K Mak 2 1 us 0 |2009/02/26 09y |
Creatinine Jaffe [S00 [lywyyimm |1 1 mgfdl 0 2009/04f29 15|
Cress 2 1 magfdl |0 2008/04/09 17
D-Diff-1 12345 [yyyy/mm |1 1 mafdl |0 2009/04/10 14:
D-Diff-2 viyydmn |1 1 magfdl |0 2009/02f26 09
Direct Blirubin  [lot N i 1 =3 1 mgfdl 0 2009/02f26 09
D-Smp-1 12345 [yywwimm |1 1 mg/d 0 2009/04/10 14:
D-Smp-2 Iy [|1 1 magfdl |0 2009/02f26 09
Gamma GT lot N i 1 =3 1 un [} | 2009/02/26 09 Factar Factar min Factor Max
Gt 55 vywyimm (2 1 un [} 2008/05/27 15
Glucasio YY1 1 mafd 0 2009/05f28 09: |
fbaic BiEsye Y AM S 1 k) 0 2009/06/23 161 =
High Density ... 2 1 ma/d 0 | 2009/02/26 09
Iran ferene 500 I 1 mgfdl [0 2009/04/29 15: |
LDH-IFCC 2 1 ufl [x]
Lipase 2 1 ufl 5] 2009f02f26 09:
Lawr Density ... | yyyyfrrrn |0 1 ma/dl [0 2007/11/08 10
Magresium Cal. [lot MM |2 T mafdl [0 2009/02f26 09:
Phosphate vywwimm [0 i mgfdl [0 2008/12/04 13
Total Biirubin - [lot YV IMM 2 1 mgfdl 0 2009/02f26 09:!
Total Protein 2 1 gid [i] | 2009/02/26 09
Trighycerides  [lot YV IMM_ 6 1 magfdl [0 2009/02f26 09!
Urea 2 1 mgfdl [0 2009/02/27 14| 3
Uric Adid vyvrimm |0 1 ul o 2009/02127 14w % PriftarTenl Sl
< ¥
%{ Methods \‘/ Profiles Controls i Reagents -'A/\ Main Menu
: b o al

2.3.11.1. Mono-standard Methods

The following procedure allows the operator to include set standard values and/or factor
for mono-standard methods:
1. Inthe Standards menu select the method in the left window.

Miura One - ALARM - 2009/07/02 14:15:29
Work List Results  Chemiskry  Status  Memory files  System config.  Ise module conf.  Show Alerks  Extra procedures 7
 Standards
Narne Lot | Exp.d.. | NroofStan.. | Nrofrep | Unit Stahilty on b... | Date o Dil.ratio | Std value | 0.0, Reagent blank
630 [u] 1 mgfd [0 11 11140000 |0.5561 0.0827
700 o I Ima/dl (O
ALAT (GPT) (12345 wyww/mm |1 1 I 0 2009/04/10 14
alk Phosf IFCC [Iot v/ |2 i ufl 0 2008/08/06 151
Arnylase /im0 B[ Ufl n] 2008/07/01 16:!
AET GOT 500 |wwyfrom |1 1 Ul 0 2009/05/25 181
Calciurn Ars 123 2 1 mg/d |0 2009/04/02 10:;
Cholesteral 112345 |yyyy/mom |1 1 mo/d [0 12009/04/10 14
CK ME 1234 |lyyyyirom 2 1 Ul 0 2009/04/02 101
K Mak N i ufl 0 2009/02/26 03]
Creatinine Jaffe 500 [yyyy/mm |1 T mg/d [0 2009/04/29 15:
Cress I 112 1 mgid [0 2008/04/09 173
D-Diff-1 12345 [ywwwimm_ (1 1 mg/dl O 2009/04/10 14:
D-Diff-2 lwwefrm |1 1 mo/d [0 2009/02/26 09!
Direct Bilirubin  [lot YN[ 2 i mg/dl [0 2009/02/26 09
D-Smp-1 12345 [yyye/rom |1 1 mag/d [0 | 2009/04/10 141
D-Smp-2 i [wyyw/mm |1 1 mo/d [0 2009/02/26 02 )
Gamma GT lat POCYY MM 2 11 Ufl 10 2009/02/26 09 Factor Factor min Factor Max
Gt 55 E viryimm |2 1 ufl 0 2008/05/27 1. 204,008 0.000 0.000
Glucosio 1500 [y (1 1 mofd [0 2009/05/28 O - - S
hb lot VYV [[S 1 1% 0 2009/06/23 1
High Density ... 2 1 mg/dl [0 2009/02/26 09
Iron ferene 500 1 T mg/d |0 2009/04,/29 15:

2. Just after sélection',“the fight section of the display shows data: dilution ratio,
standard value and factor related to the selected method.
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3. In the fields Lot and Expiry date enter the lot number and the date of expiration of
the standard to be used. That information is given by the producer in the Standards
or Calibrator kit.

