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®
RIDA 1 GENERAL

Purpose

Performance
features

Output of analytical
data

Scope of use

Application not
recommended by the
manufacturer

Safety instructions
and cautions

Action in case of
emergency

-Screen

The RIDAO X-Screen is an instrument that evaluates the reflection
or optical density of a biochemical reaction compared to the
environmental background of the measured sample.

The RIDA® X-Screen can detect optical density signals of 0,25 % or
greater. When there is an optical density of 5 %, reproducibility of
0,2 % optical density can be achieved.

The performance of the RIDA® X-Screen is heavily dependent on the
computer used, however it is possible to read a test every 30
seconds. In order to achieve this optimum performance level it is
recommended to use the computer specified.

Measurement values of the RIDA® X-Screen are correlated linearly
to the reflected density measurements of the control function.
Optical densities are divided into several segments. The figure
shows a high signal generated by the RIDA® X-Screen. The
measurement of the reflected density allows the interpretation of
a negative test result.

negative result

/ positive result

v

reflected density [1]

RIDA X-Screen Signal [1]

During the set up routine, different tests, released by the
manufacturer, are transferred on the personal computer. These
tests cover the product and scope of use of the Reader provided
by the manufacturer.

This instrument only should be used for measurements and
evaluation of tests, released by the manufacturer. The
manufacturer excludes warranty when other tests are
used.

Correct capture and treatment of the tests only is possible when
the test used has been handled according to its instruction sheet.

Especially one should care for time limits and sample quantity, as
these factors have a great influence on the measurement results.

In case of samples taken of patient cases of emergency these
samples can be examined at every time by interrupting the
routine work and performing the examination according to the
instruction sheet.

GENERAL RIDA® -Screen
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2 EQUIPMENT SUPPLIED - REMARKS

-Screen

Packing list ® 1 "RIDA® X-Screen” Reader instrument

® 1 Test strip holder

® 1 CD-ROM with "RIDA® X-Screen” Reader software

® 1 control sample

® 1 control panel

® Manual

® Brief instructions

Advice: Should any piece of equipment be missing or damaged,

please contact your distributor.

IMPORTANT ! ® Please read this manual entirely prior to first use.

® Follow the instruction closely.

® R-Biopharm AG is not responsible for any damage occurring due to
misuse or wrong handling of soft- and hardware.

® See the license agreements for further details (page 30).

® Do not connect the RIDA® X-Screen reader device to the PC
before having installed the software completely.

If you have any questions concerning handling of soft- or hardware,
please contact R-Biopharm AG or your distributor by phone, fax or

email:

Telephone +49(0)61518102-0
Telefax + 49(0) 61 51 81 02 — 20
e-mail info@r-biopharm.de
Order orders@r-biopharm.de
Address R-Biopharm AG

Landwehrstrasse 54
64293 Darmstadt

Germany

This manual has been edited conscientiously and complies with the
Standard DIN EN 591.

This user manual is effective from date of software version 470a.

Manual Version 0401-RR-0009-04 2007-07-16

RIDA® -Screen EQUIPMENT SUPPLIED 4
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3 TECHNICAL SPECIFICATIONS

Dimensions:

Weight:

Physical data:

Consumption:

Storage and operating
temperature:

Basic settings:

Measures of
installation:

-Screen

STORAGE « SETTINGS

This system can be applied according to the conditions of EN
61326 : 1997 + A 1:1998 (Class: B) for emission and absorption.

262 x 110 x 200 mm=3 (H x W x L)

1,7 kg

5V /0,5 Ampere

maximally 2,5 Watt

Storage temperature should not be under O degree and not over

50 degree Celsius.

Location or rather operating temperature of the instrument should
not be under 10 degree and not over 40 degree Celsius.

The factory-made basic settings are conducted by the set up
routine and can be verified in the manual, chapter: control sample
- quality control.

The instrument should not be exposed to direct and permanent
radiation of sun or light. Please pay attention for the operating
and storage temperature.

Please follow the installation instructions.

5 TECHNICAL SPECIFICATIONS ¢« STORAGE * SETTINGS RlDAO -Screen



4 SYSTEM REQUIREMENTS
SOFTWARE INSTALLATION ¢ SYSTEM KEY

System requirements

Installation

® System-Key

RIDA’
-Screen

® Operating system Win ME / Win2000 / Windows XP
Win NT / Win 98 / 98 SE is not supported

® min. 64 MB RAM

® min. Intel P 233

® min. 300 MB of free hard disk space

® min. CD-ROM drive/quadspeed

min. VGA Display Card 800*600 resolution, 24 bit color depths

Free USB port

® First keep the RI DA® X-Screen disconnected.

® Put the enclosed RIDA® X-Screen program CD in your
CD drive.

® If your system supports Autorun, the setup program will
launch itself.

If not:

e goto START/RUN

e type in X:\install (X = letter of your CD path)
¢ then press ENTER

Each test strip holder has its own system key, which has to be
kept well.

The system key has to be entered during the installation routine.

Remark: The system key is stipulated on the outer packing (carton) of the RI DA® X-Screen
as well as on the bottom side of the test strip holder.

® Enter licence number x|
In case no second part- SEATEMSEY
key-number is available, 564453753794 1 [46510 ¢4
please enter:
999999999999 / 99999.

® Use CONTINUE
® Follow the instructions.

second part—key—nur&r

RIDA® *-Screen SYSTEM REQUIREMENTS * SOFTWARE INSTALLATION ¢ SYSTEM KEY 6
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System check

Results
system check

-Screen

4 SYSTEM REQUIREMENTS

SOFTWARE INSTALLATION e

SYSTEM CHECK |

® The installation program tests all essential points of the installed

components in the computer.

® The RIDA® X-Screen Instrument and the software need

specified system requirements.

