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Spolo¢nost’ MacroArray Diagnostics overila dodané pokyny, reagencie, pristroj, softvér a
prisposobitelné funkcie tohto analyzatora s cielom optimalizovat’ vykonnost’ vyrobku a splnit
jeho $pecifikacie. Upravy definované pouzivatelom spoloénost MacroArray Diagnostics
nepodporuje, pretoze modzu ovplyvnit vykon analyzatora a vysledky testov. Pouzivatel je
zodpovedny za overenie akychkolvek uprav tychto pokynov, pristrojov, Cinidiel alebo softvéru
poskytnutych spolo¢nostou MacroArray Diagnostics.

Pred spracovanim si preéitajte prislusny navod na pouzitie!

Nasledujuce vyrobky patria do rozsahu pdsobnosti tohto dokumentu a dalej sa oznacuju ako
JLesty“ alebo ,testovacie supravy“:

ALEX? 02-2001-01, REF 02-5001-01

ALEX Air 06-5001-01

ALEX Food 07-5001-01 ( € 2962
ALEX?® 03-2001-01, REF 03-5001-01

FOX 80-2001-01, REF 80-5001-01, REF 80-0001-01 c €

Spravnost tejto priruCky bola skontrolovana. Pokyny a popisy pre RAPTOR SERVER Analysis
Software boli v Case pisania tejto prirucky spravne. Nasledné priru¢ky sa mézu zmenit' bez
predchadzajuceho upozornenia; spolo¢nost MacroArray Diagnostics vSak nenesie Ziadnu
zodpovednost za Skody spbsobené priamo alebo nepriamo chybami z tejto prirucky. Pristroje
ImageXplorer a RAPTOR SERVER su diagnostické zariadenia in vitro, ktoré je ur€ené na
pouzivanie len vySkolenym laboratérnym personalom.

Tato prirutka a opisany softvér su chranené autorskymi pravami. Ziadna Cast' tejto prirucky
ani opisaného softvéru sa nesmie kopirovat, rozmnozovat alebo kopirovat na elektronické

meédium alebo do strojovo Citatelného formatu bez predchadzajuceho pisomného suhlasu
spolo¢nosti MacroArray Diagnostics..

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna « madx.com « CRN 448974 g Strana 3z 83



DPA Data Protection Agreement Dohoda o ochrane udajov
GD Guide dots \Vodiace body

IFU Instructions for use Navod na pouzitie

IgE Immunoglobulin E Imunoglobulin E

IgG Immunoglobulin G Imunoglobulin G

IVD In-vitro diagnostics Diagnostika in vitro

MOD Multiplex On Demand Multiplex na poziadanie
QC Quality control Kontrola kvality

RUO Research use only Len na vyskumné ucely
ToS Terms of Service Podmienky sluzby

RAPTOR SERVER Analysis Software riadi a ovplyviuje systémy spracovania MADx v
kombinacii s produktmi zalozenymi na technoldgii ALEX. Softvér analyzuje vystupy z poli
zaloZenych na technologii ALEX a pouziva ho vySkoleny laboratorny personal a zdravotnicki
pracovnici v medicinskom laboratdriu.

Tento navod na pouZitie sa vztahuje na nasledujuci vyrobok:

91201229222JW

22-0000-01

RAPTOR SERVER Analysis Software

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna « madx.com « CRN 448974 g

Strana 4 z 83



RAPTOR SERVER je cloudova aplikacia a ovlada sa prostrednictvom prehliadaca (Google
Chrome). RAPTOR SERVER je softvér na ziskavanie a analyzu snimok zhotovenych
zariadenim ImageXplorer alebo zariadenim MAX (MAX 45k a/alebo MAX 9k) zo spracovanych
testovacich poli. RAPTOR SERVER vykonava ukladanie Udajov a vytvaranie sprav na
zaklade vysledkov diagnostického laboratéria.

Softvér pozostava z

webovy serverovy softvér, ktory poskytuje ovladanie grafického pouzivatelského
rozhrania prostrednictvom webového prehliadaca pouzivatela. Tento serverovy
softvér sa bezne oznacuje ako RAPTOR SERVER.

samostatna aplikacia na prenos udajov medzi zariadenim ImageXplorer a softvér
servera. Tato aplikacia sa bezne oznacuje ako "AGENT".

Tento softvér bol Specialne vyvinuty na analyzu a vykazovanie vysledkov testovacich poli.

Dalsie informacie tykajuce sa navodu na pouzitie testov, vykonnostnych charakteristik a
suhrnu  bezpeCnosti a  vykonnosti najdete na  webovej] stranke  MADKX:
https://www.madx.com/extras.

V idedlnom pripade by prevadzka RAPTOR SERVERU mala byt centralizovana vo forme
cloudovej aplikacie SaaS (softvér ako sluzba). Je vS8ak mozna aj Cisto lokalna prevadzka v
datovom centre vo vlastnictve zédkaznika (RAPTOR SERVER "on-premise"), hoci s ovela
obmedzenejSou podporou a funkciami.

Na vykonanie analyzy pomocou RAPTOR SERVER je potrebné testovacie pole a zariadenie:

ALEX? REF 02-2001-01, REF 02-5001-01
ALEX Air REF 06-5001-01
ALEX Food REF 07-5001-01
ALEXC REF 03-2001-01, REF 03-5001-01
FOX- necertifikované notifikovanym organom SEE 28388]:81 REF 80-5001-01,

ImageXplorer REF 11-0000-01
MAX 9k REF 17-0000-01
MAX 45k REF 16-0000-01
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Va rugam sa consultati IFU-urile kiturilor de testare sau ale dispozitivelor pentru informatii
suplimentare: https://www.madx.com/extras.

DOLEZITE INFORMACIE PRE POUZIVATELA:

Pentru utilizarea corecta a ImageXplorer si/sau a dispozitivelor MAX cu software-ul RAPTOR
SERVER, este necesar ca utilizatorul sa citeasca cu atentie si sa respecte aceste instructiuni
de utilizare. Producatorul nu isi asuma nicio raspundere pentru orice utilizare a acestui sistem
de testare care nu este descrisa in acest document sau pentru modificarile efectuate de catre
utilizatorul sistemului de testare.

PoZiadavky na hardvér a softveér:

RAPTOR SERVER je mozné spustit na akomkolvek serveri s operaénym systémom Linux
alebo Windows. Jedinou softvérovou podmienkou na serveri je okrem opera¢ného systému
(ktory poskytuje a udrZiava zakaznik) aktualna inStalacia Docker. Kontajnery aplikacii su v nej
nainstalované (pomocou Standardnych prikazov Docker), mézu sa spustat priamo a obsahuju
v8etky ostatné zavislosti v prislusnych kontajneroch. Konkrétne hardvérové poZziadavky
zavisia od poctu merani (udajov), ktoré sa na instalacii RAPTOR SERVER spracuvaju, ale
zvy€ajne viac ako postacuju Standardné servery pre malé podniky (2 jadra CPU, 16 GB
pamate, 100 GB diskového priestoru). Po spusteni aplikaénych kontajnerov mozno RAPTOR
SERVER pouzivat bud priamo prostrednictvom prehliada¢a na serveri, alebo ak si to zakaznik
zela, mbdze server pripojit do lokalnej siete a spristupnit RAPTOR SERVER na dalSich
pocitaCoch pripojenych k serveru (opat prostrednictvom prehliadaca).

KedzZe lokalny variant vyuzZiva rovnaké aplikacné kontajnery ako cloudovy variant, su k
dispozicii rovnaké ochrany proti neopravnenému pristupu k softvéru (pouzivatelské meno,
silné heslo, MFA atd.). Neopravneny pristup k samotnému hardvéru servera a operatnému
systému je v zodpovednosti zakaznika a spravcov tamojSieho systému. Hlavnym opatrenim
proti neopravnenému pristupu v scenaroch on-premise je odpojenie od internetu (pristup len
z miestneho servera alebo siete).

Proces indtalacie a aktualizacie pre lokalne inStalacie:

Vsetky kontajnery aplikacii (obrazy Docker) su k dispozicii vo verejnom registri Docker, ktory
poskytuje spolocnost MADx. InStalacie v cloude aj lokalne inStalacie si tam moézu stiahnut
najnovsiu overenu verziu kontajnerov aplikacie pomocou Standardnych funkcii a prikazov
Docker. Pristup do registra kontajnerov je mozny z internetu, ale je chraneny heslom. Hned
ako je nova verzia (bud nova planovana verzia, alebo verzia hotfix) validovana a vydana
spolo¢nostou MADX, je k dispozicii v tomto registri Docker. Potom sa automaticky nasadi do
cloudovej instalacie. On-premise zakaznici su o novych verziach informovani bud e-mailom,
alebo prostrednictvom svojich distributorov.
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Testy su imunoanalyzy na tuhej faze. Extrakty alergénov/antigénov alebo molekularne
alergény/antigény, ktoré su spojené s nanocasticami, sa systematicky nanasaju na pevnu fazu
a vytvaraju makroskopicku sustavu.

Najprv alergény viazané na Castice reaguju so Specifickymi protilatkami, ktoré su pritomné vo
vzorke pacienta. Po inkubacii sa neSpecifické vazby vymyju. Postup pokracuje pridanim
enzymom znacenej antihumannej detekénej protilatky, ktora vytvori komplex so Specifickymi
protilatkami naviazanymi na Castice. Po druhom premyvani sa prida substrat, ktory sa
enzymom naviazanym na protilatku premeni na nerozpustnu farebnu zrazeninu. Nakoniec sa
reakcia enzymu so substratom zastavi pridanim blokujuceho €inidla. MnoZstvo zrazeniny je
umerné koncentracii Specifickych protilatok vo vzorke pacienta.

Po laboratérnom teste nasleduje ziskavanie a analyza snimok pomocou zariadenia
ImageXplorer alebo MAX. Vysledky testu sa analyzuju pomocou programu RAPTOR
SERVER. Vysledky testov sa uvadzaju v jednotkach Specifickych pre alergén (kUa/l) spolu s
vysledkami celkového IgE v jednotkach IgE (kU/I) alebo IgG (ug/ml) v zavislosti od pouzitého
testu. Kvantitativne jednotky (kUa/l) sa vypodcitaju z jednotiek lubovolnej intenzity linearnou
regresiou. Parametre krivky pre matematicku transformaciu su odvodené z testu a poskytuje
ich RAPTOR SERVER Analysis Software.
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In vitro diagnostic medical device (Diagnosticka zdravotnicka
IVD pomdcka in vitro)

C € Oznacenie CE

GmbH, Zelinkagasse 10/3, 1010 Vienna, Austria)

‘ Manufacturer (Vyrobca)
A Caution (Upozornenie)

M A D MacroArray Diagnostics (MADX)

MACRO ARRAY DIAGNOSTICS &= "2%%

c € CE mark (Oznagenie CE) (Notified Body 2962: QMD Services
2962
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Kazdy zavazny incident, ktory sa vyskytol v suvislosti s poméckou, sa nahlasi spolo¢nosti
MADXx a prislusnému organu €lenského tatu, v ktorom ma pouzivatel a/alebo pacient sidlo.

RAPTOR SERVER Analysis Software by mal obsluhovat technik alebo operator s
dostato¢nou kvalifikaciou na laboratérnu pracu alebo pod jeho dohfadom. Pred obsluhou
analytického softvéru RAPTOR SERVER by obsluha mala:

Pozorne si precitajte tento navod na pouZitie
poznat' vSetky prislusné laboratérne postupy
Poznat vsetky prislusné bezpecCnostné pravidla a predpisy

Pri pouzivani sluzby RAPTOR SERVER sa vSetky analytické udaje a udaje tykajuce sa
pacienta ukladaju v sulade so zmluvou o poskytovani sluzieb MADx na online portali Microsoft
Azure. Precitajte si tiezZ Podmienky online sluzieb (OST) spoloénosti Microsoft, ktoré su k
dispozicii na adrese https://www.microsoft.com/en-us/licensing/product-licensing/products. V
pripade lokalnej verzie RAPTOR SERVER sa poradte s miestnym spravcom IT.

Vysledky a udaje musi manualne schvalit kvalifikovana osoba. RAPTOR SERVER
Analysis Software navrhuje optimalne nastavenia (napr. nastavenia mriezky), ktoré si v
pripade potreby vyZaduju manualnu kontrolu a optimalizaciu.

Schvaélenie tejto spravy nepredstavuje automaticky diagnézu. Toto hlasenie musi byt
posudzované spolu s dalSimi klinickymi nalezmi a interpretované alergolégom alebo
lekarom. Presnu diagnézu a odporucania na lie€bu vzdy konzultujte s kvalifikovanym
zdravotnickym pracovnikom.

RAPTOR SERVER Analysis Software vratane API bol plne validovany spolo€nostou
MADx. Na interakciu medzi akymkolvek externym softvérom a API, ako aj na samotny
externy softvér sa nevztahuje validacia vykonana spolo¢nostou MADxX.

Musia sa dodrziavat Standardné opatrenia na ochranu udajov, integritu Udajov a
bezpecnost udajov. Tieto opatrenia zahfnaju okrem iného:

pouzivanie silnych, jedineCnych hesiel,

pouzivanie viacfaktorového overovania,

obmedzenie pristupu k softvéru a udajom len na opravneny personal,

nezdieflanie citlivych informacii (napr. kfu¢ API, hesla atd.).
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Na pouzivanie sluzby RAPTOR SERVER sa odporuca pouzivat prehliada¢ Google Chrome.
Grafické pouzivatel'ské rozhranie sluzby RAPTOR SERVER je dostupné na webovej stranke:
https://www.raptor-server.com

Instancia RAPTOR SERVER je uréena na prevadzku SaaS, a preto podporuje viacero
nezavislych najomcov. Kazdy najomca je logicky odliSeny od vSetkych ostatnych najomcov a
vymena udajov medzi ngjomcami nie je ziadnym spésobom mozna.

Najomca je online entita pre jedno laboratérium v ramci sluzby RAPTOR SERVER. Najomcov
vytvara spolo€nost MADx a pristup k nim zabezpeéuje vas miestny distributor.

Do platformy Tenant sa méze prihlasit viacero pouzivatefov. Pristup k platforme Tenant na
serveri RAPTOR SERVER budu mat len pouzivatelia s platnym pouzivatelskym menom a
heslom uréenym spolo¢nostou MADXx alebo externou adresarovou sluzbou (Office 365/Azure
Active Directory). Pouzivatelské uéty vytvara spravca najomcu (miestny distributor alebo
MADX). V pripade zabudnutia prihlasovacich udajov mozno heslo obnovit aj na prihlasovace;j

obrazovke.

SERVER ANALYSIS SOFTWARE
Welcome to RAPTOR SERVER Analysis Software, the analysis software for the ALEX multiplex test.
Please log in below to continue.