In the field Nr. of Standard enter 1 (one) for monostandard.

5. In the field Nr. of Repetition select 1 (one shot) or 3 (for triplicate — it repeats the
standard 3 times taking the main of the two nearest results).

6. In the field Stability on board set the number of days for duration of the calibration
on the system.

7. Leave the dilution ratio to 1:1 and in the Std value enter the value of the standard.
If method standardization is not required this field can be left equal to 0 (in this
case the factor value must be entered). The reference values are provided by the
producer in the Standards or Calibrator technical sheets.

8. In the field Factor enter the value of the factor in case the standardization is not
required. If method standardization is required this field can be left equal to 0 (in
this case the program will automatically update the value). The Factor is kept in
memory until the next manual or automatic modification.

9. Set values for Factor min and for Factor max in case a control over factor
admissible range is wished.

Once the standard has been measured, the system overwrites automatically the following
fields:

e O.D., with the measured absorbance value.

e Reagent Blank, with the reagent blank value measured a machine cycle before
the standard dispensation.

o Date, with the date and time of the last standardization.

e Factor, with the calculated factor value.

E

2.3.11.2. Multi-standard Methods

The following procedure allows the operator to include a method in the multi-standard
method list and to set standard values and/or master curves
1. In the Standards menu select the method in the left window.

Miura One - ALARM - 2009/07/02 14:14:53
wiork List Results  Chemistry  Status  Memory files  System config.  Ise module conf,  Show Alerts  Extra procedures  #
 Standards
MName Lat Exp. d... MNr.ofStan.. | Nrofrep | Unit Stabiity on b... | Date ) Cil.ratio | Std value | ©.0. Reagent blank
630 [ [1] I mgfd [0 ) (12 (125000 [1.4866 0.6356
700 ] i mofd [0 | |11 67100 |1.2473  |0.6944
ALAT (GPT)  [12345 [vwwy/mm 1 ol ufl a 2009/04/10 14 { 5.5120 1.0278 0.0000
Blk Phosf IFCC  [lat oM |2 I ufl o | 2008/08/06 181 L1 2,2300 |0.6977 0.6964
Arnylase lyywyimr O 1z ufl 0 | 2008/07/01 16: 1:1 00010 |0.4667 0.6628
AST GOT 500 [ywwyfmm |1 1 [=lup [ | 200870525 185
Calciumn Ars 123 2 1 [“imafd [0 2009/04/02 100
Cholesterol 12345 [yyyyfrom (1 1 mgfd [0 |2009/04/10 14
CK MB 11234 |wyyefmm |2 1 ufl [n] 2009/04/02 10:
K Nak ] |z 1z ufl 0 2009/02/26 09:{ |
Creatinine Jaffe |S00_ yyyy/mm |1 1 mgfd 0 2009/04/29 15:
Cress i} [ i} 2 [ mafd [0 | 2008/04/09 171
D-Diff-1 12345 [yywyfrom (1 1L mgfd [0 2009/04/10 14:
D-Diff-2 L ywvyfmm (|1 1 mgfd [0 2009/02/25 09:!
Direct Bilirubin - [lot vy (2 1 [=Imgfd [0 2009/02f26 09:)
D-Smp-1 [12345 [yyyy/mm (1 1 mofd [0 | 2009/04710 14:
D-Smp-2 fypfmm 1 1 mgfd [0 2009/02/26 09 . _
Gamma GT lof vy a2 Ji1 Ufl a 2009/02/26 09 | Factor Factor min Factor Max
yvyfmm (2 1 Ufl [n] 2008/05/27 15!
vy e (1 [ mgfd [0 2009/05/28 09:|
Y MM S i3 % 1] | 2009/06/23 16:] =
Y| z 1 Flmofd (@ | 200870226 09
Trrn forama SN 1 & Tram Al n Ionnalndioa 15

2. Just after selection, the right section of the display shows data: dilution ratios,
standard value and factor related to the selected method.
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3. In the fields Lot and Expiry date enter the lot number and the date of expiration of
the standard to be used. That information is given by the producer in the Standards
or Calibrator kit.