® At the completion of the system check the results of the individual

test will be presented according to the following picture

" Continue >>

Processar Inkel Pettium Test ok
Processorz] # 1 Test ok << Cancel
Fskd [mmin. B4 B] 368 ME Test ok
Graphic rezolution »= @00+600 Test ok
Graphic depth »= 24 Bit Test ak
Graphic rezolution [curent) 1280 « 1024 Test ak
Colors [curent) 32 kit Test ok
Harddizk zpace [free) > 300 MB Test ok
Printer [default] EFPSOM AL-C1000 Advanced on LPT1: Test ak
Saftware inztalled
Camera Driver Version Kodak/Logitech Logitech
Frinter [default] Acrobat PDFPwriter on LPT1: -

Acrobat Distiler an C:YWINDOWS AN UsershDesktbor -

EPSOM AL-C1000 Advanced on LPT1: -

Print

® If one or more components are found to be unacceptable the
button Continue == will not be released (grey). In this case some
defined basic conditions are not fulfilled. Below you can find the
individual test functions and the corresponding error handling.

Test function

Minimum requirement

Error handling

Operating system Windows ME Windows 3.1/ Windows 95 are detected:
Windows 2000 The computer is not adapted for the installation of the
Windows XP software.
Error correction : Installation of an appropriate
operating system (before this data should be stored on
external media)
Processor(s) Intel P 233 Processor 386/486 or other ones will be detected:
(Processor / CPU-type) | AMD K6 300 The speed of the CPU is not appropriate to install the
Error correction: a newer / faster processor should be
used.
Processor(s) # Min. 1

7 SYSTFM RFOUIRFMENTS ¢« SOFTWARF INSTAI I ATION o SYSTFM CHFCK |
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4 SYSTEM REQUIREMENTS
SOFTWARE INSTALLATION -
SYSTEM CHECK I

RIDA’
-Screen

Test function

Minimum requirement

Error handling

RAM

Min. 64 MB

Less than 64 MB memory have been found.
The physical memory (RAM) should be extended
up to minimum 64 MB.

We recommend: 128 MB or more

Graphic resolution

Graphic depth

Min. 800 x 600 Pixel

24 bit

No resolution found regarding 800 x 600 Pixel. The
graphic card is not sufficient for this program. The
resolution is not adequate regarding the number of
colours.

Error correction: Change the actual graphic card and

use a card with a resolution of minimum 800 x 600 with
a colour depth of 24 hits.

Graphic resolution
current

Colours current

The actual settings do not
correspond to the required
values but will be supported

Please refer to the manual on page 24 “ Monitor
resolution *.

by the graphic card.
Hard disk (free) Min. 300 MB The hard disk space (free) is less than 300 MB.
Delete files which are not required from the hard disk.
Printer (default) Printer installed. No printer installed.

A printer is installed and
connected to a port.

This printer will be used as an
output unit for the software.

It is strongly recommended to install a printer for the
printout of the results.

Printer (installed)

List of the installed printers.

RIDA® -Screen

SYSTEM REQUIREMENTS ¢« SOFTWARE INSTALLATION ¢ SYSTEM CHECK 11
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®
RIDA 5 USER ADMINISTRATION
PROGRAM START ¢ USER LOGIN

User The RIDA® X-Screen offers a comfortable user administration.

administration

Therewith every user can choose and equip program functions and

program options individually and flexibly.

User login After program start:

® type in user name.

® type in password.

Advice: Atthe first program start the administrator login with the password admin (please type

in admin in lower case letters.)

Recommendation: Choose a new password after the first program starts.

In the program (see picture next page)

EXTRA » CHANGE » ADVANCED » USERACCOUNT » MODIFY USERACCOUNT

g Ihdmiristrat-:-r EI

Ermor. none
K Cancel v Cantinue
9 USER ADMINISTRATION « PROGRAM START * USER LOGIN

proceed login by using

Continue

The program starts by
using the correct pass-
word and the settings,
which were defined by
the user.

RIDA® -Screen
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5 USER ADMINISTRATION RIDA
USER PROFILES

User profiles

Survey

User status

RIDA°

-Screen

-Screen

With the program module user administration you can add,
modify or delete an user account quickly and easily.

In the program:
EXTRA » CHANGE » ADVANCED » USERACCOUNT

* RIDA X-Screen [User: Administrator]
Filz | Extra Window Help

& AddTest | —

‘ Change ‘Change Display B esolution g Import/Export
e Change Addresz Languange r
J Name | User | Date of birth

LCamera »
T est Cutaff

Mode Meazurement #
Pathz
Probe [0

Already established user profiles will be shown with name and
Status active (YES/NO) see below

® Active status: YES
The user is able to start the program.

® Active status: NO

The user is not able to start the program.

MName I.i‘-.ctivel ;I
Administrator e
HAMSER

MEIER Yes
PERCELL | ves |
SCHULZE Yes
SMITH | ves |

Lo

% e e [c]

USER ADMINISTRATION ¢« USER PROFILES 10
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RI DA 5 USER ADMINISTRATION
USER PROFILE » ICONS
-Screen

Icons The options of the user administration are accessible by using the
following 4 icons.

Modify User Account

Changing the functions of an user profile.

Add User Account

Adding a new user profile.

Delete User Account

Deleting an old user profile.

Close User Account

Leaving the user administration.

CTTT—— o it
Uaer |LI$B|'narna Add User
Faszmord |“ or
Fazzrord fien Modify User
conlim
A ke [+

| Adrminigirator ; ;

FlAagine: is activated, a

[¥] Channe pafiert deta .