Log in with Azure AD / Office 365 Log in with Username & password

If your organization integrates the software into its Please enter your username and password.
Microsoft Azure/Office 365 user directory (single-

sign-on) dlick the button below. You will be

redirected to the Microsoft login screen.

&

Forgot your password? No problem, you can

’EC|'_IESt a new one.
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Kliknutim na ikonu oka moézete zviditelnit zadané heslo.

Log in with Username & password
Please enter your username and password.

Your username

password [N

Dupa o autentificare reusita, utilizatorul trebuie sa confirme citirea si sa accepte fiecare
document pentru a avea acces pentru prima data la functionalitatea completa a software-ului.
Acelasi lucru se intdmpla si in cazul in care exista noi instructiuni de utilizare, termeni de
servicii sau alte acorduri disponibile, utilizatorul va fi informat prin aceeasi fereastra pop-up

Contract approval required

Please review the following documents. You are required to confirm that you have read and agree with
each document in order to use RAPTOR SERVER:

Bitte lesen (last updated 23.11.2023 18:00)
RAPTOR SERVER IFU (last updated 04.12.2023 11:05)

Terms of Service (last updated 22.11.2023 01:00)

By clicking the button, | confirm that | have reviewed these documents and agree.

noua imediat dupa conectarea la software-ul de analiza RAPTOR SERVER si trebuie sa le
confirme.

Dupa confirmarea si obtinerea accesului la chiriasul lor, acestia au acces la tabloul de bord.
in partea stanga a ecranului, utilizatorul vede cele mai recente masurétori noi si aprobate.
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New Measurements

i | H H H B B A B?
B H H BB H B

Product typs / Saurce

Ressarch
MAX 8k
Research
MAX 85k
Resaarch
nax ask
Research
MAX ask
Research
MAX 25k
Research
nAx gk
Research
MAX ask
Research
AX 25k
Research
AX g5k

Research
max ask

View all new measur

Approved Measurements

QR-Coda

02AvI227

02ARA37Y
02aRA393
24¥A31F
02AVI388
02avT337
2 o2t
024VE383

02AXE294

R/ 02AUYIAE

QR-Cods

99AFGOFT

99AFGOFE

99AFGOFY

GGAFGOFA

QOAFGOEE

9IAFGO4D

99AFGO1E

9GAFGOCA

99AFGOCC

9OAFGOT5

Product typs / Sourca

Aexz

ARz

=
maxask

A2
Ax a5k

Auexz
naAX 45k

e
Aoz
Mnxask

ALz
haAX Sk

Auexz
MAX A5k

View all approved measurements

Sample Code Analysis Cate
N FOX 30/03/2023 2050
NG. 30/03/2023 2050
E18735 30/03/2023 2050
20220325056 30/03/2023 2050
HM100038 30/03/2023 2050
786118 30/03/2023 2037
HM100225 30/03/2023 2037
E17685 M 30/03/2023 2037
E17685.M 30/03/2023 2037
E17685 F 30/03/2023 2037

‘Sample Coda Ansiysz Data

Anna LMaciey 28/03/2023 2117

SM_28032023

RG_28032023

PR Mar2023_11

KF

2846B46+CCD

Q

ow

BSZ_Okt2022 8

28/03/2023 14:28

28/03/2023 14:26

21/03/2023 15:05

17/03/2023 14:45

14/03/2023 19:06

22/02/2023 14:21

03/02/2023 09:41

15/01/2023 19:12

12/10/2022 18:12

Uetaiks | Report

iz

Na pravej strane obrazovky sa zobrazuju pripojené zariadenia a datum ich posledného
skenovania ConfigXplorer a/alebo mesacnej udrzby (len pre zariadenia MAX). Okrem toho je
mozné prostrednictvom ovladacieho panela iniciovat pravidelné merania, ako aj skenovanie
ConfigXplorer a mesacénu udrzbu. Okrem toho sa na pristrojovom paneli nachadzaju aj odkazy
na vSeobecné nastavenia zobrazenych zariadeni ("Configure") a na zaznamy merani QC ("QC

History").

Connected Devices

View all MAX devices

IX Test

Standby

D) Start Measurement  Start new ConfigXplorer scan

Last ConfigXplorer scan: never

D Start QC sample scan it QC History 8 Configure

9K-Test-Instrument

Not initialized

3 Initialize

() Shutdown | Z* Monthly Maintenance

Last ConfigXplorer scan: 12.04.2023 14:08

Last monthly maintenance: 01.12.2022 15:39

Ll QC History 3 Configure

View all ImageXplorers
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V Casti "Personal Settings" mézete vybrat pouzivatelsky jazyk, kulturu (napr. angli¢tina (UK))
a Casové pasmo. Ak chcete zviditelnit RUO spoty, pouzivatel méze v rozbalovacej ponuke
vybrat moznost "show research spots" (zobrazit vyskumné spoty). Okrem toho je mozné
vybrat jazyk zobrazenia, ked je k dispozicii preklad.

RAPTOR SERVER podporuje viacfaktorovu autentifikaciu (MFA) pouzivatelov so zadanym
pouzivatelskym menom a heslom. Mozno ho nastavit v osobnych nastaveniach pomocou
aplikacie autentifikatora (Google alebo Microsoft) nainstalovanej v smartféne pouzivatela.
Kliknutim na polozku Spravovat MFA na stranke osobnych nastaveni bude pouzivatel vedeny
k nastaveniu MFA.

Personal settings Multi-Factor Authentication
Name: Manage MFA

E-Mail address:

L1

Language: English (en)
The language is used to determine the display language.

Configuration

O

Culture: ~ English (United States) (en)

The culture is used to format numbers and dates. Research spots: Show research spots

ed, "reasearch use only'

Timezone: = (UTC+01:00) Amsterdam, Berlin, Bern, Rome, Stockholm, Vienna If enab

his does not affect the
Configure your timezone to see date and times in your local time instead of UTC.

Ak kliknete na ikonu ponukyg v pravom hornom rohu a vyberiete poloZzku Spravca najomcu,
budete presmerovani do oblasti Spravca najomcu, kde mdzete nastavit preferencie pre svojho
najomcu.

Administration

22 Tenant Admin

In primul rand, va rugam sa accesati pagina de configurare a chiriasilor si sa completati datele
companiei in mod corespunzator. Asigurati-va ca detalile companiei reprezinta date oficiale.
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Configure "MADx Tenant"

General configuration MAX device default settings

v

* Name: MADx Tenant * Default Minimum Runld: 0

. When a new MAX device is created, this value will be
Default timezone: (UTC+01:00) Amsterdam, Berlin, Bern, Rome, # used for its Minimum Run Id
Configure a timezone to see date and times in (instead of
UTC). Please note that users can choose to use a different

timezone.

Default report template ALEX2 B
(ALEX 2): .
Tenant-specific batch releases

Default report MTF‘:I;(‘;E FOX T Restrict this tenant to only allow the following batches to be scanned or to restrict
) certain batches. Enter one per line.
Default report template PAX = Use:
(PAXD:
@ Whitelist
Default report language:  English (United States) (en-us) * O Blacklist
Default ALEX2 MOD: < No MOD = : Whitelisted Batches:
Default FOX MOD: < No MOD > s
Default PAX MOD: < No MOD > +
Force MOD:  False B
Requires a measurement to always have an MOD y

assigned, If this setting is enabled, a measurement cannot
be approved without an MOD assigned.

Enter one batch code including product identifier per line.

I A AN

for example "02AAA"

Hide Global MOD: False v Blacklisted Batches:

If this setting is enabled, only the tenant-specific MOD
will be available to select, and the global system-wide
MOD will be hidden.

Display MOD Excluded  False B

Spots As Research Use Only:
pe reh Hse Unly; If this setting is enabled, spots excluded by an MOD will

not be hidden from the measurement image, but
displayed as a "RUQ spot”. Vi

Require ImageXplorer Warn after 60 days, enforce after 90 days Enter one batch code induding product identifier per line,

ConfigXplorer scan:

for example "02AAA

Company Details
* Legal Entity Name: =~ MacroArray Diagnostics
* Street and Number: Street 4
* Zip Code: 1230

*City: | New York

L1

* Country: United States of America
* Phone: +4318652573
*E-Mail: = office@macroarraydx.com

* Legal Representative: ~ Dr. Christian Harwanegg

Website:
Vat Number:
C Ranictar Numk
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Jednotlivé davky mdze pouzivatel, ktory ma pristupové pravo ,Can manage basic tenant
configuration®, zaradit na Ciernu alebo bielu listinu pre ngjomcu. Ak chcete davku zaradit na
Ciernu alebo bielu listinu, staci prepnuat polozku ,Whitelist“ (Biela listina) alebo ,Blacklist*
(Cierna listina) a zadat' kod(-y) davky, ktort(-é) chcete zaradit na &iernu alebo bielu listinu.

Tenant-specific batch releases

Restrict this tenant to only allow the following batches to be scanned or to restrict certain batches. Enter one per line
Use:

@® Whitelist

() Blacklist

Whitelisted Batches: D2AAA

02ABC
02BAA
s
Enter one batch code including product identifier per line, for example "02AA4"
Blacklisted Batches:
e
Enter one batch code including product identifier per line, for example "02AA4"

Ak je davka zaradena na Ciernu listinu, nie je mozné ju dalej skenovat a RAPTOR SERVER
vrati chybu.

You requested a new measurement from ImageXplorer “IX Trainingsraum®. Please wait until the measurement is completed ...

Invalid batch detected! The measurement can't be processed because its batch is blocked.

Ak je davka zaradena na bielu listinu, RAPTOR SERVER umozni skenovanie len davok s
tymto kédom.
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Dalsie dolezité stranky v oblasti spravy najomcu su:

ImageXplorers / MAX Devices: Pomocou tejto polozky mézete konfigurovat’ existujuce
ImageXplorers alebo pridavat nové. Kazdy ImageXplorer musi byt zaregistrovany ako
entita k najomcovi na RAPTOR SERVER, inak nie je mozné nadviazat spojenie.
Sablény sprav: Pomocou tejto polozky mozete vytvarat, upravovat alebo odstrafiovat
Sablony sprav pre tohto najomcu. Kazda 3abléna moze mat svoj Specificky vzhlad a
konfiguraciu.

Vyplnenie Udajov z merania: Spravujte preddefinované informacie o pacientovi, ktoré
mozno priradit k meraniu.

Portal na zdiefanie vysledkov: Pomocou tejto polozky mébzete vytvarat, upravovat
alebo odstranovat pouzivatelov na portali zdielania vysledkov pre tohto najomcu.
Merania mozno zdielat s pouzivatelmi Portalu zdielania vysledkov a pouZzivatelia mézu
na pristup k tymto meraniam pouzivat Portal zdielania vysledkov.
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See oFf
Ry 5"

V oblasti spravcu najomcu mézete tiez vytvarat a upravovat pouzivatefov pre kazdého
najomcu. Ak to chcete urobit, kliknite na poloZku "Manage Users".

Users

Use this to create, edit or delete the users of your tenant.

8 Manage users

Nasledne sa zobrazi zoznam vsetkych pouzivatelov aktualneho najomcu. Prostrednictvom
polozky "Configure" (Konfiguracia) mozno upravit prava existujuceho pouzivatela. Tlacidlo
"Add new user" v hornej ¢asti stranky prida nového pouzivatefa do najomcu. Uz existujucich
pouzivatelov (z iného najomcu) mozno prepojit s pouzivatelmi prostrednictvom moznosti

""Add user from another tenant".

Po kliknuti na tlacidlo "Add new user" mdzete pridat meno, e-mailovu adresu a prihlasovacie
udaje nového pouzivatela. Pouzivatel mdze byt overeny pomocou pouzivatelského mena a
hesla alebo pomocou uc¢tu Microsoft definovaného pomocou informacii v poli "Azure AD UPN".

Prostrednictvom preddefinovanych skupin pouzivatelov (napr.: laboratérny personal, podpora
atd.) mozno prava pouzivatela priradit’ konkrétnej skupine. Okrem toho mozZno prava upravit
aj individualne pre kazdého pouzivatela.

Add New User

General Information

Name: New user E-Mail address: name@server.com

“

Status: Enabled (user can log in)

Login Credentials

N Please select if the user

Type: = Username and Password

recommended

increased secu

convenient for the user, because he ¢ he does not have to remember a
new username and password (single-sign-on).
Username: Password: = Automatically send invitation e-mail =
tis a good idea to use the users e-mail-address
as his username, because the username needs
to be unique across the entire system.
Access Rights
Preconfigured groups
Use these pre-configured groups to automatically assign a set of access rights to this user. You can still add or remove specific access rights.

Reset Lab User Super Lab User Support/Distributor User System Administrator
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Pouzivatela mozno pridat aj k viacerym najomcom v jednom kroku (hromadné Upravy)
pomocou funkcie v spodnej €asti stranky. Pouzivatel musi kliknut na zaskrtavacie poli¢ko

"Add User to all tenants shown below".

Q  Start typing a tenant name ...

[ Add user to all tenants shown below
[ MADx

[J MadX _Training

[[] New Tenant

Konkrétneho pouzivatefa mdzete priradit' len k najomcom, v ktorych sa uz vas pouZzivatel
nachadza. V spodnej Casti stranky sa zobrazi zoznam najomcov, v ktorych sa tento pouZzivatel
uz nachadza, s prislusnymi pravami pouzivatela a pod nim rolovatelny zoznam dalSich

najomcov, do ktorych je mozné tohto pouZzivatela priradit.

Tenants

This user is connected to the following tenants and has the following access rights:

o
«‘9\ é.‘o &
& N 5
R <° & F
@ & o N S
& & o D ‘.;\*‘
N ~ 3 & -
& & & & 3
<& & & & il & & s & &
& & & & & & ) SO L &
s © & ¥ & & A R 2 & )
& & @ & & o Q) o) & A & R & &N
& & ¥ & @ +b° & ST - S ARG R A, T R
N & N k3 A o & B & & -
& & & & N P ¢ L & & & & &

& & P R R R & P T A e\“v‘
& & & & O O OO O & & & & & K o $ N X
R N R & & & & ¢ 2 & & & & o Pl o oR

& B R & o(“ & (\4‘ & & & & o@ S S & C oF

Tenants g°° &

Another @ © © © © © © © © © © © © © © © © ©
MADx
Tenant
MADx © @ © ©@ © © © O © © © © © © © © © ©
Tenant

Additionally this user can be added to the following tenants by checking the tenant name and hitting save afterwards. User rights w

applied from current open tenant user.