4. In the field Nr. of Standard enter the number of points for a Calibration Curve for
the multistandard. The number must be included between 2 and 8 points.

5. In the field Nr. of Repetition select 1 (one shot) or 3 (for triplicate - it repeats any
point of the curve 3 times taking the main of the two nearest results for each).

6. In the field Stability on board set the number of days for duration of the calibration
on the system.

7. In the field Std value field of the most top row enter the value of the concentrated
standard. When setting calibration curves the operator has always to write
standard values, and then dilution ratios (if different from 1:1), in decreasing order
by descending (from top down): that means, the greatest value on the top (i.e.:
concentrated) to the lowest on the bottom (i.e.: saline @ zero concentration).

8. In the Dil ratio field enter the wished dilution ratio. The program updates
automatically the diluted standard value when different from 1:1 with relation to
the 1:1 highest value.

9. In the following rows, repeat steps above for all the lower dilution values required
for the calibration curve construction.

10. When the last point to be set is the zero concentration (i.e.: saline) leave its dilution
ratio = 1:1.

Before running the Work List the user must place the concentrated standards (1:1), in the
correct positions of the sample tray.
In case the automatic dilution is not needed and pre-diluted standards are used, the user
must place all pre-diluted standards in the correct positions of the sample tray.
Once standards have been measured, the system updates automatically the following
fields:

e O.D., with the measured absorbance value;

¢ Reagent Blank, with the reagent blank value measured a run before the standard

dispensation.

In order to set a master curve, that doesn’t need any standardization, the user must enter
also the OD values for the different concentrations.
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2.3.11.3.

The following procedure allows the operator to enter values and parameters for QC sera:

Miura One - Loading...

Entering Values for Controls (QC)

WorkList Results Chemistry Ststus Memory Files System config. Isemodule conf. Show Alerts Extraprocedures 7
 Quality Control
Methads )
Mathods on ( Control 2 (CZ) Control 3 ( £3)
Alburin BCG Theoretical QC data QC results
ALP DEA e 1
AT GT Mame Lot ] Results Notes Date 0D, | Reagentlot
ST GOT 132 umolfl 2009/06/22  0.1070 989800
Bilrubin Direct NORMAL s36 2012{01 134umolfl  Blank...  2009/06f19  0.1083 939800
Biiubin Total 131umoll  Blank..  2009/06/18  0.1061 959800
Calcium Ars 232 umoll 2009/06/17  0.2081 939800
Cholesteral Min il My 130 umalfl 20080515 0.0865 969600
K MB 158 umolfl 2009/06/11  0.1460 959800
K Nk 120,000 150,000 180,000 125 umolfl 2009/05/10  0.1149 959800
142 umolfl 2009/06/09 0.1308 959800
Gamma GT 141 umolfl 2009/06/08  0.1300 989800
Glucose 142 umolfl 2009/06/05  0.1310 959800
1SE mod I 140 umolfl 2009/06/04  0.1266 969600
ISE mod K 2 161 umolfl 2009/05/03  0.1486 959800
15 mod L| \3 =0
ISE mod N
LDH
Magnesium Cal. Real QC data
Phospharous
Protein Total Min Average Max
ProteinC reactiv
Tryglicerides 0,000 0,000 | 0,000
Urea Uy g —
Uric Acid
@  GCresuksvsReal @ QC results Vs Theoretical
E ~ Levwy Jennings @ Print

4 > = I s

% Methods B Profiles e Standards 'S Reagents “{l] Main Menu

1. In the Q.C. menu, select the method whose control values and data have to be

filled.

Select Control 1 tab, or Control 2 tab or Control 3 tab.

3. Enter or modify the following data: name, lot number, exp. date, minimum value,
theoretical value and maximum value (lot number must be always present).

4. Select the command Save to save the data just entered.

5. Repeat the steps above for the other tabs if required.

The minimum, theoretical and maximum values are
documentation of the Control (QC) serum.