¥l Camments window

| | Delete examination for changing

[ Doleta paticht the user profile

|_| Exarminatian sxpard appears.

|1 Exarminatianimpord

|| Exarmingtion validation
|| Measura meni

[w] Frintout

l¥| Sample 1D modits

[] B=rdce modul

D2 nmeas urementpatient dala

X Cancel | o Aod |

11 USER ADMINISTRATION * USER PROFILE * ICONS RIDA® -Screen
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5 USER ADMINISTRATION RIDA

USER PROFILE « OPTIONS

-Screen

OPTIONS DESCRIPTIONS
User Name of the user

Allowed signs: A ...Z,a...2,0...9
Password Type in password

Allowed signs: A ...Z,a...z2,0...9

Password confirm

Type in password
Allowed signs: A ...Z,a...z2,0...9

Active

v’ = the user is able to start the program

Administrator

Only the program administrator can use all program functions
inclusive the user administration.

The user profile ADMINISTRATOR can not be deleted.

Add test

Adds a new test by using the key number
In the program:  EXTRA » ADD TEST

Change patient’s data

Changes the patient’s data or other data base information.

Comments

Adds comments to the single measurements.

Delete examination / patient

Deletes single measurements and/or patient's data.

Examination import / export

Can import or export single measurements.

Examination validation

Can validate single measurements.

Measurement

Can perform examination/measurement of patient samples.

Printout

Prints out the measurement results.

Sample ID modify

Changes the sample ID numbers.

Service module

Can change the internal program settings.

Open measurement /
patient’s data

Archived data can be opened and regarded from the data bank.

RIDA® -Screen USER ADMINISTRATION ¢ USER PROFILE * OPTIONS
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6 MENU BAR
PROGRAM OPTIONS

-Screen
MAIN MENU SUB MENU DESCRIPTION

File » | New examination Creates a new examination for an existing patient
» | Load patient Loads a patient and its existing examinations
» | Import / Export Allows data transfer between RIDA® X-Screen-Readers
» | Print Allows preview of a printout
» | Exit Closes the program

Extra » | Add test Adds a new test using the key number
» | Change » CHANGE DISPLAY RESOLUTION

RESOLUTION » Changes the graphic resolution
» LANGUAGE ENGLISH/GERMAN » Selects

» | Change address Edits the data of the performing laboratory

Window » | Cascade Cascades all open windows
» | Tile Tiles all open windows
» | Close all windows Closes all open windows
» | Show exam. list Shows all open windows
» | Hide exam. list Hides the examination list

Help » | Technical support Shows the address of the technical support concerning

help about the RIDA® X-Screen software
» | About Shows copyright information
13 MENU BAR ¢« PROGRAM OPTIONS RIDA® *-Screen




7 ADDING A NEW TEST

® System-Key

® New Test
In the program:
MENU BAR

v

EXTRA » ADD TEST

In the program:

® The system-key as well as the number
entered while installing appear.

® Please enter the new system-key number in
case you want to use another
RIDA® X- Screen
or another test strip holder.

In case no second part- key number
is available, please enter:
999999999999 / 99999

® Use CONTINUE

In the program:

® By clicking on Select all , you can select all
tests.

® By clicking on Unselect all you can call
off all selected tests.

® By clickingon Select invers you can convert
all selected tests into not selected tests or
convert all not selected tests into selected
ones.

® Use CONTINUE

RIDA® -Screen

RIDA’
-Screen

Each test strip holder and RIDA® X-Screen has got its own
system-key. This key already has been entered while installing.

3 RIDA X-Screen [User: Administrator]

File | Extra Window Help

J i Change b 0N WLD&[’ FPatient
— Change Address
J Name |
x
SYSTEM-KEY

554453753794 4 [6510 4[4
fotesescss s i 120]
AN

<« Back Continue »»

second part-key number

All tests released from the manufacturer are depicted in the Test Explorer.
ki

Cal-05 w1 UK i
AllergyScreen Panel 2H »1 UK
AllergyScreen Panel 1K0 +1 UK
AllergyScreen Panel 2E0 »1 LK
AllergyScreen Panel 30 +1 UK
AllergyScreen Panel 4650 »1 UK
AllergyScreen Panel 2ME +1 E
AllergyScreen Panel 3ME +1 E
AllergyScreen Panel 2MEMA w1 UK
AllergyScreen Panel IMEMA 1 UK
AllergyScreen Panel TPE w1 E
AllergyScreen Panel 141D
AllergyScreen Panel 1+1 TR
AllergyScreen Panel 11 LE
AllergyScreen Panel 2 1 D
AllergyScreen Panel 2 w1 TR
AllergyScreen Panel 2 1 Uk e
AllergyScreen Panel 3 +1 D
AllergyScreen Panel 3 w1 TR
AllergyScreen Panel 3 +1 UK
AllergyScreen Panel 4 w10
AllergyScreen Panel 4 w1 TR
AllergyScreen Panel 4 +1 LUK
AllergyScreen Panel 1T w1 LK
AllergyScreen Panel 2TR +1 TR
AllergyScreen Panel 2TR »1 LK
AllergyScreen Panel 3TR +1 TR
AllergyScreen Panel 3TR +1 UK
AllergyScreen Panel 2H w4 LK
AllergyScreen Panel 10 w4 LK
AllergyScreen Panel 2K0 w4 LK
AllergyScreen Panel 3K0 w4 LK
AllergyScreen Panel 4K0 w4 UK

AllergyScreen Panel 2ME w4 E ;I
Info : [+ Ingtall test [~ Remove test
Select &l Unselect &l Select Invers Cancel Continue

ADDING A NEW TEST 14



®
RIDA 7 ADDING A NEW TEST
-Screen

The blue running bar and the test
text inform about the installation

Bl Edtia Urdow Help

process of the tests ENB’A‘ Examination ﬁlum‘l Patiant almmrﬁxum 'érf Frimt 'ﬁ, Exit
Mame | Date of birth | o
R ABergySereen Parel % 1 tane

The installation may take a few seconds

After completion of the installation a test |
report is depicted for all installed tests. ¥ CALS v UE