O\ Start typing a tenant name

Test

Test Tenant

Ak chcete priradit pouzivatela k dalSiemu najomcovi, oznacte zaskrtavacie policka najomcov
(na vyhladanie mozete pouzit’ aj vyhladavaci panel), kam chcete pridat pouzivatela, ktorého
konfigurujete, a kliknite na tla€idlo Ulozit. Prava na aktualne otvoreného najomcu sa
automaticky pouziju na pouzivatela. Po kliknuti na tla€idlo "Save" na konci stranky pouzivatel
dostane uvitaciu spravu. Prostrednictvom tohto e-mailu sa teraz pouzivatel mdze prihlasit do

sluzby RAPTOR SERVER.
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Additionally this user can be added to the following tenants by checking the tenant name and hitting save afterwards. User right
applied from current open tenant user.

Q Start typing a tenant name

Test

Test Tenant

TOS Tenant
Val 11,1

Pomocou tabulkového prehladu najomcov/prav pouzivatela moézete hromadne upravovat
prava pouzivatela, ktoré zodpovedaju viacerym najomcom naraz. Oznacte zaskrtavacie
poliCka najomcov, pre ktorych chcete nastavit prava tohto konkrétneho pouzivatela. Po vybere
sa v hornej Casti zobrazi tlaCidlo na upravu prav pre vSetkych vybranych najomcov. Kliknutim
na tlagidlo sa dostanete na obvyklu stranku Gprav prav pouzivatela. Upravy, ktoré vykonate,
sa dotknu vSetkych najomcov, ktorych ste predtym vybrali!

Tenants

This user is connected to the following tenants and has the following access rights:

{3 Edit selected tenants rights

Q
<
&
o
Q\Q
o &
(‘\ g"
o e
(b & 2 <& ‘bo
(2 o> X & & & 4
N & *® R o &) B
& & & e N
O < 2 5 N Q\ 2>
o > o & 2 Q&
& 2 o 0 s S
& @@0 & R qe qz Qe !
(2 i < L 2 2 2 2
2 X X ,bo < 0(‘ ,bo

Another MADx Tenant ®© © © ®© © © ©®© ©

Po kliknuti na tlacdidlo "Save" na konci stranky dostane pouZivatel uvitaci e-mail.
Prostrednictvom tohto e-mailu sa teraz pouzivatel méze prihlasit do sluzby RAPTOR
SERVER.

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna « madx.com « CRN 448974 g Strana 19z 83



Ak chcete nastavit' zariadenie (v tomto priklade ImageXplorer) pre svojho najomcu, prejdite do
oblasti spravcu najomcu a kliknite na polozku "Manage ImageXplorers". Ak chcete pridat’ novy
ImageXplorer, vyberte moznost "Add new ImageXplorer" (Pridat novy ImageXplorer) a
priradte mu nazov. KIu€ ImageXplorer sa vygeneruje automaticky.

Use this to configure ImageXplorers, or add new ones, Every ImageXplorer needs to be

known to B c.Sener, otherwise it won't be able to connect

& Manage ImageXplorers

2 Tenant Admin

Add new ImageXplorer

General information

Name:

Key: | CxltclgBokSwOSCQMEZIWGNW2Pd]3

his key i required when instaling an Agent

ImageXplorer Serialnumber:

Notes:

4
Internal Notes:
Y
Disabled: Mot disabled v
QR-Code image configuration
QR-Code Exposure: 3000
Calibration configuration
Mode: Use automatic exposure *

Array image configuration

Array Offsetd: 400
Array OffsetY. | 350
Array Width: 600
Array Height: 280

Array Exposure: 1600

@ Debug information

Po kliknuti na "Save" sa vratite na stranku s prehladom prisluSného programu ImageXplorer.
Tu si stiahnete softvér ImageXplorer Agent.
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ImageXplorers for "MADy"

Add new ImageXplorer l & Download ImageXplorer Agent Software

Vykonaijte inStalaciu agenta ImageXplorer ako bezny instalacny proces.

POZNAMKA: Pouzivanie programu ImageXplorer vyzaduje pritomnost softvéru "Pylon
Runtime 6.1.1, od spolo€nosti Basler. Ak si nainstalujete "full(plnd)" verziu programu
ImageXplorer Agent, softvér je su€astou balenia. Ak uz tento softvér mate, staci nainstalovat
"slim (slim)" verziu softvéru.

POZNAMKA: Pred instalaciou agenta ImageXplorer sa odporGéa odstranit z poditaca
akykolvek iny softvér Pylon, napriklad predchadzajuce verzie programu Pylon Runtime.

Ak chcete aktivovat agenta a pripojit ho k aplikacii ImageXplorer a k sluzbe RAPTOR
SERVER, prejdite do Casti Nastavenia a zadajte adresu URL sluzby RAPTOR SERVER:
https://www.raptor-server.com a svoj kfu¢ ImageXplorer a kliknite na tlacidlo "Continue".

—— e e s

o
| &4 Raptor Agent for Imagexplore

| Exit { Seftings
| 13:18:19.4864 - Started
13:18:22 1357 - Servert Settings n

| Please enter the settings for your ImageXplorer. You can find your ImageXplorer key
when you log in to Raptor. Please contact support if youe not sure what the proper
settings are for your ImageXplorer.

Raptor LURL: fhttps:ffwww.raptu:urﬂerver.cu:um
Image¥plorer Key: l“‘f_qugtxdgxl‘rtxfhdfgdfgdﬂgydfgsd}fﬂ

Continue

Server: Connection to https:/fwww.raptor-server.com failed,

ImageXplorer: Connection failed,
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https://www.raptor-server.com/

Raptos Agent for Imagedplones v1.0.1.22 -
Exit Settings Open Raptor

1540714 BI85 - Starbed  Operatior in ‘gunacier
1501163868 - Server confima successhul authentication ba tenant MADx |

Serven Connected to MADs,

/ "

A B

A: Pripojenie k serveru RAPTOR SERVER (Connection to RAPTOR SERVER)
B: Pripojenie k aplikacii ImageXplorer (Connection to ImageXplorer)

Ak je vytvorené pripojenie k serveru RAPTOR SERVER aj k aplikacii ImageXplorer, obe polia
su zvyraznené zelenou farbou. Ak jedno spojenie zlyha, dalSie pokyny najdete v Casti RieSenie
problémov.

Dalsie informacie o tom, ako upravit' nastavenia zariadenia, najdete v navode na
pouzitie zariadenia ImageXplorer alebo MAX.

Po vydani aktualizacie sa pouzivatelovi v okne softvéru Agent zobrazi vyskakovacie
upozornenie. Kliknite na tladidlo OK a potom povedzte "Ja" na vykonanie aktualizacie.

POZNAMKA - na inétalaciu softvéru mézete potrebovat prava spravcu poéitada - obratte sa
na miestne IT oddelenie!

Exit Settings Configure ~Open Raptor Exit Settings Configure Open Raptor

08:53:2 08:53:21.7

0853 ” 08:53:26.0§

08:53: 08:53:26.44

08:53: 08:53:26.94

e 53_ Your current agent software is outdated and requires an 08:53:26.9( There is an agent software update available (Version v1.3.0.19,

08:53:4 update. Please download and install the update to continue 08:53:47.5 0 download size 3,38 MB) %
operation. ? 2

Do you want to download and install it now? Depending on
your internet connection speed, this may only take a few

Connected to MADx [l Automat offline (http://192.168.183.183:15050)

Connected to MADx il Automat offline (http://192.168.183.183:15050]

Ak ste vyskakovacie okno preskodili, aktualizaciu mézete kedykolvek spustit kliknutim na
tlacidlo "Install Update".
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" Raptor Agent for Automat v1.2.7.7 —

Exit Settings Configure OpenRaptor | Install Update ]
08:53:21.7820 - Connecting to raptor server...

08:53:26.0608 - Connected to server.

08:53:26.4417 - Authenicated on Tenant 'MADx'".

08:53:26.9620 - Your cumrent agent software requires an update to continue operation.
08:53:26.9620 - New agent software update v1.3.0.19 available (3,38 MB).
08:53:47.5119 - Detected an Emor while execution of a task.

08:56:07.7263 - Downloading agent software update ...

08:56:09.0161 - Extracting and starting agent software update ...

Systém Windows méze prerusit pracu a spytat sa, ¢i "you would like to allow the software to
make changes".

Ak chcete pokracovat, povedzte "Yes". Potom sa spusti inStalacia softvéru podobna instalacii
iného bezného softvéru (sprievodca indtalaciou systému Windows). Po dokonéeni aktualizacie
sa agent restartuje.

Na stranke s prehfadom ngjdete kartu "New measurements", kartu "Approved
measurements”, tlacidlo "Start measurement with ImageXplorer" a tlacidlo pre zariadenia
MAX. Karta "New measurements" obsahuje vS8etky nové a neschvalené merania, karta
"approved measurements" obsahuje vSetky doteraz schvalené merania.

QR-kéd na kazdej kazete obsahuje tieto informacie:

typ testovacieho pola

zodpovedajuce usporiadanie alergénov
Informacie o QC

Cislo 3arze kazety

Po zobrazeni a analyze sa zobrazi podrobny prehfad merania s informa&nymi pofami o
pacientovi a informaénymi polami o vzorke na favej strane, analytickym obrazom sustavy na
pravej strane a podrobnym zobrazenim vysledkov alergénov pod nim.
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RAPT 'R e rements B 4

Barcode: ©21£7468
Sample Code:

Reguisition Code:

Sampling Date: 1T, MM, JIL)

AssayDate: 04102021

Patient Code:

Patient Name:

Data of Birth: TT.MM. 1)
Info:
Doctor Info: Recelved: 04.10.2021 16:23 Analysis:  04.10.2021 16:23
ImageXplorer: 22124137 Automatic Qc:
Cho 2l i
Tags:
MoD: < Ne MOD =

Report Template: Version 2 (ALEXZ only) - Deutsch ide)

«7 Only positive allergens

Name Code  Biochemical Tissue & Exposure M 1iFeature AL
501 Kiwellin Plant Food M Actds 484
Food
m229  Alta 1-Family Microorganisms & Spores M Altal 265
Inhalation
wl Pollen E Amba 404
Inhalation
( ; w230 Pectate Lyase Pollen M Ambal 1166
Inhalation
443 25 Albumin Plant Food M Anao3 678
Food
P10 Kunitz Serin Protease Inhibitor Animal Food M AnisT 822
Food
p11 Tropomyosin Animal Food M Anis3 22558
Food

A: Informacné polia o pacientovi a vzorke (Patient and sample information fields)
B: Analyticky obraz (Analytic image)
C: Zobrazenie vysledkov (Result view)

Okrem toho sa pod analytickym obrazkom zobrazuje datum analyzy, sériové €islo programu
ImageXplorer, QC a pripadne aj protokol o chybach.
Dalsie informéacie o vzorkach a pacientoch mozno pridat manualne:

sample code (vzorovy kod)

requisition code (kod Ziadosti)

sampling date (datum odberu vzoriek)

assay date (datum analyzy)

patient code (kod pacienta)

name of the patient (meno pacienta)

date of birth (datum narodenia)

additional information (Info) (d'alSie informéacie (Info))
name of the referring physician (Doctor Info) (meno odosielajuceho lekara (informécie
o lekarovi))

tags (znacky)

MOD panel (Panel MOD)
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Zaznamy v polozkach "Info" a "Doctor Info" mbzete formatovat tak, aby sa zobrazovali tuéne,
kurzivou a/alebo podc&iarknuté. Toto sa vykonava nasledovne:

_Info__ sa zobrazi pod&iarknuté
*Info* sa zobrazi kurzivou
**Informacie** sa zobrazia tuénym pismom

= Details
QR-Code: B82APHBBS

Sample Code:

Requisition Code:
Sampling Date: TT.MM. 1)
Assay Date: 28.04.2022

Patient Code:

Patient Name:
Date of Birth: TT.MM.JJJJ

Info:

Doctor Info:
4
Choose a doctor... + | Insert doctor info
Tags:
MOD: < No MOD = =

Report Template: Version 2 (ALEX2 only) - Deutsch (de)

Ak kliknete na "Save", zadané informacie sa ulozia.

V oblasti analytického obrazu sa zobrazi sustava merani s mriezkou. Softvér automaticky
identifikuje polohu mriezky v obrazovych udajoch na zéklade vodiacich bodov. DalSie
informacie o vodiacich bodoch najdete v priru¢ke IFU konkrétneho produktu.

Dupa procesare, punctele de ghidare trebuie sa fie usor vizibile cu ochiul liber. Skontrolujte
tiez ich spravnu orientaciu. Daca nu sunt vizibile, va rugam sa contactati distribuitorul local
sau serviciul de asistentd MADX pentru a afla cum s& procedati. in cazul in care punctele de
ghidare sunt vizibile, cartusul poate fi analizat in continuare.
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Pocas ziskavania obrazu kazety vyhodnocuje RAPTOR SERVER signal vSetkych vodiacich
bodov, ako aj signal pozadia povrchu membrany. Ak su splinené v3etky kritéria kvality, v poli
"automatic QC" (automaticka kontrola kvality) pod obrazkom sa nastavi hodnota "OK".

In order to exclude the influence of artifacts in the automated image analysis (satellite spots,
sample contaminations, dust, smeared spots, ...), the images must be checked by a trained
operator before the results are approved in order to exclude false results. In case of
discrepancies between the processed array and the image acquired by the RAPTOR
SERVER please consult your local distributor or MADX Support.

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna « madx.com « CRN 448974 g Strana 26 z 83



Ak chcete vstupit do rezimu spracovania obrazkov, kliknite na obrazok.

= Details
Barcode: ©2AEJ408

Sample Code:

Requisition Code:
Sampling Date: 01.10.2021
AssayDate:  04.10.202

Patient Code:

Patient Name:

Date of Birth: ~ 17.05.2010

Info:  Info

Doctor Info: D, A Received: 04.10.2021 16:23 Analysis: 04.10.2021 16:23

ImageXplorer: 22124137 Automatic QC:

Tags:  Tag Infc
MoD:

Report Template:  Version 2 (ALEX2 only) - Deutsch (de)

/ Edit entire gNg [hold SHIFT) Edit multiple features |hold CTRL)

A B

Ak automatické zistenie polohy zlyha, pouzivatel bude upozorneny a kontrola kvality merania
(QC) bude nastavena na hodnotu FAIL. V takom pripade sa pouzivatel mbze pokusit
manualne polohovat’ sustavu resetovanim mriezky stlaCenim tlacidla "R" alebo prejst na
"Manual Analysis - Reset Grid" (Manualna analyza > Resetovat’ mriezku). Po resetovani
mdbzete celu mriezku presunut mySou dodatoénym stlacenim "Shift" alebo nastavenim
zacCiarkavacieho policka pri "edit entire grid" (upravit celu mriezku). Upozorfiujeme, Ze mriezku
mozete presuvat len v ramci urcitych limitov.
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’ C Reset everything [r] -
\ 882 Find grid [w) -
l Process [p] -

e e
Automatic ac: JN/A '0[6.' 4\&“_'_,:_,[__".,,,' ‘l’l

Edit entire grid [hold SHIFT)

Analysis Error:

Stlacte tlacidlo "R" alebo "Manual Analysis - > Reset Grid" a potom presuniete celd mriezku.