N

Sawe

reported in the technical

2.3.11.4. Viewing Levy-Jennings Graphs and Printing QC Values

The following procedure allows the operator to view Levy-Jennings graph of a QC series
of values:
1. In the Q.C. menu, select the method whose control values and data have to be
filled.
2. Select Control 1 tab, or Control 2 tab or Control 3 tab.
3. Click on command Calculate values to compute and to show the Real QC data
calculated over QC results; fields min, average and max will be filled if more then
two QC results are available.

[ Calculate values ]
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These fields are different from the ones above because they do not show the
theoretical values given on the technical sheet but just the values calculated over
the QC results of the instrument; such values give the feeling of the system trend.

4. In order to show Levy-Jennings graph, select Real or Theoretical

o QC results Vs Real o QC results Vs Theoretical

click on the command

E_ Levy Jennings

C1 Levey-Jennings Graphic - QC results Vs Real
NORMAL

536UN 2604
S 325,797
2280+ 269.076 2504
19 5E 5 212,355

150
MEAN 155.635
1°€D- 98.914 AN ]
= e . . -

@s50- 42193 .
2050 - -14528 L0
Average 155635 S
50, 56.721
INAC, (%) 3.756 260
CV. (%) [ %55

showing Controls results over Real or Theoretical QC data.
5. To print the data reported in the QC Results window, click on the command Print

% Print

and choose if to include or not the graph in the print.

Miura

% 1 } Do you want print Levy-Jennings graph too?

Ls J[ w |

The printed out report data contents depends on the previous selection: Real or
Theoretical.
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2.3.12. Memory Files - Database

The Memory files menu allows the operator to handle and to display all results previously
filed for samples, standards and controls.

The user can run a result research in the database by entering any combination of the
searching keys.

2.3.12.1. Searching and Handling Patient Results

The User can run a patient search (by last name, date, IDcode or combination) in the
database, in order to display, check and print the patient’s analysis results or modify
patients’ data. The procedure is described below:

Miura - Loading...

WorkList Results Chemistry Status Memoryfles Systemconfig. Ise modueconf. Show Alerts Extraprocedures ?
Search panel ——— T
Tt e Lastrame Name  Sampleld Reference values Cal. Uniqueid 0.  Reagentblark | Motes &
Uninomn Unknown 000 1-20080505 6.000 -0.000 400 14483 0.1804 outofrior
unknoun 1 Unkngmn  Unknown  0002-20080505 0,000 - 0.000 400 14715 0.2117 Out of ner
Unknown  Unknown  0003-20080505 0.000 - 0.000 200 L4815 01932 Out ofnor
IdCode Unknown  Unknown  0004-20080505 0.000 - 0.000 400 L5148 01914 Out of nor
Unknown  Unknown  D0D5-20080505 f 400 14548 0.2009 Cut ofnor
Unknown  Unknown 0001-20080505 AL 354 0.0615  0.5032 Out of o
| Unknowm  Unknown  0002-20080505 AL 354 0.0633 0.5019 Cut of nor
Method Unknown  Unimown  0003-20080505 ALP DE: 3854 0.0628  0.4851 Out of nar
- Unknown  Urknown  0004-20080505 ALP DE: 34 0.0657 0.6082 Blank aut
alac. glicoprot Vi Unknown  Unknown  0005-20080505 AL Outofner
al, Unique id Unknowns  Ukknown  0001-20080505
Unknown  Unknown  0002-20080505
0 Unknown _ Unknown  0003-20080505
! o UGV D008 00R0 S5 A5
e tnimonn ko IR o co
— Unkngwn  Urknowl  Show detals  CaloumArs o . Out of nar
From | 2008 05 |os Uninown  Linknowi =esws=soumuses==Caioum Ars 7.000-10.000 3% 0.3452 0.8303 Ervor in gt
| | Unknonn  Unknown  0093-20080505  Calcum Ars 7.000-10.000 395 0.3497  0.8000 Ervor in st
Unknown  Unknown 0004-20080505 Caicum Ar 3% 0.3448  0.7604 Ervor in st
Dtz (ErTARIDD) Unknomn  Uknown 000520080505 308 03451 08235 Ervorin st
To [2008 |05 o5 | || Unkwwn  Unknown 0001-20080505 399 0.2828 0.073 Blank aut¢
| | | Unknown  Urknown 0002-20080505 O 399 0.2742 0.0722 Blank qut ¢
Unknown  Unknown  0003-20080505 399 0.2913 0.0552 Cutofnor
1) Unknown  Urknown  D004-20080505  Cho 38 02974 0.0683 Outofer
Ui Unknown  Unknown  0005-20080505 393 0.2891 (0.0667 Cutofnor
Y By iede Unknewn  Urknown  0001-20080505 C 328 0.0673 0.2001 Blark aut
Unknown  Unknown  0002-20080505 Cree 338 0.0610 0.2057 Blank autc
@ By date Unknown  Unknown  0003-20080505 Crea 3% 00589 0.1923
unknown  Unknown  0004-20080505 Cres 39 0.0601 0.1942
o By methad Unknown  Unknown 0035-20080505 Crea 3% 00553 0.1950
| Unknonn  Unknown  0001-20080505 208 0.0243 10254 Blank oute
Unbrven | AA09.900BNEAE £ e pres AnT 1 ntea Blanl:
@ By cal. unique id < »
i . | T g Exr
@ Seaich [ = - S o :@, Cesieseecied | ()] Stowdetats
Std / Q.C. Archive ‘-Zj Main Menu