AllerguScresn Panel 2H w1 LK
AllergyScreen Panel 1K.0 +1 LE
AllergyScreen Panel 2K0 +1 Uk,
Use OK AllergyScreen Panel 3K0 +1 Uk
dllergyScreen Panel 4K.0 1 Lk,
&llergyScreen Panel 2ME w1 E
AllerguScresn Panel 3ME w1 E
AllergyScreen Panel 2MEMA w1 UK
AllerguScreen Panel 3MEMA w1 UK
AllergyScreen Pangl 1PE +1 E
AllergyScreen Panel 1 w1 D
dllergySecreen Panel 1 +1 TR
AllergyScreen Panel 1 w1 UK
&llergyScreen Pangl 2 w1 D
AllerguScresn Panel 2 w1 TR
AllerguScresn Panel 2 w1 Uk
AllergyScreen Pansl 3v1 D
AllergyScreen Panel 3«1 TR
AllergyScreen Panel 3 w1 UK
dllergyScreen Panel 4 1 D
&llergyScreen Panel 4 «1 TR
AllergyScreen Panel 4 w1 UK
AllerguSocresn Panel 1TwW v1 UE
AllerguScresn Panel 2TR +1 TR
AllergyScreen Panel 2TR «1 LE
AllergyScreen Panel 3TR +1 TR
AllergyScreen Panel 3TR «1 Uk
AllerguSecreen Panel 2H w4 UK.
AllergyScreen Panel 1K.0 w4 Uk,
AllergyScreen Panel 260 w4 Uk
AllerguScreen Panel 3K0 v LK
AllerguScreen Panel 450 w4 LK
AllergyScreen Panel 2ME w4 E

Infa : W Testinstalled [~ Test removed

oK

15 ADDING A NEW TEST RIDA® *-Screen



8 ADDING A NEW PATIENT
OPENING * CHANGING PATIENT’S DATA

Adding a patient

In the program:

MENU BAR

v

NEW EXAMINATION

® clickon 'ADD to confirm

Practice mode

Type in the patient’s data

® Type in the patient’s data into the
form

® clickon ' OK

® Now you can perform an
examination with this patient.

® To edit the data of an existing
patient click

Load patient / change
and type in the new data.

Laboratory mode

Type in the laboratory’s
data

® Type in the laboratory’s data into the
form

® clickon ' OK

® Now you can perform an
examination with these laboratory’s
data.

RIDA® *-Screen

[nte of e [ 0

|[{5ouopscy TiHa um HOIE
|IJHLFERT FLALE Lo RGNS
BHERE SIMIHE Chul ERE
|| {paFaed FLRAT iH fudiclieg IJ
Eipe 1H ST FLASE 4 St EEPLE
CiRBEALR Denardey DEUT ELHLERD
ap 10T Tk catt-til

P I3t

Firel Hame: |J:'HN

Mame:

Diate OF Hirth: [19.0271956 o

[EmrTH

finlE

PofientiD; [%51245 Gimaup:

Sirget [MAIN ETREET 14

iy, [LIFTOW 2IP:

Elmle |

Couring; |

[raas?

0K

Cancel

File / Sample 1D inserd

A ==

\.l.r'.urking [E L AR-04-04-2003

Type of Test I.-'l'-._llerg_l,IScreen Panel 1 3 DLTST

Loti {K030325

Sample ID |'| 2345-6789

Date ||J4 04.2003

Lancel

ok

ADDING A NEW PATIENT « OPENING « CHANGING PATIENT’S DATA




RIDA’

9 PERFORMING AN EXAMINATION

-Screen PREPARE MEASUREMENT
Patient’s data Make sure that the patient’s data are acquired in the
database.
Prepare measurement Correct

After the end of the reaction
time (also see: test conduction),
please insert the test strip into
the holder of the RIDA® X-Screen.

Remark:

Please pay attention to a correct insert of the

test strip into the test strip holder.
False

Please put in the test strip into
the depression the way it fits
evenly, exactly and
appropriately. Pay attention not
to touch the surface of the
membrane.

Correct

The test strip holder has to be '
pushed in exactly into the RIDA®

X-Screen. Please take care for a
complete closing of the test strip
holder.

False

17 PERFORMING AN EXAMINATION * PREPARE MEASUREMENT RIDA® -Screen
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9 PERFORMING AN EXAMINATION RIDA
NEW EXAMINATION ¢ OPENING/CHANGING

PATIENT’S DATA -Screen

Choose patient

| teame | Fesinnms Dt of it [ 777777

|t fegd o] er | u | kL | me | or | oA | 5T U ]

In the program: = Fuane e ST
| eLFRED EEH HETH 1112M
ariman R HER e 15076
HHaTLas ACHTH 20 151272
MENU BAR |{EEmkER WALLI MG 120385
v | {EERBER CHAISTA 20 Pl =1
| JEOCEHBALH ENEN HOA 121075
NEW EXAM'NATION CALBATION Cal R miom
[[*]H EEHEM THE 120772
|{ourrer TORSTEH e mizm
| {emerr HICILE [=14 11272
| {Funs (1T} BeR EEDE Ddate:
. BOLOEATH TIHE HOR Faizlied
® Choose a patlent | {hureRt RAUS oo A an
FRERG EIWORE el Fa il e
| fraRm FRRET H FaliElie
. . | = g
® Clickon ACCEPT to continue
gt LPETHAIEE 4 s BEFLIH el
CaBEFLIN Loy CEUTSCHLARD
o5 10H | 1556 EELD Agcept

Select test

F004004 [AllergeScreen Panel 1 w4 D
In the program: 7004004 | AllergyS creen Panel 1 +4 TR
F004004  AllergyScreen Panel 1 w4 LIE,
70329004 | Allergys creen Panel 10 w4 UK

® Selecta test 7021004 | AllergyScreen Panel 1PE w4 E
F00R004 | AllergyScreen Panel 2 w4 D
® Use  ACCEPT 7005004 | AllergyScresn Panel 2 w4 TR