Po zarovnani priblizne na spravnu poziciu (ako zarovnavacie "targets" pouzite dva rohové
body) stlaéte "Manual Analysis” - “Find grid" or press "W", aby sa mrieZzka automaticky
posunula dalej na spravnu poziciu.

Ak mriezka stale nie je zarovnana na miestach, opakovane mriezku ru€ne posuvajte a
pomocou funkcie "find grid" otacajte mriezku v smere alebo proti smeru hodinovych ruciciek,
kliknite na tla€idla "A" alebo "B" podla obrazka vyssie.
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Automatic QC: [ N/A o+l I(_ T W4 T=1 vark I \
Analysls Error: ) -
Edit entire grid [(hold SHIFT)

Dokondite vyhladavanie mriezky a analyzu stlacenim tlacCidla "P" alebo "Manual Analysis >
Process".

Automatic QC:

[o[e][r[¢Je[>][+]=][w

Analysis Error: = .
Edit entire grid [hold SHIFT]

Stlacte "P" alebo "Manual Analysis - Process".

Vsetky spracované merania maju informacie o analyze obrazu v €asti "Show analysis & QC
logs".
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Manual Analysis v

-

‘ £ Show Analysis & QC Logs .

> Reset everything and reprocess

This discards all modifications to the array, and re-runs the complete

analysis process from the original image data. Please note that any

manual changes will be irreversible lost.

€ Back to Measurement

Kliknutim na toto tlacidlo ziskate informacie o pozadi, bodovych hodnotach QC a pouzitych
referenCnych hodnotach. To je uzitoéné najma vtedy, ak potrebujete zistit, pre€o meranie
nepreslo kontrolou kvality. Aby bola kontrola kvality v poriadku, pozadie musi byt v urcitom
rozsahu a vSetky vodiace body musia dosiahnut urcitu hraniénu hodnotu. Ak tieto kritéria QC
nie su splnené ani po manualnom nastaveni bodov na obrazku, obratte sa na miestneho
distributora alebo na podporu spolo¢nosti MADX.

Analysis Log

‘PreProcessedPixels’ took 128ms.

Using definition '@2 ALEXII_IVD_v1.6.0".
*ApplyArrayDefinition’ took 74ms.
Parsing calibration steing ...
*ApplyDefinitions’ took 75ms.

*FindGrid" took ims.

‘AlignFeatures’ took B62ms.

‘CropImage’ took 1ms.

‘QuantifyFeatures’ took 23ims.
*Subtract8ackground® took 601ms.

Parsing calibration string ...

Using calibrators from QR-Code.

Total IgE (tIgE) ized by calcul 8, 7%7+9, 28,

(xe8515), which results in S15.
‘ReQuantify’ took S7ms.

MacroArray Diagnostics « Lembdckgasse 59, Top 4

1230 Vienna « madx.com « CRN 448974 g

QcC Log

These are the values used for QC (ALEX v2): Curve Correction-9,999737867894242, TIGE8515, GD1.28905
(SNR=105.38), GD2-29369 (SNR-185.28), GD3-28569 (SNR-147.53), GD4-28305 (SNR-128.1)

Reference values are as follows: Guide Dots must have a value above 5669; each Guide Dot spot must exist
and be unique; Guide DOt Spot must not be set to bad. Average background must be betueen 4009 and 16600.
QC (ALEX v2) succeeded.

Background Log

Calculated background statistics for 164 pixels (from a total of 182, skipped smallest 9, and highest 9
pixels). The average is 9.419, the minimuam 7973 and the maximum 11792 (minimum and maximum is calculated
including skipped pixels). This results in an average difference of 628, which is an SD of 49,17 and a CV
of 8,52%.

For comparison, there is an overall total of 202944 pixels. The overall average is 14.871, the minimum
6.012 and the maximum 64.965.
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Analyticky obraz vybraného pola sa zobrazi v nepravom farebnom kode, aby sa umoznila
jasna vizualizacia. Intenzitu faloSnej farby mozno nastavit v troch krokoch. Prejdite do Casti
"Image" a vyberte jednu z troch Urovni (nizka farebna korekcia, stredna farebna korekcia alebo
vysoka farebna korekcia).

| Medium color correctior
High color correction

Obrazky vysSie zlava doprava: Vysoka korekcia farieb (predvolena) - Stredna korekcia farieb
- Nizka korekcia farieb. Po kliknuti do vnutra jedného bodu sa zobrazi nazov, suradnice x a 'y
obrazka, surova a vysledna hodnota bodu a pomer signal/Sum (SNR).

Aut ti ] v ]
omatic ac: B3 slellrlelel21[+]-

Analysis Error:
Edit entire grid [hold SHIFT]

Kazdy alergén je obklopeny kruzkom. Grafické znazornenie kruhu predstavuje automaticku
interpretaciu softvérom alebo Upravu pouzivatelom:

Kruzok s preruSovanou Ciarou: zatial neanalyzované alebo pod hrani¢nou hodnotou
Kruh s plnou tenkou &iarou: automaticky najdeny pozitivny bod
Kruh s plnou hrubou &iarou: miesto nastavené pouzivatelom na dobré

Kruh s plnou tenkou Ciarou a znakom X v strede: miesto nastavené pouzivatelom na zlé
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Kruh s hrubou oranzovou ¢iarou: miesta, ktoré ma pouzivatel skontrolovat s nizkym
pomerom signalu k Sumu, ale s kvantitativnym vysledkom nad hranicou systému. Tieto
miesta by mal pouZivatel nastavit ako "good (dobré)" alebo "bad (zlé)".

Miesta uréené len na vyskumné ucely (RUQO) su oznacené pismenom "R" vo vnutri kruhu
a nezobrazia sa v sprave PDF, ale exportuju sa do suboru CSV, EXCEL alebo ASTM.
RUO spoty sa m6zu zobrazit zmenami v osobnych nastaveniach.

.

Miesta mbze upravovat pouzivatel:

Jedno miesto sa vyberie kliknutim na miesto.

Ak sucasne stlacite "SHIFT" alebo vyberiete "edit entire grid", vSetky miesta budu
vybrané.

Stlacenim a podrzanim klavesu "CTRL" alebo vyberom viacerych jednotlivych miest
mdzete vybrat "edit multiple features”

Vybrané miesta mdzete presuvat pomocou klavesov so Sipkami (dofava, doprava,
nahor, nadol) alebo pomocou mys.

Vybrané miesta mbzete nastavit na Good stlaenim tlacidla "G".

Vybrané miesta mézete nastavit na Bad stlacenim tlacidla "B".

Stlacenim tlacidla "H" mézZete mriezku skryt a znova zobrazit.

Stlagenim tla€idla "N" sa anotuju vSetky miesta a skrateny nazov kazdého alergénu
sa zobrazi. Tento krok mdzete zruSit' opatovnym stlacenim tlacidla "N".

Posledné dve funkcie mdzete pouzit aj vyberom polozky Grid” - “show or hide grid” and “show
or hide names”.

Manual Analysis

Hide grid [h]

Show names [n]

nd reprocess

Hide names [n]
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Short cut (Kratky rez)

Execution

VVykonavanie

R Reset analysis Analyza resetovania

w Find grid Najst mriezku

P Process Proces

G Set feature to good Nastavenie funkcie na dobré
B Set feature to bad Nastavenie funkcie na zlé

N Annotate allergen features Anotacia vlastnosti alergénov
H Hide/unhide grid Skrytie/odkrytie mriezky
SHIFT Select all measurements Vyberte vSetky merania

Oranzovo oznacené miesta musi pouzivatel skontrolovat a nastavit na Dobré alebo ZIé. V
opacnom pripade budu v sprave oznacené oranzovym trojuholnikom s vykri€nikom. Ak bolo
miesto nastavené ako "good (dobré)" alebo "bad (zlé)", toto sa nezobrazi.

Milk

Cow, milk
Cow, milk
Cow, milk
Cow, milk

Bosd 4 M a-Lactalbumin
Bosd5 M B-Lactoglobulin
Bosd8 M Casein

Bos d_milk E

0,38
0,90

6,04

3,40

Je tiez mozné otvorit obrazok QR-kddu, obrazok nespracovaného alebo spracovaného pola.
Ak to chcete urobit, prejdite na polozku "More" a vyberte pozadovany obrazok. Uplny reset je
mozny aj stlacenim tlaCidla " Reset everything and reprocess".
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B Apply changes [ctri+s]
Manual Analysis -

€ Back to Measurement

Ak pouzivatel zmeni polohu alebo interpretaciu bodu alebo celej mriezky, analytické udaje sa
vymazu a QC sa nastavi na NA. Po analyze stlacte tlacidlo "Apply Changes" (Pouzit zmeny),
aby ste ulozili zmeny.

= Array

B Apply changes [ctrl+s]

Automatic QC:
€ Back to Measurement Analysis Error;

Ak sa chcete vratit na stranku s podrobnostami merania z reZimu spracovania obrazu, stlacte
tlacidlo "Back to measurement". Na stranku Uprav nasledujiceho obrazka mézete prejst aj
kliknutim na tlagidlo "Next/Previous" (Dalej/Predchadzajuci). Daca a fost setat un filtru pe
pagina de prezentare generala pentru, de exemplu, un anumit produs, navigarea prin
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masuratori cu ajutorul butoanelor le va afisa numai pe cele care corespund criteriilor de filtrare
deja aplicate in lista.

B Apply changes [ctri+s]

I |
I ii 4 I

£ Reset everything and reprocess

Automatic QC:
€ Back to Measurement Analysis Error:

V podrobnom zozname vysledkov sa pod informaciami o pacientovi a analytickym obrazkom
zobrazia vysledky vybraného merania. Analyticky vysledok zobrazi zoznam obsahujuci
nasledujuce informacie:

Nazov a druh alergénu

Kod alergénu

Biochemicka funkcia

Zdroj a spbésob expozicie

Alergénny extrakt alebo molekularny alergén

Nazov funkcie

hodnota IgE vyjadrena ako kUa /I (farebne oznacend)
hodnota IgG vyjadrena ako pg/ml (farebne oznacena)
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12 Name
Acacia

Acacia mimosa

Acarus siro

Acarus siro

Alder

Alnus glutinosa
Alder

Alnus glutinosa
Almond

Prunus dulcis
Alternaria alternata

Alternaria alternata

Alternaria alternata

Alternario alternata

Code

t19

d70

t100

101

f20

m229

m230

Biochemical

PR-10

Polcalcin

Alt a 1-Family

Enolase

Source & Exposure

Pollen
Inhalation

Mites
Inhalation

Pollen
Inhalation

Pollen
Inhalation

Plant Food
Food

Microorganisms 8 Spores
Inhalation

Microorganisms & Spores
Inhalation

E/M Feature

E

Acam

Acas

Alng1

Alng4

Pru du

Alta1

Altat

« All allergens

kUA/L

< 0.10

0.39

<010

6.75

<0.10

9.21

< 0.10

Kliknutim na rozbalovaciu ponuku "All allergens/Only positive allergens" mézete vybrat
informacie, ktoré sa maju zobrazit v okne s vysledkami analyzy. Je to nezavislé od tych
vysledkov, ktoré sa zobrazuju v sprave PDF.

Tissue &

Pollen
Inhalation

Mites

All allergens

Only positive allergens

E

E

ire

Acam

Acas

«%7 All allergens

.11

Kliknutim na nazov jedného alebo viacerych alergénov v zozname vysledkov alergénov sa
prisludné miesta na obrazku sustavy zvyraznia &ervenym obdiZnikovym raméekom.

Nové a neschvalené merania sa zobrazuju v prehlade "New Measurements". Pomocou
rozbalovacieho zoznamu v dolnej €asti stranky mézete nastavit pocet zobrazenych merani na
25, 50, 100 alebo 250.
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IX
GD MAX 9k

LT':> MAX 9k

0O 0O 0O O cC

MAX 9k

Number of measurements per page:

PAX Dog
PAX Dc

25
PAX Dc 50
PAX Dc 100
PAX D¢ 250

JUAALVYL LL_Z

Na stranke "New Measurement" sa pre kazdé meranie zobrazia aj tieto informacie:
Source of measurement (Zdroj merania

QC status (Stav QC)
Tags (Znacky)

Product Type (Typ vyrobku)

QR-Code (Kdd QR)

Sample Code (Vzorovy kéd)

Patient Code (Kdd pacienta)
Patient Name (Meno pacienta)
Analysis Date (Datum analyzy)

New Measurements

Q

[m] Souree  QC Tags Product type
o [ ALexz
[u] x ALEX2
o [ ALexz
o x ALEX2
o x aLex2
o ® ALEX2
o L] ALEX2
o ® ALEX2
o % ALEX2

QR-Code~
82467957
B2A6TI56
82467955
82467954
82467353
02467852
02467951
02467850

@2467848

Sample Code

Patient Code Patient Name

Analysis Date
29.04.2021 10:51
29.04.2021 10:55
29.042021 10:50
29.04.2021 10:51
29.04.2021 1051
29.04.2021 10:50
29.04.2021 10:53
29.04.2021 10:56

29.04.2021 10:56

Kliknutim na QR-kéd alebo datum analyzy sa dostanete do oblasti podrobnosti merania. Na
stranke s prehlfadom je mozné zadat aj informacie o pacientovi, kdd vzorky a znacky. Ak to
chcete urobit, staci kliknut' na prislusné pole merania a vlozit ho. Stlatenim tladidla "Tab" sa
automaticky vlozi dalSie pole a vas zaznam sa ulozi.

New Measurements
Q

Source  QC Togs Product type

=
<
2

BEBRABER B

RERI R R R

Patiant Code Patient Name

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna

madx.com « CRN 448974 g

Analysis Dste

29.04.2021 10:51

29.04.2021 10:53

29.04.20
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Pomocou rozbalovacej ponuky mdzete pridat alebo odstranit’ znacky z viacerych merani
naraz.

¥ Selected measurements

New Measurements

. . & Download CSV format
Q. Search by QR-Code, patient, sample, tag, analysis date, approval date ...

&5 Download Excel format

‘ ¥ Selected measurements ‘

Approve
O Source QC Tags Product type . .
2® Update interpretation
O IX « OK ALEX2
B Choose Reporttemplate
v IX + 0K ALEX2 .
o > Modify Tags
IX
« 0K ALEX2 % Move
IX v 0K ALEX2 ) Delete

Ak chcete opatovne spracovat viacero merani spolo¢ne, vyberte merania, ktoré chcete
opatovne spracovat, otvorte rozbalovaciu ponuku v hornej €asti a vyberte poloZku "Re-
Process".

Vp New Measurements adavat merania podla ich znacky, typu vyrobku, QR-kédu,

Q  Search by QR-Code, patient
Re-process measurements

¥ Selected measurements » .
You are about to re-process the following measurements.