1. In the field Last Name it is possible to enter the patient’s surname, if surname is
needed as research key (in case no name have been used, you can type the
word “unknown” to show all samples whose hame never has been assigned.

2. Inthe field IdCode it is possible to enter the sample Id code, if sample identification
code is needed as research key.

3. In the field Method it is possible to enter the test to search for, if test name is
needed as research key.

4. In the field Cal. Unique id it is possible to enter the calibrator unique identification
number given by the system, if it is needed as research key.

5. Inthe field Date from / to it is possible to enter the starting date and ending date of
the period in which to search for results, if needed as search key.

6. Choose then one of the searching criteria (keys); any combination of them is valid
and the system considers all keys in logic “and” to refine the research:
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By surname
By idcode
By date

By method

By cal. unigue id

7. Click the command Search; the search results will be displayed in the right side
window when the search has been completed (a note above the Command
Search will advise about the number of results found).

ﬁ Search

8. To open a patient report, right click with the mouse on the result and then select
the command Show details from the pop up menu.

Unknown Unknown  0003-20080505 AST GOT (1:1) 42,43 U/l 5.000 - 50,000 366

Orknown— Unknow I 457 GOT (1:1) 40250  5.000-50.000 356
Unknown Urknowt  Show details alcum Ars (1:1)  10.27mg/dl  7.000 - 10.000 396
Unknawn Unknowrr aldum Ars (1:1)  9.37mg/d  7.000 - 10.000 386

Unknawn Unknown  0003-20080505 Calcium Ars (1:1)  9.49mg/d  7.000 - 10.000 386
Unknown Unknown  0004-20080505 Calcium Ars (1:1)  9.36mg/d  7.000 - 10.000 396

or click the Show detail button:

i

=5
m Show details

9. In case some data modifications are needed in the Report window, make them
and then select the command Save data or select the command Print results to
print the results report, or close the Report window to exit.

—Patient private data
Lastname Name Date of birth (YYYY/MM/DD)  Address
Rossi Giacomo | 1900/02/28 Via delle Pigne, 453/a - Roma
Reguest date
Bed Ginic Pot. (YYYYMM/DD) Doctor
|45 | | o987x | | Med. Gen, | 2007/12/28 | Bnco
Email Phone
n.cogn@provid. it | +390061234567879 |
Hotes
L
Sample Id Methods Result Reference values | Notes |
0051-20080925 Creatinine Jaffe (111) ~ 1.94mg/d 0,400 - 1,300 Blank out of range Out of normal |
0051-20080925 Cholesterol (1:1) 4.2mgfdl 0,000 - 0,000
0051-20080925 Caldum Ars (1:1) 3,33mg/d 7,000 - 10,000 Blank out of range Out of normal
0051-20080925 Gamma GT (1:1) 724U 10.000 - 55.000  Blank out of range Out of normal
0051-20080925 Magnesum Cal. (1:1)  0.8691mg/dl 0.000 - 0.000 Blank out of range
0051-20080925 Total Bilrubin (1:1) 3,18 mgfd 0,000 -0.000
0051-20080925 CKNak {1:1) 234U 0,000 - 0,000 Blank out of range Out of best fit
0051-20080925 CKMB (1:1) 36.83U/1 0,000 - 0,000 Blank out of range
0051-20080925 Amylase (1:1) 0.0uf 0,000 0,000
0051-20080925 Glucosio (1:1) 426,6 ma/d 0,000 - 0,000 Outof nearity
0051-20080925 Upase (1:1) 0.0U 0,000 -0.000 Blank out of range Out of normal Substrate depletic|
0051-20080925 D-5mp-1 (1:1) 0,1189 mg/dl 0,000 - 0,000 |
0051-20080925 D-DIff-2 (1:1) 0.3263 mg/dl 0,000 - 0,000
|
£ | B

10. The other commands in the menu allow the operator to delete selections or all
searched results, to print a laboratory compact report or to export results.