F005004 | Allergyscreen Panel 2 wd LIE,
V036004  AllergyScreen Panel 2H w4 LK,
7041004 | AllergwS creen Panel 2K.0 «4 UE
7023004 | AllergyS creen Panel 2ME w4 E
F025004 | Allergyscreen Panel 2MERMA w4 UE
F047004  AllergyScreen Panel 2TR «»4 TR
F047004 | AllergyScreen Panel 2TH «4 UK
FO0B004 | AllergyScreen Panel 3 w4 D
FO0B004 | AllergyS creen Panel 3 w4 TR
FO0B004  AllergyScreen Panel 3 wa LK,
F042004 | AllerguScreen Panel 360 w4 UK,

<< Cancel
7024004 | AllergyScreen Panel 3ME w4 E
F026004 | AllergyS creen Panel 3MEMA 4 LK
Accept 3
7043004  AllergyScreen Panel 3TR w4 TR ;I
Camera contact The RIDA® X-Screen software starts the camera.

This procedure takes a few seconds.

> PERFORMING AN EXAMINATION
RIDA™ “-Screen
NEW EXAMINATION « OPENING/CHANGING PATIENT’S DATA



RIDA’

-Screen

Camera preview

In the program:

Adopt the picture with
o CONTINUE
or break off with

e CANCEL

Picture adoption

The results appear on the

screen after a few seconds

® analysed test strip / cassette

® (ensitometry evaluation

® calculated values

19

9 PERFORMING AN EXAMINATION
CAMERA PREVIEW ¢ PICTURE ADOPTION

Continue | Cancel |

RIDA ¥-Seeeen [User Adninizraton] - [AlergpSereen Panel 1 «3 0 - 24 09 3003 - 12-38:30]

& Fio e Lo Heb

'E}Nw&nmindiun r-‘ﬁi..l._buum‘lI'-'*ﬂ'ti-anr\‘l a'man'ﬂ" &, Print -IFIE'Em

PERFORMING AN EXAMINATION ¢« CAMERA PREVIEW ¢ PICTURE ADOPTION

Name | B-BIOFHARM, CALIERATION Date of birth [24.09. 2002 0]

Fatienl Sample

I T

7

Allergen 1Ll Class Allergen fml Class
o1 5.0z 3.2 E3 E.90 3.2
oz T1.60 1.6 =] 1.8 .4
T? 01141 57 ME 10.42 15
T3 4508 5.0 0.00 0.0
T4 4418 4.4 F2 0.00 0.0
G >1nn .0 F13 730 i3
G2 100 k.0 F17 LE: [ il
Wh .24 15 Fan >0 [l]
Wi 1.73 24 F4 10.47 35
E1 4.44 31 Fi4 1.48 23
Caontral 100 b.0 Test valid

RIDA® -Screen



10 MEASUREMENT AND EVALUATION
MEASUREMENT DATA ¢

RIDA’

CURRENT OR PRIOR MEASUREMENTS -Screen
Measurement data I =1g]x
REIEY
Prior measurement
® Examinations, which were saved or ID| Show Exam.list
archived, can be recalled by clicking Test |  Date Time |~
the entry in the exam. list @ASPIv3 02102002 121751
» clicking on exam.list ASP1v3 01102002 14:24:31
CAL-05v1 01102002 14:21:38
CAL-05v1 01102002 14:20:31
ASPI1v3 01102002 14:10:54
CAL-05v1 01102002 14:07:32
CAL-05v1 01102002 14:05:22
CAL-05v1 01.10.2002 14:03:59
CAL-05v1 01102002 14-:02:38
CAL-05v1 01.10.2002 14:01:40
CAL-05v1 01102002 13:54:26

RIDA® -Screen

MEASUREMENT AND EVALUATION

MEASUREMENT DATA ¢« CURRENT OR PRIOR MEASUREMENTS

20
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11 DELETING A PATIENT

-Screen

Deleting a patient

In the program:

MENU BAR
v

NEW EXAMINATION

® Choose the patient, who is going to
be deleted.

® Use | DELETE

Confirmation

|JoHN

Name | Firstname I Date of birth I??.??.???? |
AL | ag | co | EF | GH| W | KL M| oP | aR | 5T |uv] =z

Lastname | Firsthame | Group | Diate of birthl;l

BaKER MHORKA 10.03.1954

'Ehange

Street State
City Country
ZIP D

DELETING PATIENT’'S DATA

Delste

Add

Cancel

Accept

RIDA X-Screen

Are e data of the patiest io e irevocslly deleied?

® The chosen patient’s data will be
deleted irrevocably. X Mo o e
® Use | YES
® Now the patient’s data are no longer
available.
21 DELETING A PATIENT « DELETING PATIENT’S DATA RIDA® *-Screen



12 DELETING AN EXAMINATION
DELETING SINGLE MEASUREMENTS

Load patient

® Measurements, which were saved
or archived, can be recalled by
clicking the entry in the exam. list.

Deleting measurement
data

load the measurement, which is going to
be deleted

® Click on the result domain
with the right mouse button

RIDA’

-Screen
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® The button = DELETE
appears:
» Click on delete

Confirmation

® The measurement data chosen will
be deleted irrevocably.

® Use YES

® Now the measurement data are no
longer available.

RIDA® *-Screen
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RIDA X-Screen

x|

YOS ARE SURE 7

X Mo

s/ Yes

DELETING AN EXAMINATION ¢ DELETING SINGLE MEASUREMENTS
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13 IMPORT/EXPORT

Data transfer

Data transfer
In the program:

MENU BAR
v
IMPORT / EXPORT
Select either ASCI| or Reader
When having selected ASCII export is

generated automatically.
Confirm by clicking on OK

When having selected READER:

® Choose directory
® Enter file name

® Save file

Saving data

IMPORTANT !