& Download CSV format undone, the existing analysis result will be irreversibly ove
&% Download Excel format QR-Code sample Code
Approve @2APK3C8 Dummy8
2 Update interpretation 02APK258 Dummy’l
Choose Reporttemplate

02APK@7F Dummy13
> Modify Tags
Re-Process Re-process these measurements
» Move
(I Delete

kodu vzorky, kédu pacienta a jeho mena, ako aj datumu analyzy.

New Measurements

Q  search by QR-Code, Jpatient, sample, tag, analysis date, approval date ...

] Source  QC Tags Product type QR-Code~ Sample Code

O X + 0K ALEX2 ©2AGTI57

Ak sa kazeta ziska viackrat, je mozné v ulozisku udajov duplikovat QR-kéd a udaje z merania.
PocCas merania je to vSak signalizované trojuholnikom s vykricnikom.
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New Measurements

Q  Search by QR-Code, patient, sample, tag, analysis date, approval date ...

O Source Qc Tags Product type
0 Recaptured recaptured ALEX1
O A\ Recaptured recaptured ALEX1
O OR-Code was scanned more than once. [Tl ALEX1

Po analyze a dOokladnej revizii vysledkov mozno merania schvalit dvoma spdsobmi:

Jedno alebo viac merani mézete vybrat zasSkrtnutim a nasledne schvalit v rozbalovace;j
ponuke v baliku:

¥ Selected measurements «

& Download CSV format

New Measurements

. , &% Download Excel format
Q| Search by QR-Code, patient, sample, tag, analysis date, appr

Approve

| ¥ Selected measurements « |

2® Update interpretation

O Source QC Tags Product type QR-Code

IX < OK nEe 2AMCLEG Re-Process
Ix v OK ALEX2 82AMCA78 » Move

IX v OK ALEX2 82AKV2D9 U Delete

Neschvalené merania je mozné prevziat' aj vo formate CSV alebo EXCEL.

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna « madx.com « CRN 448974 g Strana 39 z 83



Meranie je mozné schvalit
"Save and approve".

= Details
QR-Code: @2APHEE8

Sample Code:

Requisition Code:
Sampling Date: TT.MM .
Assay Date: 28.04.2022

Patient Code:

Patient Name:
Date of Birth: TT.MM .

Info:

Doctor Info:

Y ImageX

Choose a doctor... + | Insert doctor info

MOD: < No MOD = :

Analysi

Tags:

Report Template: Version 2 (ALEX2 only) - Deutsch (de)
— —~
B Report [l Save and approve
- =

Ak je kontrola kvality merania "OK", meranie sa po schvaleni jednoducho presunie na kartu
"Approved Measurements". Ak je kontrola kvality merania "Failed", pouzivatel dostane
oznamenie, ze "Measurement QC is not OK". Okrem toho sa v sprave uvedie aj to, Ze interna
kontrola kvality (kontrola hodnovernosti pre GD a signal pozadia) nebola uspesna.

Approve measurements

You are about to approve the following measurements.
There are measurements with one or more warnings. Please make sure to double-check these measurements before approval.

QR-Code Sample Code Analysis Date

B2AKVE35 28.04.2022 11:14

[¥1 Approve these measurements

Schvalené merania su ulozené v Casti "Approved measurements". Pomocou rozbalovacieho
zoznamu v dolnej Casti stranky mozete nastavit' poCet zobrazenych merani na 25, 50, 100
alebo 250. V schvalenych meraniach nie je mozné menit’ ani pridavat Ziadne informéacie o
pacientovi. Podrobnosti/vysledok merania modzete zobrazit kliknutim na meranie. Vlastnosti
snimky sa tieZ daju zobrazit, ale uz sa nedaju upravit.
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Approved Measurements
Q  search by QR-Cade, patient, sampl

o Source  Tags Product type
o ®Wx FOX
O& e K ALEX2

o @& FoX

QR-Code Sample Code
BOAAHS4E Toni
82415310 wanda

BEAAHB4E Toni

Patient Code
Stark
Vision

Stark

Patient Name Date of Birth
Avengers 11.10.1988
Avengers 07.05.1983
Avengers 11.10.1988

Analysis Date~ Approval Date

01.07.2021 15:10 01.07.2021 15:12
01.07.2021 15:06 01.07.2021 15:12
01.07.2021 1501 01.07.2021 15:12

Vysledky vybranych merani v sekcii schvalenych merani si mozete stiahnut ako spravu vo
formate PDF, ako subor EXCEL, CSV alebo ASTM. Hodnoty pod 0,1 kUa sa zobrazia ako
<0,1 a hodnoty nad 50 kUa ako >50 namiesto absolutnej hodnoty.

Approved Measurements

Q. Search by QR-Code, patient, sample, tag, analysis date ...

‘ & Download selected measurements |

O Source  Tags
o X
@
@

Product type
ALEX2
ALEX2

ALEX2

QR-Code

B2AKV39D

B2AKV30D

B2AKV39D

CSV format
Excel format

ASTM format

& Download selected measurements ~

Report (PDF format)

&® Update interpretation

Sample C

[B Choose Reporttemplate

@ Share

» Move

D Unapprove

Ak sa pozaduje export va¢sieho mnozstva udajov, napriklad viacerych sprav vo formate .pdf,
v samostatnom okne sa vygeneruje odkaz na stiahnutie exportu. Proces exportu potom
prebieha na pozadi a mézete ho zobrazit kliknutim na ponuku v pravom hornom rohu.

Dokonceny export je mozné stiahnut kliknutim na "download" (stiahnut).

Exports

Certain types of data exports (for example, the export of many PDF reports at once) take a few minutes to prepare for download. Here
download your requested exports. Please note that you can keep working, all exports are done in the background and you can downl¢

are completed.

Export requested
8/16/2021 11:07 AM

8/16/2021 11:06 AM

8/16/2021 11:04 AM

# of measurements included

4

4

Export completed

B0/4

8/16/2021 11:06 AM

8/16/2021 11:04 AM

Administration

2 Tenant Admin

& Exports
&s Personal Settings

™ Log out

43 Support
@ Imprint
oS

Pentru a initia un export de masuratori multiple, se poate face clic pe "Exports" si apoi pe
"Export Multiple Measurements".
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Administration
Exports

Certain types of data exports (for example, the export of many PDF reports at:
Please note that you can keep working, all exports are done in the backgrounc

L7 . ~
& Exports ‘ Export multiple measurements

&a Personal Settings

22 Tenant Admin
&% System Admin

g System Notifications Export requested # of measurements included
¥ Log out 06.07.2022 08:52 3

43 Support

@ Imprint

AANATTWINTA AC.AD

Dupa selectarea filtrelor corespunzatoare si dupa ce faceti clic pe "Search Measurements"
(Cautare masuratori), se afiseaza numarul de masuratori gasite. Dupa ce face clic pe "Start
export” (Incepeti exportul), utilizatorul va fi redirectionat catre pagina Exports (Exporturi) si va
vedea Exportul solicitat gata de descércare. In cazul in care utilizatorul doreste s& schimbe
filtrele, poate face clic pe butonul "Back" (inapoi), RAPTOR SERVER retine filtrul setat

anterior.

Export multiple measurements

Please note that Report PDF and ASTM export is only a

QR-Code/Product/Batch Sa
Analysis Date (from) Analysis Date (to)
TT.MM. 1) B TT.MM. 1)

Tag Status
All
Export CSV Export Excel

| — _
Q, Search Measurements
_— |

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna « madx.com « CRN 448974 g Strana 42 z 83



www.macroarraydx.com

Export multiple measurements

Please note that Report PDF and ASTM export is onl

QR-Code/Product/Batch

02aaa
Analysis Date (from) Analysis Date (1
TT.MM. 11 TT.MM. 1))
Tag Status
All
[ ] Export SV (] Export Excel

‘ Start export ... I € Back

66 Measurements found that match your criteria
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%

Spravy je mozné prisposobit kliknutim na polozku "Tenant Admin" > "Manage report
templates" (Sprava $ablon sprav) a potom na “Add new report template” (Pridanie novej
Sablony spravy).

Report templates
Use this to create, edit or delete report templates for this tenant. Each template can

’ have its specific look and configuration.
Administration

 Tenant Admi
+ Add new report template ~

2025 template (ALEX3, ALEX AIR, ALEX FOOD, FOX)
Legacy template (ALEX", ALEX?, FOX, PAX)

K dispozicii su dva druhy Sablén: starSia Sablona pre produkty ako ALEX, ALEX? a FOX a
Sabléna 2025 pre novsie produkty ako ALEX3, ALEX Air, ALEX Food, ale aj FOX.

Konfigurator Sablén zostav pozostava zo Siestich kariet, ktoré mozno pouzit na prispdsobenie
Sablony zostavy: VSeobecné nastavenie, rozloZenie zahlavia, obsah, nazov suboru PDF,
znacka a podpisy.

Na karte ,VSeobecna konfiguracia“ je mozné vybrat nasledujluce nastavenia:

Nazov Sablény hlasenia

Predvoleny jazyk (jazyk mozete eSte zmenit pre kazdé hlasenie osobitne)
Podporované produkty

Velkost PDF
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Na karte ,RozloZenie zahlavia® mozno nakonfigurovat obsah a poradie zahlavia.

Prostrednictvom rozbalovacich zoznamov mozno pridat nasledujuce informéacie:

Ukazka datumu
Datum analyzy

Datum analyzy

Datum schvalenia
Datum tlacge

Kod pacienta

Kod vzorky

Meno pacienta

Datum narodenia
QR-kéd
Alergény/Antigény
Testovacia metdda
Informacie o lekarovi
Dal$ie informacie Text
Kod ziadosti

Schvalil

Testoval

Informacie o zariadeni

Ak je rozbalovacie pole ponechané na hodnote ,Ziadne, na tejto pozicii sa nezobrazi Ziadny

text.

Na karte ,Obsah“ je mozné vybrat nasledujuce nastavenia:

Filter vysledkov: mozno urcit alergény zobrazené v hlaseni (v3etky alergény, len

pozitivne alergény, len negativne alergény).

Poradie triedenia alergénov: Podrobnosti o alergénoch v sprave (v jednej skupine

alergénov) mozno zoradit’ tromi réznymi sposobmi:
Abecedné usporiadanie podla kédov alergénov

Abecedné zoradenie podla nazvu alergénu (bezny nazov)

Zahrnut QR-kod pre portal pacienta: na pristup k portalu pacienta je mozné na

hlasenie vytlacit QR-kod:
Ziadne
Horna a dolna ¢ast’
Horna Cast
Dole
Zahrnut celkové IgE s tromi moznostami:
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Nezahfnat

Horny

Dole
Zahrnut interpretaciu (RAVEN)
Pozri prislusnu kapitolu. Tu mozno vybrat, & sa ma interpretacia zahrnut do spravy
automaticky, alebo len na poziadanie.
Informacie o krizovej reakcii: Vyberom mozZnosti ,include cross-reactive information®
(zahrnut informacie o skrizenej reakcii) sa na koniec spravy pridaju vysvetlujuce vety
s opisom tych rodin alergénov, ktoré su pozitivne na prvej strane. (pozri ,skrizene
reagujuce alergény“). Je mozné zahrnut informacie len ako text alebo informacie a
tabulku vSetkych pozitivnych alergénov).

Na karte ,Nazov suboru PDF* je mozné vybrat nasledujluce nastavenia pre nazov suboru:

Zahrnut meraci QR-kod
Zahrnut koéd pacienta
Zahrnut meno pacienta
Zahrnut kod vzorky
Zahrnut datum a ¢as

Je mozné definovat aj manualny vzor, v takom pripade sa vSetky ostatné nastavenia budu
ignorovat..

Na karte ,Branding“ je mozné vybrat' nasledujuce nastavenia:
Vlastna farba: farby zahlavia mozno prispbsobit’ v celej palete farieb
Loga: V pripade, Ze sa v hlavicke nachadzaju loga, mozete ich pouzit' na vytvorenie
loga: Okrem loga na oboch stranach hlavicky prvej strany je mozné pridat miniatarne

logo do zahlavia vSetkych stran. V predvolenom nastaveni je to miniatura loga na lavej
strane zahlavia.

Na karte ,Podpisy“ mozno pridat az 3 obrazky en spravy vo forme podpisov.
Po vykonani zmeny je mozné $ablénu vykazu ulozit kliknutim na tlacidlo ,Ulozit*.

Sablénu spravy je mozné duplikovat pomocou tlagidla ,Duplikovat® v dolnej &asti stranky.
Aktualna Sablona spravy sa duplikuje a duplikat sa automaticky nacita, ¢o je mozné rozpoznat
podfa nazvu Sablony spravy:
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Edit report template

Your changes have been saved successfully.

General configuration

Mame: Supported products:
FOX new - Duplicate FOX (2025)
Default language: PDF size:
English (en) $ A4

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna « madx.com « CRN 448974 g

L

L1

Strana 47 z 83



Konfigurator Sablény zostavy pozostava zo Styroch kariet, ktoré mozno pouzit na
prispésobenie 3ablény zostavy: General (VSeobecné), Design (Dizajn), Header (Hlavicka) a

Content (Obsah).

Add a new report template

General Design Header Content

Na karte "General" mézete vybrat nasledujuce nastavenia:

Nazov Sablony spravy
Zakladna 3abléna

Preferovany jazyk (jazyk mézete zmenit pre kazdu spravu zvlast)

Configure report template "New report template”

General Design Header Content

Name: = New report template This Is the name of the

e

mplate which shows up in

the dropdown list while generating a report.

A base template which specifies basic functionality

Base Template: Version 2 (ALEX2 only) v
must be chosen.
Preferred language: English (United States) (en-us) v " de_.a.l' § Ia’.gl.age can be specified which will be
used if there isn't yet a language stored to a

PDF pomenovanie:
Typ nastavenia: Vyberte si z nasledujucich moznosti:
ID pacienta
Meno pacienta
ID vzorky
Meranie QR-kédu
Datum a Cas
Typ nastavenia: Vyberte si moznosti tak, ako vam to vyhovuje
Priklad: Report_{PatientID} {DateAndTime}
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Paticka: Text je mozné pridat do poznamky pod Ciarou na vSetkych strankach

[A PDF naming
Setting Type: Manual - 1_'he ﬂlename of the r.’eport PDF can be customized.
Either built automatically based on your selection
below or manually adjusted in the order of your
needs.
MName Pattern: = Report_{Patientld}_{MeasurementQrCode}

Available Elements: {Patientld} ; {PatientMName} ;
{Sampleld} ; {MeasurementQrCode} ; {DateAndTime}

[8 PDF naming
. fi f PDF ized.
Setting Type: Automatic s 1_'he |Ien§me of the r.'eport DF can be custom! ed
Either built automatically based on your selection
below or manually adjusted in the order of your
needs.
Include Patient ID:
Include Patient
Name:
Include Sample ID:
Include
Measurement QR-
Code:
Include Date &
Time:
99 Footer
. . . . . E
Footer text: Will be printed in the footer if provided and
rendered as HTML.
A

Na karte "Design" mdzete vybrat’ nasledujuce nastavenia:

Format PDF
Pismo
Obrazok na pozadi: na vSetky stranky je mozné pridat pozadie s vodoznakom.
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Configure report template "New report template”

General Design Header Content

Specifies the paper size of the output PDF.
PDF format: @ A peciiies the pape N N P
Letter
. The font family of the whole report texts can be
Font: Arial v N N erep e
adjusted.
. f set, this image is used as background on the first
Background image: Browse st 1age ed ckg c e
page of the PDF.
Mazximum file size 1 MB

Paleta farieb: Zakladné farby $ablény a vyslednych tried mozu byt prispbsobené celej
farebnej palete

Loga: K logam na oboch stranach zahlavia titulnej strany pribudne miniatarny logo
mozno pridat’ do zahlavia v8etkych stranok. V predvolenom nastaveni je to miniatura
logo na favej strane zahlavia.