2.3.12.2. Searching and Handling QC Results

The User can run a search (by last method, QC lot number, date or Id) in the database, in
order to display, verify and print the control and standard results, by entering any
combination of the searching keys.

I.S.E. S.r.l. — Sistemi Intelligenti Elettronici 44/46
GRS-10752-01-A Rev.A ENG



'1..,: MIURA ONE - Quick Start Guide Section 2

1

= OPERATING PROCEDURES

The procedure is described below:

Miura - Loading...
Work List Results Chemistry Status Memocy fles Systemconfig. Ise module conf. Show Alerts Extra procedures 7

Search panel ———— — Controls

[itherl Method QCidentfir QClot Resgentiot Resut  Reference vaives Cal.Uniqueid  OD.  Rea.. Date

= v APDEA C1 355 ot §135.000- 166.000 - 195.000 364 0.0762 0.4665 M080S/0T 11:51:
ALPDEA €2 Er 300,000 - 350,000 - 450.000 364 02179 05063 2008/05/07 11:51:

Lot APDEA C3 123 bt 300,000 - 400.000 - 500.000 364 0.0044 05103 2008/05/07 11:51:

Date (V'rYYMM/DD)

From [2006 o1 [o1

Date (PPYYMYDD)
To w08 |03 |
cal. Unique id
ol < 5
‘D
Standards
@ By method | cal Unigueid Method Lot Dirstis Factor  Stdvalie 00, Resgenbisk | Date
143 aPDEA 0 :1 2006/10/2%
@ 2ylot 2 o j
@ By date 0.0000
& 20
S 1 0 HL 2720, Delstesslecied [0
Fet 565 APDEA 2345 (2009/10) L1 2750 007 —TUUT——TUNE 0,000

w@ Search @ oot é Print

E Fatients archive z} Main Menu

1. In the field Method it is possible to enter the test to search for standard/control, if

test name is needed as research key.

In the field Lot it is possible to enter the lot number, if needed as search key.

3. Inthe field Date from / to it is possible to enter the starting date and ending date of
the period in which to search for results, if needed as search key.

4. In the field Cal. Unigue id it is possible to enter the calibrator unique identification
number given by the system, if it is needed as research key.

5. Choose one of the search criteria (keys) below:

N

° By method
° By lot
° By date

° By cal. unigue id

6. Click the command Search; the search results will be displayed in the right side
windows when the search has been completed; the upper window list QC results,
the lower window lists Standard results.

@ Search

7. The command Print allows the User to print a laboratory compact report; the
command Export allows the User to export results.
8. By selecting a result and clicking with the right mouse button is possible to delete

results.

Calaum Arsenazo L1 24,1418 10,400 .43
Caldum Arsenazo 1=1 24,127 10.400 0.0

n Arsenazo MBI 23.273 10,400 0,494
Choles  Delete selected 517.245 147,000 0,28
thb:m—x.—x—l 8.534 5.000 0.58
POTASSIO SGM 1:1 8.534 5.000 0,00
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2.3.13. Shutdown Procedure

The Shutdown command starts the automatic system shutdown. The program gives the
operator the default option for the final cuvette washing to be used only in case the
system is restarted within few minutes (i.e.: during servicing).
As the procedure completes, the MIURA ONE software exits and the Operating System
can be closed. The instrument can then be powered down.

T

In case the instrument includes the ISE Module, the producer strongly suggests to run a
Cleaner cycle before shutting down the system (it will take only some minutes).

WARNING
The Manufacturer recommends the user to enable cuvette washing during shut down at
the end of any working day in order to preserve performances and to extend cuvette life.

WARNING
The Manufacturer recommends never switch off the instrument before completing the
software shut down procedure.
The Manufacturer recommends never switch off the personal computer during the shut
down procedure as database can corrupt.
Never switch off the instrument before to shut down the software.
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