® |tis recommended to run
backups of the acquired data
on an external storage system
on a regular basis.

e The file might be sent to all RIDA® X-

Screen USEIS.

Data can be shown at the receiver's

places by clicking on import.

-Screen

OF EXAMINATIONS
DATA TRANSFER ¢ SAVING DATA

® You can import and export the examination data of any patient
to and from any destination on the local drive or on your
network.

® So you can exchange the results of the measurements
between different RIDA® X-Screen Reader systems.

‘ almpurUExpurt E'_ Print

' & Export P ASCIT
a Import Reader

Information x|

Export ASCII - CRAPIDVEXPOR TYCALIBRATION-HPr0be=0304 1000067 3+ Test=AllergyScreen Panel 2 w4
C+DATE=0S,04, 20044 TIME=14-20-04  ASC created,

Export - Reader RIDA X-5creen File ... EE

Save: | 4 ExPORT = cf

File name: | Save I
Fietyp:  |Rapid Reader FILE (*BCD) =] Cancel |

[~ Mit Schreibschutz Gifnen

TR x

@ E wpartfile: C:ARARPIDAEXFPCRT R -Biopharm TEST.BCD created.

23 IMPORT/EXPORT OF EXAMINATIONS « DATA TRANSFER * SAVING DATA RIDA® *-Screen



14 EXTRAS
SETTINGS * GRAPHIC
ADDRESS

Settings

The EXTRA option allows
you to alter several settings.

Monitor resolution

You can change the resolution
of your monitor for maximum
comfort.

Address

You can edit the address of
the location at which the
examination is performed.

RIDA® *-Screen

RIDA’
-Screen

MODUS e

3 RIDA ¥-Screen [User: Adminigtrator]

File | Extra ‘window Help

ol

J Name | Uzer English
_—— Advanced » Spanizh
Portuguese
French
Italian
Turkizhly

Add Test I e
Change Change Display Bezalution ﬂ Import/Ex|

j— Change Address Language l

Allowed Graphic modi. . . x|

Allowed Graphic mody .

tMode 22 : 800x600, Colors : True Color- 32 Bit
Mode 23 :800x600, Colors : True Color- 32 Bit
tode 24 :800x600, Colors : True Color- 32 Bit
Mode 25 :800x600, Colors : True Color- 32 Bit
Mode 26 : 800x600, Colors : True Color- 32 Bit

2 Colors : True Color- 32 Bit
Mode 36:1024x768, Colors : True Color- 32 Bit
Mode 37 :1024x768, Colors : True Color- 32 Bit
Mode 38:1024x768, Colors : True Color- 32 Bit

x Cancel “ Accept

Falt Companie S ArpanEation Aohess

Camgmy [R-Bonham

Straat |deslr-:|ssu mn
aF [e23
City P amsiad:
Gtele |

Counmy |

i

i

I

|

|

|

1o | !
R | |
ebita | |
|

|

|

|

|

|

|

|

|

|

|

|

|

1

I

Caitlicaton |

G Haregen I
34 Code |

A Wanagar |
0c Code |
Fmack D0 |
Signshus |

Cancsd o | :

EXTRAS ¢ SETTINGS * GRAPHIC MODUS « ADDRESS
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®
RI DA 15 PRINTING OUT AN EXAMINATION
PRINT PREVIEW ¢ PRINTOUT
-Screen

Preview / printout You can activate the preview and printout by using the icon
Print in the respective window.

Preview - {3
‘1:-: _'Sulm _._rn.lr_ E__r-l = 1.ﬁ,r_n
L]
_ Assay Report RiDA
In the prog ram: AllergyScreen Panel 1v3 D Beter |
. . . e ated Iy e sied 1

® The result is shown in the window B bosmiS R -
USING THE ICON 423 Dumieny < - 102001
v Cremider ank
Drate 0210002 - 14T

PRINT » PREVIEW

T4,

i T

Allergen Alergen Vil om
ol Nae

Di [ TR LT T ST LB 5 it ko
HE] Conrn. Faginns nmn 42 b

Printout S e Sppare g pm | ) e
In the program: EB Assay Repart [T
g e Tl 1 0 B ERT
® The printout is shown in the window Foarhuan 42 N L o
b=yt Rk sz
USING THE ICON Caruiay B HELE - |25
v

PRINT » PRINTOUT

i ‘l".llrjw-.-\ moroehn
R '

e el

Lt I amme

- 2
o

9
q

|

]
HHT

i3

E
IEI’EHI'E'HE;HIIII;:'

PIiTIRREEEIEEA
T

Ir‘."i:." paeE
E
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16 CONTROL SAMPLE
QUALITY CONTROL

Control sample

Caution

Performing control
measurement

RIDA®

-Screen

RIDA’
-Screen

The control sample is provided by the manufacturer for
examination of the performance features of the RIDA® X-Screen.

By using the control sample troubles during the measurement of
patient samples might be detected and/or quality control can be
carried out.

In case there has not been conducted a documented continuous examination
by using the control sample, the manufacturer excludes every warranty for
the measurement values.

Frequency of measurements by using the control sample should correspond
to the location and safeguard a closed control of the system. These
measurements should be entered into a separate table and a printout of the
measurement values of the control sample should be archived.

See page 28 record of measurements of the control sample.

Control measurement is carried out by using the test CAL 05 v2
UK.RDF and is already preinstalled together with all other tests.

Please go to » MENUTASK » EXTRAS » ADDTEST

And proceed according to chapter 7 “adding a new test”
and carry out measurement according to chapter
9 “performing an examination”

CONTROL SAMPLE ¢ QUALITY CONTROL 26



RIDA’

16 CONTROL SAMPLE

Measuring range
and interpretation

Control sample

Handling
(control sample)

27

_&:reen QUALITY CONTROL

The measurement below is an example:

Line 1 (L1) » Test passed / test failed
Line 2 (L2) » Test passed / test failed
Line 3 (L3) » Test passed / test failed
Line 4 (L4) » Test passed / test failed

When “test failed” is stated in one or more lines (L1 to L4) the
result is out of specification.