Podpis: Okrem toho je mozné nahrat’ obrazok podpisu, ktory sa prida na koniec
spravy.

Vlastny indikator intenzity (vlastny SVG na zobrazenie intenzity alergénu méze byt
pridané)
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@ Color settings

Color palette: Palette 1

4

Color 1:

Color 2:

Color 3:

Color 4:

First level headline
color:

Second level
headline color:

Third level headline
color:

® Logos

Logo (left): R— Thls logo |H appear on the top left corner of the
first page of the report.

Maximum file size 1 MB

Text (centen): This text will appear either on the left, right, or center
of the top of the first page (depending on your
configured logos).

Supports the placeholders {{ PATIENT_PORTAL_QRCODE
}+ and {{ PATIENT_PORTAL_URL }} to dynamically

insert measurement information.

A
Logo (right): R— ThIS logo |H appear on the top right corner of the
first page of the report.
Maximum file size 1 MB
Small logo: R This logo is u.secl on all detail pages. If not set, the
default logo is used.
Maximum file size 1 MB
B Signatures
Left: E— Th'\s s.ignature or image will appear on the last page,
left aligned.
Maximum file size 1 MB
Center: E— This S|gn.ature or image will appear on the last page,
center aligned.
Maximum file size 1 MB
Right: E— Th\s sig.nature or image will appear on the last page,
right aligned.
Maximum file size 1 MB
& Indicators
Custom intensity A cus;o: S\aar'ltlj::msplla\,;ng allecrjgen |nlen5\2’ cdan be
indicator- pasted here, Will be styled according to specifie
colors.
The SVG element must contain the attributes
width and height with a minimum dimension of 16
for correct display in PDF.
Y

®: 5VGs paths which should be colored must require
the colorize dass as well as a fill defined in the defs
segment of the SVG.
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Obsah a rozlozenie zahlavia mozno nakonfigurovat' tak, aby sa zobrazovalo na lavej alebo
pravej strane prostrednictvom tabulky 8x2. Nasledujuce informacie mozno pridat

prostrednictvom rozbalovacich zoznamov na kazdu poziciu tabulky 8x2:

Sample Date (Ukazka datumu)

Assay Date (Datum analyzy)

Analysis Date (Datum analyzy)

Approval Date (Datum schvalenia)

Print Date (Vytlacit datum)

Patient ID (ID pacienta)

Sample Code (Vzorovy kéd)

Patient Name (Meno pacienta)

Date of Birth (Datum narodenia)

QR-Code (Kod QR)

Amount of tested allergens (Mnozstvo testovanych alergénov)
Test method (Testovacia metoda)

Doctor information (Informacie o lekarovi)
Quality Control text (Text kontroly kvality)
Additional Info Text (DalSie informéacie Text)
Requisition Code (Kod poziadavky)
Approved by (Schvalil)

Tested by (Testované)

Ak je rozbalovacie okno ponechané na hodnote "None", na danej pozicii sa nezobrazi ziadny
text. To isté plati, ak v podrobnostiach o merani nie su vyplnené Ziadne informacie pre

konkrétnu poziciu.

Okrem toho moZno v pripade potreby pridat vlastny nadpis zaskrtnutim policka vedla

textového pofla, ktoré sa ma prispdsobit’.
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Configure report template "New report template”

General Design Header Content
Header content: Left half Right half
Custom headline Custom headline

Patient Name * Doctor Information *
Patient Name = None =
Custom headline

Date of Birth = None s
Sample ID = None s
QR-Code = Additional Info text s
Analysis Date = None s
Amount of tested allergens * None *
Test method = Quality Control text =

Na karte "Content" mdZete vybrat nasledujuce nastavenia:

Alergény, ktoré zahffiaju
Poradie triedenia alergénov: Podrobnosti o alergénoch v sprave (v jednej skupine
alergénov) moézu byt
triedené tromi réznymi sposobmi:

Abecedné poradie podla kédov alergénov

Abecedne zoradené podla nazvu alergénu (bezny nazov)
Zahrnut prehlad alergénov
Zahrnut typ vyrobku
Zahrnte celkovy IgE s tromi moznostami:

Nezahfnajte

Po $pecifickych vysledkoch alergénov

Na titulnej strane
Informacie o krizovej reakcii: Vyberom moznosti "include cross-reactive information",
na koniec spravy sa pridaju vysvetlujuce vety, ktoré opisuju tieto rodiny alergénov,
ktoré su pozitivhe na prvej strane. (pozri "cross-reactive allergens"). Na stranke je
mozné uviest informacie len ako text alebo informacie a tabufku vSetkych pozitivhe
alergény).
Zahrnut timocenie (RAVEN)
Pozri prislusnu kapitolu. Tu mozno vybrat, ¢ sa ma interpretacia
zahrnuté do spravy automaticky alebo len na poziadanie.
Dalsie informécie vytlagené v sprave pod zoznamom vysledkov:

Approval date (Datum schvalenia)

Assay date (Datum analyzy)
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Doctor info (Informacie o lekarovi)
Print date (Vytlacit datum)

Report info (Informacie o sprave)
Sample date (Datum vzorky)

General Design Header Content
Allergens to include: Al allergens s Specifies which kind of allergens should be included in the report.
s i Specifies the sort order of the allergens.
Allergens sort order: Alphabetlcally by allergen - i 9
Include Overview: Whether the allergen overview should be printed or not
Include product type in Whether the product type should be printed in the header of
overview: allergen overview.
Include Total IgE: On the front page s Whether the information of total IgE should be included in the
report and where.
Croseraactive includetest s This section will be displayed underneath the allergen list itself
information:
: " It can be specified if the Raven report interpretation information
Include Interpretation: Include manually s )
should be included in the report or not.
This section is printed underneath the allergens overview
i Additional information (below the list of results) Those informations are integrated into the report in an extra

section underneath the allergen list.

Approval date:

Assay date:
Doctor info: The information about the doctor which accompanied
the measurement/patient.
Print date: When the report was generated.
Report info: The ,additional info” field belonging to the

measurement.

Sample date:

Po zmene je mozné Sablénu spravy ulozit' kliknutim na tlaCidlo "Save".

Sablénu spravy je mozné duplikovat pomocou tlagidla ,Duplikovat® v dolnej &asti stranky.
Aktualna Sabléna spravy sa duplikuje a duplikat sa automaticky nacita, ¢o je mozné
rozpoznat podfa nazvu Sablony spravy:
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Configure report template "New report template - Duplicate”

General Design Header Content

Name: = New report template - Duplicate

L L3

Support products: ALEX?

L L3

Preferred language: =~ Deutsch (de)
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K dispozicii su tieto jazyky:

AzerbajdZan
Albancina

Angli¢tina

Angli¢tina (India)
Anglictina (Spojené kralovstvo)
Anglictina (Spojené staty)
Arabcina

Arabgina (Saudska Arabia)
Bulharsky

Cinsky

Chorvatsky

Cesky

Estoncina

Francuzsky

Grécky

Gruzinsky

Hind€ina

Holandsky

LotySsky

Litovsky
Maceddncina
Madarsky

Nemcina

Norsky

Perzsky

Pol'sky

Perzstina (Iran)
PortugalCina
PortugalCina (Brazilia)
Rumunsky

Rusky

Slovenska

Slovin€ina
Spaniel&ina
Spanielgina (Latinska Amerika)
Spanielina (Mexiko)
Srbsky

Svédsky

Taliansky

Thai

Turecky
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Ukrajinsky

Ak chcete definovat svoju "default" Sablonu, ktora sa pouziva ako Standardna Sabléna, musite
mat prisludné pouZivatelské prava. Potom, ak prejdete do &asti "Configure Tenant"
(Konfiguracia najomcu) v oblasti spravcu ndjomcu, mozete vybrat predvoleny jazyk a Sablony
pre kazdy typ testu.

The general configuration settings for your tenant.

Administration
@ Configure Tenant

& Tenant Admin

General configuration

* Name: MADx

Default #imzzone: (UTC+01:00) Amsterdam, Berlin, BEMT, Romwe=Siackholm, Vienna =
Configure a timezone to see date and times in (instead of UTC). Please note TiTaeigers can
choose to use a different timezone.

L3

Default report template (ALEX 1): Version 1 (ALEX1 & ALEX2)

L3

Default report template (ALEX 2): Version 2 (ALEX2 only)

1

Ueiaul* renort language: English (United Kingdom) (en-gb)
Default MOD: < No MQOD = s

Require ImageXplorer testarray scan: \Warn after 60 days, enforce after 90 days.

Spravu o neschvalenom merani si mdzete pozriet kliknutim na QR-kéd merania v zalozke
"New measurements"; Vyberte pozadovanu Sablonu spravy a kliknite na tlacidlo "Report".
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= Details
QR-Code: B©2APHEBS

Sample Code:

Requisition Code:
Sampling Date: TT. MM .11
Assay Date: 28.04.2022

Patient Code:

Patient Name:

Date of Birth: TT. MM, 1))

Info:
A
Doctor Info: Re
y ImageX
Choose a doctor... * | Insert doctor info ‘ Analysi
Tags:

a»

MOD: < No MOD =

Report Template: Version 2 (ALEX2 only) - Deutsch (de)

— . U —
Q Report 'n [ Save and approve

Potom sa zobrazi nahlad zostavy, kde si mozete vybrat Sablénu zostavy (predvolenu alebo
prispdsobenu) a nastavit predvoleny jazyk. Tuto spravu vo formate PDF vSak nie je mozné
stiahnut. Na tento ucel je potrebné meranie najprv schvalit.

Raptor [

= Report

Template: | Version 2 2 o ¢ 2
o ersion 2 (ALEX2 only MAD = ) c2s00082 Bz

——

il 02500042 e intemsl CC (Plausiiity check for GD) was within accestance range.

POLLEN
Grass Pallen

Schvéalené merania mozno prevziat bud spoloCne, alebo jednotlivo. Ak chcete stiahnut
merania spolo¢ne, najprv prejdite na kartu "Approved measurements" a vyberte merania, ktoré
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chcete stiahnut. Potom z rozbalovacej ponuky vyberte polozku PDF Report (Sprava PDF) a
lokalne sa do vasho pocitaca ulozi prie€inok zip obsahujuci spravy PDF.

_

Approved Measurements

Q  search by QR

-Code, patient, sample, tag, analysis date ...

| & Download selected measurements ~ ‘

O Source
@
@
E

Tags Product type QR-Code Sample C
ALEX2 B2AKV3OD
ALEX2 B2ZAKV3OD
ALEX2 B2AKV39D

& Download selected measurements ~

Report (PDF format)
CSV format
Excel format

ASTM format

2 Update interpretation
[3 Choose Reporttemplate
@ Share
» Move

) Unapprove

Ak kliknete na meranie, dostanete sa do oblasti podrobnosti tohto merania. Odtial mozete
zobrazit’ aj nahlad spravy a zmenit nastavenia zahlavia a jazyka tejto spravy. Potom si odtial
md&zete priamo stiahnut spravu.

= Detalils

QR-Code:
Sample Code:
Requisition Code:
Sampling Date:
Assay Date:
Patient Code:
Patient Name:
Date of Birth:
Info:

Doctor Info:
Analysis:
Approved:

ImageXplorer:

Tags:
MOD:

Report Template:

MacroArray Diagnostics « Lembdckgasse 59, Top 4

B2AKV30D

27.09.2021

27.09.2021 15:39
27.09.2021 15:39

23167844

Version 2 (ALEX2 only) - Deutsch (de)

.

1230 Vienna » madx.com « CRN 448974 g Strana 59 z 83



— Report
Template: Default 3

Langunge: English =

) Use defaults

Patient 1D;
Patient Narme:

Date of Birh;

Sample 10:
Barcede: (ZAAE

- .

& Download PDF Sanpted on:
Tested on: 12118
Frimted om 1219
Maobe: The internal QC [Plausibility

Lab report: Summary on de

Grass Folien

nanage the report templates and sentings via the tenant administration Pollen Tres Palén
Weed Pallen
Mites Houss Dust M
Microarganisms Fungal Spaces
Legumes
Grain

Spices
Plant-Based Food _D .
FiruRs

wegelabies
MNuls & Seaag
Milk

Na podporu interpretacie vysledkov systému bol implementovany Specialny softvérovy modul:
RAVEN.

Interpretacny dotaz v systéme RAVEN je mozny pre obe - schvalené aj neschvalené -
merania. Spravu je mozné stiahnut' len pre schvalené merania. Interpretacia sa do spravy
pridd automaticky, ak je zvolend Sabléna spravy, pre ktoru bola zadand moznost
"Automatically include interpretation”.

Ak bola pre vasu Sablénu spravy vybrana moznost Interpretacia "Include manually triggered
interpretation”, musite interpretaciu pre meranie spustit ru¢ne tak, Ze prejdete na stranku s
podrobnostami merania, potom kliknete na ikonu ponuky a vyberiete mozZnost "View
interpretation”.
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@ 02AABO19

View array
View report

Of View interpretation
B Approve measurement

Otvori sa nova stranka, na ktorej si mézete vybrat subor pravidiel, ktory chcete pouZit na
interpretaciu vysledkov.

Rule set

L1

RAVEM Ruleset A for ALEX

A rule set defines the RAVEN or RAVEN? engine that is used to interpret results.

Pre ,RAVEN Ruleset A and B for ALEX" sa otvori stranka, na ktorej je mozné zadat
nastavenia, ako napriklad jazyk, Specifické informacie o pacientovi (vek, pohlavie, prostredie)
a priznaky pacienta.
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Patient symptoms
Asthma
Rhinitis
Conjunctivitis
Urlicaria
Angicedema
Oral Allergy Syndrome
Eczema

Anaphylaxis

= Interpretation

Settings

Language:

Patient information
Gender:
Age:

Environment:

S Request interpretation

Pre ,RAVEN?for ALEX" je mozné vybrat jazyk a region pred pokratovanim v anamnéze, ktora

je k dispozicii ako dotaznik.

MacroArray Diagnostics « Lembdckgasse 59, Top 4

Mone

None

one

Maone

MNomne

MNone

English

Female

30 years

Continental
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Interpretation settings

Language: Region:

L
ik

English (en)

O® ontinue with Anamnesis
®
R A g8 E N

INTERPRETATION SOFTWARE

m Spring Summer Perennial Food Insecis AIT Medication

MADx data declaration for smartRaven

No specific region

@ | accept to enter clinical data for using the full interpretation function of smartRAVEN

Patient has reported any symptoms

O Yes O No

Additonal information about the patient
[[] atopic Dermatitis
|:| Allergen-specific immunotherapy (AIT) - ongoing, completed or discontinued

[[] Medication

Kliknutim na tlacidlo ,Request interpretation® v pripade ,RAVEN Rulesets A and B for ALEX*
alebo ,Submit‘ v pripade ,RAVEN? for ALEX" sa vygeneruje vyklad.
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= Interpretation
Patient information Interpretation
Gender:  Female Raven Interpretation Summary
Age: 30 years Sample Information

PR —— The sample was tested on ALEX® Barcode 02AABO19, interpretation date 12/19/2019.

gens, 25 were above the

Asthma:  None Of the tested 295 jon limit of 0.3 kUa/L. A sensitization can be an indicator of

an allergy. For selected allergens, comments for interpretation are listed below.

Rhinitis:  None
Total IgE: 512 kU/L

The measured total IGE was 512 kU/L. Above a total IgE of 100 kU/L, allergy is likely.

Conjunctivitls:  None

Urticaria:  None
Cross-Reactive Allergen Sensitization detected
Angloedema: None
Sensitization against allergen molecules which are markers of (broad) cross-reactivity between different allergen
Oral Allergy Syndrome:  None sources
Eczema:  None
Detected cross-reactive allergen sensitizations:

Anaphylaxis: None
® PR-10s:Alng 1, Betv 1, Cora 1.0103, Fag s 1

GastroentericSymptoms:  None * Polcalcins: Alng 4, Phip 7

PR-10 Proteins (PR10)

PR-10 inhalative: The major birch pollen allergen, Bet v 1, represents the prototype of all PR-10 allergens and is
the primary sensitizer in regions with birch pollen exposure. The presence of PR-10 allergens in Fagales tree
eech, oak and horbeam. PR-10 nutritive:

pollen explains IgE cross-reactivity between pollen from hazel, alde
PR-10 allergens in raw fruits, nuts, vegetable and legumes can induce oral allergy syndrome and sometimes

severe allergic reactions in sensitized individuals. PR-10 allergens are not stable to heat and digestion,

Polcalcins (Ca++ binding proteins, PC)
Members of the PC family can cause inhalative symptoms. PC allergens can be found in pollen from grasses, trees
and weeds. Inhalative symptoms manifest as allergic rhino-conjunctivitis and/or allergic asthma.

Interpretacia sa potom vlozi na koniec spravy a zobrazi sa aj v okne nahladu. Merania, ktoré

oe
uz dostali interpretaciu, su ozna¢ené nasledujucim symbolom: A Po kliknuti na symbol

je mozné interpretaciu skontrolovat' tak, ako je uvedené vys8ie, s moznostou aktualizovat
(vyziadat’ si novu) alebo vymazat’ existujucu interpretaciu.

Okrem toho je mozné spustit’ aj niekolko interpretacnych dotazov v davke. Ak na stranke s
prehladom vyberiete niekolko merani (neschvalenych aj schvalenych merani) a kliknete
mysSou na 3 riadky v lavom hornom rohu, mézete vyberom polozky "Update interpretation”
vykonat davkovy dotaz.

¥ Selected measurements +

&2 Download CSV format

&2 Download Excel format

Approve

P Update interpretation
[ Choose Reporttemplate
> Modify Tags
Re-Process

» Move

Modify QC Result

O Delete
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Pouzivatel ma moznost’ vybrat definovanu skupinu alergénov, ktoré sa maju zohladnit’ pri
vysledku. V okne podrobnosti merania je mozné vybrat preddefinovany panel. Ak je vybrany
panel, softvér zobrazi iba alergénové skvrny a vysledky vybraného panelu. Ak chcete zrusit
vyber a zobrazit' vSetky alergény, vyberte moznost "no MOD".

= Details

Qwcode

Sample Coder

8 )

Sermping Uete

Amay Dete

Patwnt Code

Patient Mame

|

Date of Brth

o

Dacion il

Tags

Receivods 07102020 1444 Arabyvee 07 020 14:44

ImageXplorer: 231%39) Autarmatic QC: B
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POZOR! Po schvaleni merania sa vysledky alergénov, ktoré neboli zahrnuté do MOD,
vymazu z obrazku aj z udajov, a preto nie su viditeI'né ani v sprave.

Ako preddefinované MOD mozno vybrat nasledujuce panely alergénov:

AlT relevantné

ALEX? bez jedov

Potraviny zivo€iSneho pévodu
Svaby, roztode a hmyz
Kontaktné alergény

Vajcia a mlieko

Potravinové alergény
Alergény z ovocia

Chlpaté zvierata

Inhalaéné alergény
Strukoviny, orechy a semena
Molekularne alergény
Rastlinné potraviny

Pelové alergény

Jedovaté alergény

Kazdy najomca si m6ze definovat’ vlastné panely MOD. Ak to chcete urobit, prejdite do Casti
"Tenant Admin" --> kliknite na "Manage MODs" a vytvorte panel MOD S$pecificky pre najomcu
kliknutim na "Add new MOD". Pre kazdy typ produktu je mozné definovat MOD.

Administration
Z° Tenant Admin

1 g &
a Personal Settings
i 3 MODs

> Log out ] ) o )
Use this to create, edit or delete MOD settings for this tenant.

43 Support
P 18 Manage MODs
© Imprint

Zadajte nazov panela, typ vyrobku, typ MOD (len 3pecifikované alergény alebo vsetky
alergény okrem Specifikovanych) a alergény (podla ich kédu), ktoré chcete do panela zahrnut.

MacroArray Diagnostics « Lembdckgasse 59, Top 4 « 1230 Vienna « madx.com « CRN 448974 g Strana 66 z 83



Create new MOD

Name: Bet v Panel

Type:  Only specified allergens

Deactivated: No

e ——
‘ B save I & Cancel
| —

Okrem toho su v konfiguraci

nastavenia MOD
General configuration
* Name:

Default timezone:

Default report template (ALEX 1):
Default report template (ALEX 2):
Default report template (FOX):
Default report template (PAX):
Default report language:

Default ALEX2 MOD:

Default FOX MOD:

Default PAX MOD:

Force MOD:

Hide Global MOD:

Display MOD Excluded Spots As Research Use Only:

Require ImageXplorer ConfigXplorer scan:

Allergens: Betv1
Betv2
Betvé

o

-

MOD once it is in use, But you

able for new

i ngjomcu (Tenant Admin [ Configure Tenant) k dispozicii tri

MADx Tenant

(UTC+01:00) Amsterdam, Berlin, Bern, Rome, Stockholm, Vienna =

Configure a timezone to see date and times in (instead of UTC). Please note that users can choose to use a different timezone.

Version 1 (ALEX1 & ALEX2) =
Alex test 123 $
FOX s
PAX 1402 =
English (United States) (en-us) s
< No MOD > =
< No MOD = s
< No MOD = .
False $

Requires a measurement to always have an MOD assigned. If this setting is enabled. a measurement cannot be approved
without an MOD assigned.

False $

If this setting is enabled, only the tenant-specific MOD will be available to select, and the global system-wide MOD will be
hidden.

False +
If this setting is enabled, spots excluded by an MOD will not be hidden from the measurement image, but displayed as a "RUO
spot’.

Warn after 60 days, enforce after 90 days.
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iz

Force MOD: Ak je toto nastavenie pravdivé, pri ukladani alebo schvalovani merania
sa musi vybrat MOD.

Doctor Info:
4
Choose a doctor... % | Insert doctor info
Tags:
MOD: < No MOD > $
Report Template: ALCAZ _VI.17 - :spa'ﬁui 1E5]

B Report [ Save and approve

Hide Global MOD: Ked je toto nastavenie pravdive, globalne MODy sa pri Uprave
merania nezobrazuju v rozbalovacom zozname MOD.

MOD: < No MOD >

o

Report Template: | < No MOD >

Global_ MOD_ALEX_v1.17
MOD_ALEX v1.17

Force MOD: True B

Requires a measurement to always have an MOD assigned. If this setting is enabled, a measurement

i chaaik s AMOD o
o =4

Hide Global MOD: True

O

If this setting is enabled, only the tenant-specific MOD will be available to select, and the global
system-wide MOD will be hidden.

Display MOD Excluded Spots As Research Use False ¢

Only: =
"W If this setting is enabled, spots excluded by an MOD will not be hidden from the measurement

image, but displayed as a "RUO spot".

MOD: < No MOD >

O

Report Template: AU DES
MOD_ALEX_v1.17

Save and approve
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Display MOD Excluded Spots As Research Use Only: Ak je toto nastavenie pravdivé,
miesta skryté MOD sa zobrazia ako RUO v zobrazeniach Podrobnosti a Pole merania.
(Na stranke osobnych nastaveni musi byt polozka Research Spots (Vyskumné miesta)
nastavena na moznost Show (Zobrazit).

Force MOD: False $
R an MOC this C
oved wit an MOLC
ne(
Hide Global MOD:  False :
ecific M be available
Il be | 3
Display MOD Excluded Spots As True $
RASMRECH Hon thiy- OD will not be hidder
a "RUO spot”

Configuration

Calibration
string:

Research spots: = Show research spots

O

(z‘

z @3

>

® @

&)

)

N
v)

@

R
R)
R) R
® ) ® R
R R
R
R

DA D

®e®
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Ako kvalitna vzorku mozno pouzit ,Lyphochek Allergen IgE, Panel A“ od spolo¢nosti Bio-Rad
Laboratories (REF 12000142, REF 12000144). Kritéria prijatelnosti pre vybrané alergény
prislusnej Sarze lieku Lyphochek (8arza 22660, Sarza 22650, Sarza 22640) su uloZzené v
RAPTOR SERVER.

Nové merania vzoriek kvality sa zobrazuju v "New Measurements". Ak je meranie zvyraznené
¢ervenou farbou, namerané hodnoty jednotlivych protilatok su mimo definovanych intervalov
akceptovatelnosti. Ak je meranie oznaCené zelenou farbou, vSetky akceptaéné kritéria boli
splnené.

ﬁ MAX 45k
AKX 7oK

Podrobné zobrazenie merania zobrazuje obraz analyzy so vSetkymi alergénmi. Na tomto
obrazku su zobrazené len tieto alergény a tento konkrétny MOD nie je mozné upravit. Okrem
toho je obrazok analyzy oznaceny aj ako vzorka QC.

Podrobné vysledky merani mozno najst v tabulkovej alebo grafickej forme v module QC
zariadenia (Tenant Admin > Manage ImageXplorers alebo Manage MAX Devices). Ak je
zariadenie pripojené k serveru RAPTOR-SERVER, modul QC mozno ovladat aj priamo
prostrednictvom odkazu na ovladacom paneli (pozri stranu 8).
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MAX devices for "MADx Tenant"

Add new MAX device | & Download MAX Agent Software

Name Type Key Serialnumber Last connection Last activity
9k-TRO3-PROD Max9k 9Dgg8IMHE4EB3gagShDijkNB16KVRE 22869993 vor 7 Monaten vor 7 Monaten EWReleR i Configure | @I
AutomatWithKeyThatDidNotWorkBefore  Max45k 1q4DGUbYq1I0cPudmhyMHumyrx2B6G 19696008 vor einem Jahr nie = List View

1 —_

MAX 002 Max45k dobknHfKbIEa6eMMbLAN71I6TGlelv 19120002  vor einem Jahr vor einem Jahr | 122 Chart Trend View,

Spravu o merani vzorky kvality mozno nacitat’ prostrednictvom moznosti ,List View* a ,View
Results".

Moznost ,Chart Trend View" (Zobrazenie trendu grafu) zobrazuje vSetky kritéria akceptacie v
grafickej podobe, priCom interval akceptacie je tiez vyzna€eny farebne (s minimalne dvoma
meraniami). Pentru a oferi mai multe informatii pentru evaluare, CV, deviatia standard si
valoarea medie sunt disponibile in mod implicit pentru fiecare alergen. De asemenea, este
posibil sa le eliminati din grafic facand clic pe numele lor in descrierea de sub grafic.

Fel d 1 with QC-Sample 31 and Lot 00001

kUA/L

09 &

=)
[=)]

[=]
[¥%)

Mar May Tl Sep eE 2024 Mar

Mean ~)- Standard Deviation -~ CV

Po min. po¢te merani (napr.: 20 merani) mozno sledovat’ intervaly Specifické pre zariadenie
(2 a 3 standardné odchylky). Tymto spésobom mozno presne uréit laboratérne Specifické
intervaly pre kazdy alergén Lyphochek.
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Neschvalené (nové) merania mbzete odstranit vyberom pozadovanych merani a vyberom
moznosti "delete" v rozbalovacej ponuke. Pred trvalym vymazanim merania sa zobrazi
upozornenie, Ze je potrebné ho schvalit. Vymazané merania sa natrvalo vymazu a nemozno
ich obnovit.

New Measurements

Q. | search by barcode, patient, sample, tag, analysis date, a

¥ Selected measurements ~

& Download CSV format 29 Product type
& Download Excel format FOX
FOX

Approve

. . ALEX2
2P Update interpretation
Re-Process FOX
» Move ALEX2
0 Delete ALEX1

Delete measurements

You are about to delete the following measurements. Plezss note that this achion 15 imeversible and cannot be undons.
Barzade Analysis Date

BIAAELER 16.12.2012 13:41

[Eimes s

Doélezité je tiez vediet, Ze vymazanie novych merani je spojené so Specifickym pouzivatelskym
pravom "edit measurement". Nové merania m6ézu vymazavat pouZzivatelia administratora
najomcu s tymto pravom alebo pouzivatelia administratora systému. Pouzivatelia Tenant
Admin bez tohto prava tuto moznost nemaju. Kazdy pouzivatel vdak méze poziadat o
vymazanie merani v grafickom rozhrani RAPTOR SERVER (otvorené meranie, vpravo dole).
Tuto poziadavku je mozné aj stiahnut.