Contact your technical support or distributor:
R-Biopharm AG e Telephone ++ 49 (0) 6151 8102-0

* I X-Screen [User: Adminisiratbor] - [CAL-06 w2 UK - 1507, 2004 - 133314

ﬁl:lu Exira Wirdom Help

| & fmt S ﬁmmmﬁm alrrpnrl;-'Emnn' &Hapnrt E;Prim S Bt

| Marms R BOPHARM, CALIBRATION DOE 15.07.2004 I 70410800873

Puatient Sample - B394686970%1 / 45990 7 0

W R

L4

AL

T s O T AP =)
Calibration Data

rd

-

Ll 53 Test QK

L2 an Tast OK

L3 &1 Tast OK

L4 158 Test OK
Note:

® The control sample should be stored at room temperature
in a dark and dry place in the original package.
® Record the date opened on the package.

® However, after the first measurement the control sample
should not be used longer than 6 months.

® Do not use control card beyond the expiration date printed on
the package.

® You can obtain new control samples from your distributor:
R-Biopharm AG ¢ Telephone ++ 49 (0) 6151 8102-0

CONTROL SAMPLE * QUALITY CONTROL RIDA® *-Screen



16 CONTROL SAMPLE

QUALITY CONTROL « RECORD

RIDA’

-Screen
Date User Printout Result Further proceeding when “test
Abbrev./signature |generated? failed”
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
Yes/No ok/failed
RIDA® -Screen CONTROL SAMPLE ¢ QUALITY CONTROL * RECORD 28




RIDA’

17 CONTROL PANEL

Control Panel

Caution

Content

Procedure

29

_Screen QUALITY CONTROL

The control panel is provided by the manufacturer and serves to
verify the measuring intervals and the light value of the
corresponding camera.

The determination of the additional control panel is to be
operated only in case that the camera is not working
properly or you are requested by R-Biopharm.

Please perform the determination of the control panel as
described below before sending an inquiry or complaint
about the RIDA® X-Screen to the manufacturer. Without
the data of the control panel a complaint cannot be
accepted.

See “ Procedure” below.

Within each camera box you will find additionally to the RIDA® X-
Screen camera and the cal-strip (showing 4 greyish bands) a
camera-specific control panel (showing 21 greyish bands).

The camera and the control panel share the same serial number.

Therefore, the control panel must be used in combination with
the corresponding camera only.

The control panel should be measured with the corresponding
camera for the below mentioned rdf-calibration file in five
independent measurements.

Please use rdf-file: Panel 2v4UK

For each single measurement the trough must be removed and
replaced in the camera again. After this, the mean value for each
line has to be calculated and afterwards compared with the
preset value as shown in the certificate of the RIDA® X-Screen.
The mean value should show a max. deviation of +/- 0.2 classes
from the preset value on the certificate.

Evaluation of the control panel RIDA X-scrasn

|Crare:
[Laborarory:
Seria No. X-Ecreenc

Lo eT? by (-1 m:unmﬂ: 2 | ity i s il 32| Piees g Hlﬂtdlmmﬂtﬂ 5| ey sl i Eb!:ﬂ i &'ﬂh’l 0% £
[i3]
[fH
T2
|E]
Td
T
[
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Wi
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E1
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El
(11
EEr
b1
[TH]
[T
i
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17 CONTROL PANEL RI DA
QUALITY CONTROL « RECORD
-Screen

Storage of the The control panel must be protected against:
camera-specific
control panel . light

humidity

fingerprints

Please don’t touch the surface of the membrane and store it in
the included aluminium bag with silica gel.

Example The following picture shows one measurement of a control
panel:

W ook eve e oo

&Newmzu:urzrr:rt J:ﬁgLuud meEa=E e almpu'h'EJq:urt ﬂth'l KE‘H

Job# | CAMERS CHECE

Sample 1D
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=
I

Fl

,.,
5
-
-
=
o
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o I

m
]
)

1 4 1F

Allergen LIF ] Clagg

£l
g

Allengen

ol 1E.32 3.8 E3 552 31
o2 14.25 ) ES 5.4 32
T2 1063 40 A 2Ty 41
T3 16.44 EX] F1 1749 38
T4 15.08 £ E? g1 33
GH 13.96 a7 Fi13 1528 34
G2 4.20 3.0 Fir 1587 LR
Wik 476 an Fi1 17 62 40
Wl RS A 4 16.42 14
E1l B35 31 F14 1281 36
Control >0 (A Test walid

After five independent measurements the calculated mean
value for each line can be compared with the given class
value in the certificate of the RIDA® X-Screen.

In case the mean value does not meet the specifications

mentioned on the camera-specific certificate, please
contact your local distributor.

RIDA® *-Screen CONTROL PANEL ¢ QUALITY CONTROL * EXAMPLE 30
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18 TROUBLE SHOOTING
MAINTENANCE

-Screen
Symptom Problem Help
Message: You tried to import a file that is ® The file is already on the PC

target and source equal
when importing

already on the PC

Image of test strip /
cassette seems off
center or slope

The test strip / cassette wasn't
inserted accurately

® Insert the test strip / cassette properly into the
holder
® Retry the examination

Image of test strip /
cassette seems very
light or overexposed

The holder wasn't inserted
entirely

Insert holder completely
® Retry the examination

Assessment is
completely impossible

The wrong test strip / cassette
or
the wrong test was selected

Insert correct test to the test list
Select the correct test for examination
® Retry the examination

There is no visible light
inside the RIDA® X-
Screen device

Lack of power

® Check the connection between the
RIDA® X-Screen and the USB Port

Installation under
Windows 2000 is not
possible

Lacking administrator rights

® You need to log in as administrator to be allowed
to install

Maintenance

Standard maintenance is not designated for the RIDA® X-Screen. In case of trouble or defective

control samples, please contact:
R-Biopharm AG ¢ Telephone ++ 49 (0) 6151 8102-0

Wipe the case by using ordinary laboratory
detergents (disinfectant).