Plant Food M Jugr3 0.40
Food

Plant Food M Jugr1 0.38
Food

17 Request delete
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Plant Food M Jugr3 0.40
Food
Plant Food M Jugri 0.38
Food

Delete request scheduled now. | ) Cancel delete request ‘

Pouzivatelia spravcu systému dostanu tuto Ziadost (special feature in the system admin rights:
“Measurement delete/unapproval log & requests”) a mdzu ju prijat alebo zamietnut.

Background jobs

ign in. Can be View details about running background jobs and manually schedule runs.

£83 View dashboard

Measurement delete / unapproval log & requests

Show logging and pending requests for measurement delete and unapproval.

T show log & requests

Measurement unapproval / delete requests

Pri Ziadosti o neschvalenie m6zu pouzivatelia postupovat podla rovnakej funkcie ("request
unapprove"; otvorené meranie vpravo dole). Takéto Ziadosti opat dostavaju pouzivatelia
spravcu systému, ktori mozu tuto zZiadost prijat’ alebo zamietnut.

Kazdé vymazanie alebo neschvalenie bude zaznamenané v databaze, ktora zostava v sulade
s regulaénymi poziadavkami.

Measurement unapproval / delete requests

Log & Finished requests

Racquesting Use (Ema)

1.10.20; Siegfred Schnabl isschnabb@gmat)

Siegfried Schnabl (s schabb@gmat

Ak pouzivatelia predkladaju Ziadost o neschvalenie alebo vymazanie merania, dostanu e-
mailové oznamenie hned, ako spravca systému ziadost prijme alebo zamietne.
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Informacie o pacientovi zodpovedajuce urcitému testovaciemu QR-kédu mozno pridat do
suboru Import-Template .csv alebo .xls. Ak chcete tento subor prevziat, prejdite do oblasti
Tenant Admin (Administrator najomcu) a kliknite na polozku "Manage Measurement Data
Completion" (Sprava doplnenia udajov o merani) v Casti "Measurement data completion"
(Doplnenie udajov o merani). Tam si mbzete vybrat medzi formatmi .csv a .xls (odporuca sa
format xIs).

m Measurement data completion

Mana.

o) Manage Measurement Data Completion

t can be assigned to a measurement.
Administration

22 Tenant Admin

RAPT R

Measurement Data Completion

(D No entries yet. Please import Data using the Upload button. You can use the Download Template button for an raw template.

Download Template »

Choose file... Browse

Po stiahnuti suboru Sablény mézete zadat’ Specifické udaje pacienta pre prislusny kéd QR
alebo vzorovy kéd, ulozit ho do pocitaa, znovu nahrat dokument a kliknut na tlacidlo "Apply
Changes". V pripade merani MAX sa porovnanie uskutoCni na zaklade vzorového kédu. V
pripade merani v aplikécii ImageXplorer sa QR-kdd uvedie a prida do prvého stipca stboru so
vzorom. V pripade zariadeni MAX pridajte do prvého stipca kéd vzorky a nepridavajte kéd QR.

_SampIeCode PatientID Patient Name Date Of Birth  Sampling Date  AssayDate  Referring Physician Additional Info  Requisition Code
QR-Code/SampleCode SampleCode  Patientld PatientName  31.12.2000 01.01.2015 15.03.2015 ReferringPhysician Additionalinfo  RequisitionCode

Po nahrati tohto suboru sa zobrazia zadané informacie. Tieto informacie je mozné dalej
upravovat a aplikovat zmeny.

Verify Changes
+ & QR-Code CreatedAtUtc Sampleld Patientld PatientName DateOfBirth SamplingDate AssayDate ReferringPhysician
+ 02AAB159 - 12 Te Test 31.12.2000 01.01.2015 15.03.2015 DrA

Apply Changes € Cancel
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Measurement Data Completion

Q  search by QR-Code or patient name.

QR-Code CreatedAtUtc Sampleld Patientld  PatientName  DateOfBirth SamplingDate AssayDate ReferringPhysician  Additionallnfo

02AABISS  0107.2022 104436 12 Te Test 31.12.2000 01.01.2015 15032015 Dra Info

Ak sa ziska snimka a informacie o prisluSnom testovacom QR-kdde boli nahrané uz predtym,
informacie o pacientovi sa automaticky importuju do softvéru.

Merania mozno zdielat' s lekarom alebo pouzivatefom, ktory nie je registrovany u Ziadneho
najomcu na serveri RAPTOR. Ak to chcete urobit, musite najprv vytvorit pouzivatelské konto
na Portali zdielfania vysledkov pre lekara. Ak chcete vytvorit’ ucCet, prejdite na "Tenant Admin
- Result Sharing Portal (Portal zdielania vysledkov)", kliknite na "Manage Users (Spravovat
pouzivatelov)" a pridajte nového lekara.

Zadajte informacie o pouzivatelovi a poslite e-mail na vytvorenie hesla. Pripadne mozete pre
pouzivatela vopred definovat heslo. Uistite sa, ze ste zmenili stav pouzivatela na "enabled".

Zdiefat mozno len uz schvalené merania. Na tento ucel prejdite na kartu "Approved
measurements”, kliknite na stranku s podrobnostami merania, kliknite na ikonu ponuky a
vyberte polozku "View Shares".

Add new user on Result Sharing Portal

General configuration

First name: Last name:
E-Mail address:
Username: Password:  Send an invitation e-mail to user automatically
tis a good idea to use the users e-mail-address as username as well.
Status: Locked (user cannot log in) $ Doctor Info Text:
Enabled (user can log in) 4

Locked (user cannot log in)

©2AAB0O21
View array
View report

2 View interpretation
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Potom vyberte pouzivatela, s ktorym chcete zdielat meranie, a kliknite na tlacidlo "Share".

Potom mdbzZete e-mailom odoslat odkaz, pomocou ktorého bude mat pouZivatel pristup k
tomuto meraniu.

You are about to share a measurement with a user of the User Portal. Please note that the doctor will have access to results of the
measurement. Once you share a measurement you'll be provided with a link to access the shared information via the encrypted User F

Barcode: ©2AABO21

Share with: X Dr. (testuser2@macroarraydx.com)

If you can't find a specific user of the User Portal, go to the tenant administration to
configure the list of available users of the User Portal

Spolo¢né merania su v zozname schvalenych merani oznacené nasledujucim symbolom:

@

Zdielané merania méze zruSit' aj pouzivatel ngjomcu kliknutim na "Revoke":

= Share
User Link Shared
RP Bak kn conil Lemece w . https://resultshare.raptor-server.com/s/07PXEpC7ZNythM4PdRfmct4NR5pUtWq5FlcqOY7Ry60EX08US) 7 months ago

Ak sa chcete odhlasit’ zo sluzby RAPTOR SERVER, kliknite na symbol osobného menu v
pravom hornom rohu, vyberte poloZku "Log out" a zatvorte okno.

Administration

22 Tenant Admin
X System Admin

&& Personal Settings

8 Support

© Imprint
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Pristup k portalu na zdielanie vysledkov je mozny prostrednictvom stranky
https://resultshare.raptor-server.com.

Result Sharing Portal English (en) v

Welcome to the Result Sharing Portal

The Raptor-Server Result Sharing Portal allows users to view shared measurements. You will need a username and password to log in to
view all measurements that have been shared with you. Also, a sharing link will allow to view specific shared measurements.

Please enter your username and your
password:

Your username

Your password @

Did you forget your password? No
problem, you can request a new one.

Jazyk mbzete zmenit v hornej €asti obrazovky. Kliknutim na ikonu oka mozno zviditefnit
zadané heslo. Nové heslo je mozné vyziadat kliknutim na tlacidlo "request a new one".

Please enter your username and your
password:

Your username

password R

Po prihlaseni si pouzivatel méze zobrazit Udaje o meraniach pacienta, ktoré mu boli
poskytnuté. V hornej Casti stranky je mozné zmenit heslo kliknutim na "Change password".
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Result Sharing Portal English (en) ¥

Measurements

These are the measurements that are available for you. You may view the details of each measurement, or download the report PDF file.

Q. search by barcode, patient or sample.

Measurement Product Patient Sample Date
01AAK239 ALEX1 11852162 7/12/2019
01AAK281 ALEX1 04824821 12/18/2019
01AAK891 ALEX1 66560260 1/28/2020
02AAA015 ALEX2 2/21/2020

Zoznam zdiefanych merani mozno zoradit podfa QR-kédu, typu produktu, nazvu produktu,
mena pacienta, |D vzorky alebo datumu.

Kliknutim na QR-kdd merania sa otvori nova stranka. Na tejto stranke je mozné zvolit' jazyk
spravy pre kazdé meranie osobitne.

Po vybere jazyka je mozné poziadat o timo&enie alebo si spravu stiahnut' priamo kliknutim na
"Download report". Kliknutim na "Download report" (Stiahnut' spravu) sa otvori nové okno so
spravou vo formate pdf.

Measurement 02AYQ143
Product:  ALEX2 Report Language:
Patient: English (United Kingdom) v
Date of Birth:
Sample: You can request a new RAVEN interpretation that
Info:

will be included in the report.
Doctor Info:

Sampling Date: Request new RAVEN interpretation
Assay Date:  10/12/2023

Processed Date:  10/12/2023

Approval Date:  10/12/2023
You can download a PDF report that includes all

information and results of this measurement.

Download Report

Odhlaste sa z portalu zdielania vysledkov kliknutim na tladidlo "Log Out" v hornej Casti
obrazovky.

English (en) ™
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Ak mate akékolvek otazky, skusenosti alebo tazkosti tykajice sa analytického softvéru
RAPTOR SERVER, obratte sa na miestneho distributora.

Grafické rozhranie RAPTOR SERVER je pristupné v jednom webovom prehliadaci. Aplikacia
je optimalizovana pre prehliadaé Google Chrome v systémoch Windows 10 a 11. Na
pouzivanie musia byt povolené nasledujuce pristupové prava, minimalne na odchadzajucom
porte 443:

www.raptor-server.com
api.raptor-server.com
resultshare.raptor-server.com
www.madx.com

Nasledujuce chyby su najCastejSie, a preto su tu podrobnejsie vysvetlené.

Pripojenie k serveru www.raptor-server.com zlyhalo (agent oznaci pripojenie ¢ervenou
farbou)

/. Raptor Agent for ImageXplorer v1,1.0.43 - X
Exit  Settings

10:06:52.9100 - Started. Operatoris ‘gunacker’|

Server: Connection to https://www.allergy-explorer.com/ failed. |l ImageXplorer: Connected to Basler daA1280-54um (22899872).

MozZné rieSenia:

Skontrolujte pripojenie na internet Kliknite na nastavenia a skontrolujte, ¢i je adresa
RAPTOR SERVER URL (www.raptor-server.com) spravne

Kliknite na nastavenia a skontrolujte, ¢i je klu€ ImageXplorer spravny a zodpoveda
kfu€u zadané pre ngjomcu v sluzbe RAPTOR SERVER
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Settings n

Please enter the settings for your ImageXplorer. You can find your Image Xplorer key
when you log in to Raptor. Please contact support if you're not sure what the proper
settings are for your Image Xplorer.

Raptor URL: https://www raptor-server.com _
ImageXplorer Key: |ffadxgtxdgxhixfhdfgdevféxac 7 <N

Continue

ImageXplorer Pripojenie zlyhalo (agent oznaci pripojenie €ervenou farbou):
. Raptor Agent for ImageXplorer v1.1.0.43
Exit Settings Open Raptor
10:06:52.9100 - Started. Operator is ‘gunacker’.

10:11:33.93989 - Disconnecting from server ...
10:11:35.0321 - Server confims successful authentication to tenant MADx |

Server: Connected to MADx. |l ImageXplorer: Connection failed.

MozZné rieSenia:

Skontrolujte, ¢i je ImageXplorer pripojeny k pocitacu
Znovu pripojte ImageXplorer k pocitacu (vytiahnite a znovu zapojte kabel USB).

Kliknite na nastavenia a skontrolujte, Ci je kIu¢ ImageXplorer spravny a rovnaky ako
na RAPTOR SERVER

Settings n

Please enter the settings for your Image Xplorer. You can find your Image Xplorer key
when you log in to Raptor. Please contact support if you're not sure what the proper
settings are for your ImageXplorer.

Raptor URL: https://www raptor-server.com

ImageXplorer Key: |Ffgdxatxdgxhtdhdfadcvifexec7x <

Continue
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Spustenie merania nie je mozné:

The ImageXplorer IX training cannot be used, because it requires a ConfigXplorer scan.

Go to ImageXplorer configuration

Mozné rieSenia:

Kontrola, ¢i je ImageXplorer pripojeny
Skontrolujte, i bolo vykonané posledné pozadované skenovanie ConfigXplorer

Neuspesny prenos merani do zariadenia RAPTOR-SERVER:

Kazdé meranie pozostava z 257 jednotlivych obrazkov (256 obrazkov ROI a 1 obrazok QR-
kodu). Ak je poCet prenesenych obrazov nizsi (v désledku nestabilného prenosu), zobrazi sa
chybové hlasenie ("Analysis Error: Insufficient data transfer - check connection”
(Nedostatoény prenos udajov - skontrolujte pripojenie) sa zobrazi spolu s obrazkom v
RAPTOR-SERVER. V takom pripade je potrebné meranie zopakovat.
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Received: 06.04.2023 13:37 Analysis: 06.04.2023 13:37

ImageXplorer: 40287249 Automatic QC: m
qnalysis 3{{- ]l Insufficient data transfer - check connectio

Mozné rieSenia:

Pouzite originalny kabel USB, ktory bol zaslany spolu so zariadenim.

Na pocitadi, ku ktorému je ImageXplorer pripojeny, pouzite iny port USB.

Zariadenie ImageXplorer musi byt pripojené cez port USB 3.0/3.1. Notebooky alebo
prenosné pocitate maju takzvany "always-on" port USB (zvy&ajne port vedla portu na
nabijanie). Ak je to mozné, pouzite tento port.

Znovu pripojte aplikaciu ImageXplorer k pocitau (vytiahnite a znovu pripojte kabel
USB).

Ak mate stale problémy alebo akékolvek iné otazky tykajuce sa produktov a sluzieb
spolo¢nosti MacroArray Diagnostics, obratte sa na miestneho distributora.
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7.0

1.1 Tabulka s poZadovanymi produktmi pre analyzu a
rozdelenie zobrazovania, VII.2.1.2 Informacie o zariadeni
pridané ako mozny obsah hlavi¢ky, VI1.2.1.6 a VIl.2.2.4
pridana moznost duplikovat’ Sablénu spravy.:

6.0

Analyticky softvér RAPTOR SERVER v kombinacii s testovacou supravou ALEX?, ALEX Air,
ALEX Food a ALEX®:

wl C€...[IVD

Analyticky softvéer RAPTOR SERVER v kombinacii s inymi testovacimi supravami MADXx:

ul C € [IvD
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