Cleaning of case Do not use acid agents or solvents .

Please use scratch-free wipes.

Wipe and wipe out the test strip holder and Do not use acid agents or solvents .

Cleaning of test

strip holder: depressions by using ordinary laboratory
detergents (disinfectant). Please use scratch-free wipes.
31 TROUBLE SHOOTING *« MAINTENANCE RIDA® -Screen
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19 LICENCE CONDITIONS RIDA
-Screen

License Agreement
PREFACE

The following conditions for your use of the RIDAO X-Screen READER SOFTWARE apply to end-users (“licensee”).

By opening the sealed data carrier package you agree to the following licence agreement. Please, read this agreement carefully.

If you do not agree to the conditions mentioned below you are not allowed to open the sealed data carrier package. In this case do not open the package
and return it immediately as well as all other parts of the purchased product (including all written documents or material, hardware components and
packing) to the place you bought it from.

Conditions of Contract

1) Subject of contract:
Subject of this contract are the following components: the computer program recorded on a data carrier (CD), the user manual, related hardware
components and written material. These components are referred to as ,software".
R-BIOPHARM AG explicitly states that based on today’s technology it is not possible to issue a software in such a way that it is free of mistakes
in all applications or combinations possible. The product can thus be described as a software which can generally be used as per its description
and the corresponding user manual.

2) Scope of use
R-BIOPHARM AG grants a single, non-exclusive and personal right to use the enclosed copy of software on one computer and to use it only at
one work station (,license*). A licensee is allowed to record the software in corporeal form from one computer to another (i.e. recorded on a
data carrier) provided that it will be used only on one single computer at any time. Parallel use on two or more computers is strictly forbidden.

3) Special conditions
Without previous written approval from R-BIOPHARM AG the licensee shall not surrender the software to a third party or allow access to it nor
shall he send the software via net or other data transmission channels to another computer. It is also forbidden to copy, alter, translate,
redevelop, decompile, disassemble or develop derived products, neither software nor written material, without prior approval from R-BIOPHARM
AG.

4) Ownership of rights
By purchasing this product you are given the sole ownership of the corporeal data carrier which the software is recorded on. A right of
ownership of the software itself is not included. R-BIOPHARM AG has all rights reserved, e.g. rights of publication, copy, handling, adaptation
and utilization.

5) Duplication
Software and written documentation are copyright protected. As far as the software is not provided with a copy protection you are allowed to
generate one single copy for security purposes only. You are obliged to install the R-BIOPHARM AG copyright mark on the disk and include it.
Neither the notice of copyright nor the registration number shall be removed. It is explicitly forbidden to copy the software and written material,
neither entirely nor partially, in its original or altered format, in a mixed version with another software or in a version combined with another
software.

6) Transfer of right of use
The right of use of the software may only be transferred to a third party with the prior written approval by R-BIOPHARM AG and only under the
conditions of the terms of this contract. Giving away for free, leasing, renting out or lending are explicitly forbidden.

7) Duration of contract
The contract shall last for an unspecified period of time. The licensee’s right to use the software automatically expires without notice if he breaks
one of the conditions mentioned in this contract. The licensee shall destroy the original CD as well as all copies of the software including
software versions which have been altered plus all documents upon termination of the right of use.

8) Compensation for damages due to break of contract
R-BIOPHARM AG will make you liable for all damages resulting from copyright infringements which arise from breaking any condition of this
contract.

9) Alterations and updates

R-BIOPHARM AG is allowed to create updates at its own discretion. R-BIOPHARM AG is not obliged to provide such updates to licensees who
did not pay the update fee.

10) Warranty and liability
R-BIOPHARM AG grants to the original license that at the time of providing the data carrier which the software is recorded on and the
respective hardware all components work faultlessly under normal operating conditions and with standard maintenance. If a data carrier (CD) or
hardware should be defective within the warranty period of 24 months the buyer may ask for a replacement. He shall return the CD, the
respective hardware, any spare copy and written material as well as provide a copy of the corresponding invoice or receipt.
Should a defect arise as per this sentence 10 which cannot be solved by replacing components within a reasonable period of time the buyer is
entitled to ask for a reduction in price or cancellation of the contract.
R-BIOPHARM AG does not grant entirely faultless software due to the reasons mentioned in sentence 1 of this contract. R-BIOPHARM AG
does not warrant that the software entirely meets the purpose and request of the buyer himself or works without problems when it is combined
with other software programmes chosen by the buyer.
The buyer himself is responsible for the correct choice and combination of products, the results of the use of software as well as the results he
intends to achieve or gets. The same applies to the written material accompanying the software.
In case the basic software is not usable due to reasons mentioned in sentence 1 the buyer may cancel the contract. The same applies to R-
BIOPHARM AG if production of a usable software as per sentence 1 is not possible within an adequate expenditure range.
R-BIOPHARM AG is not responsible for damages unless a damage is the result of intention or negligence by R-BIOPHARM AG. Liability for
gross negligence is excluded towards businessmen. The liability regarding assured characteristics remains untouched. Liability for non-insured
subsequent damages is also excluded.

11) Place of Jurisdiction
German law only applies to this contract. The place of jurisdiction is Darmstadt/Germany.
Concerning questions regarding these licence conditions, please contact: R-BIOPHARM AG AG, Landwehrstrasse 54, 64293 Darmstadt.

RIDA® -Screen LICENCE CONDITIONS 32



