1.

KUPNIi SMLOUVA

Smluvni strany

Masarykav onkologicky ustav

se sidlem Zluty kopec 7, 656 53 Brno

zastoupeny prof. MUDr. Markem Svobodou, Ph.D., feditelem
ICO: 00209805, DIC: CZ00209805

bankovni spojeni: Ceska narodni banka, &. u.: 87535621/0710
(dale jen ,kupuijici®)

a

AURA Medical s.r.o.

se sidlem K Verneraku 1193/4, 148 00 Praha 4

zastoupena Andreou Krejci, jednatelkou

ICO: 65412559, DIC: CZ65412559

bankovni spojeni: Ceskoslovenska obchodni banka, a.s., &. (.: 577585883/0300

zapsana v obchodnim rejstfiku vedeném u MS v Praze, odd. C, vl. 44675

(dale jen ,prodavajici®)

na zakladé vitézstvi prodavajiciho v zadavacim fizeni k vefejné zakazce Ultrazvukovy pfistroj pro ORDG [2024],
evidenéni Cislo vefejné zakazky: Z2024-041791 zadavané kupujicim dle zakona &. 134/2016 Sb., o zadavani vefejnych
zakazek, ve znéni pozdéjsich predpisll, uzaviraji v souladu s § 2079 a nasl. zakona ¢. 89/2012 Sb., ob&ansky zakonik,
ve znéni pozdéjsich pfedpist (dale jen ,ob&ansky zakonik*), tuto kupni smlouvu (dale jen ,smlouva®):

2.

2.1.

2.2.

2.3.

Predmét smlouvy

Prodavajici se zavazuje dodat kupujicimu ultrazvukovy pfistroj Canon Aplio a vCetné pfisluSenstvi dle specifikace
uvedené v priloze €. 1 smlouvy (déle jen ,zafizeni“), pfevést na kupujiciho vlastnické pravo k zafizeni a dale se
v souvislosti s dodanim zafizeni zavazuje k:

o instalaci/ montazi a uvedeni zafizeni do provozu,

o provest Skoleni nebo instruktaz dle zakona €. 375/2022 Sb., o zdravotnickych prostfedcich a diagnostickych
prostfedcich in vitro, ve znéni pozdéjSich predpist (dale jen ,zakon o zdravotnickych prostfedcich®), je-li
instruktaZ vyZadovana vyrobcem dle navodu k pouZiti, v rozsahu dle doporu€eni vyrobce zafizeni, v €esting,
v sidle kupuijiciho,

o pfipojeni zafizeni k siti PACS dle DICOM Conformance Statement uvedeného v pfiloze €. 4 smlouvy,

o dodani vSech dokladli a dokumentt potfebnych k pfevzeti a uzivani zafizeni v souladu s pravnimi pfedpisy,
zejména

= uzivatelskych manuall / navodld k obsluze a technickych manualt v Ceském jazyce v tisténé
i elektronické podobg,

= dokladl dle zakona &. 22/1997 Sb., o technickych pozadavcich na vyrobky a o zméné a doplnéni
nékterych zakon(, ve znéni pozdéjSich pfedpist, a jeho provadécich pfedpisu,

o odvozu veskerych oballl zafizeni a obdobnych materialu.

Prodavajici se v zaru¢ni dobé zavazuje k provadéni a poskytovani nasledujicich sluzeb (dale jen ,sluzby®):

o provadéni bezpecnostné technickych kontrol zafizeni,

o poskytovani konzultaénich sluzeb k zafizeni.

Kupujici se zavazuje fadné a v€as dodané zafizeni pfevzit a zaplatit za né& dohodnutou cenu, dale se zavazuje
zaplatit dohodnutou cenu za fadné a v€as provedené a poskytnuté sluzby.

Doba a misto dodani zafizeni
Prodavajici se zavazuje dodat zafizeni a splnit svoje ostatni zavazky dle ¢l. 2.1. smlouvy do 30 dnl od dne nabyti
ucinnosti smlouvy.

Prodavajici se zavazuje dodat zafizeni na Oddéleni radiologie Masarykova onkologického ustavu (Zluty kopec 7,
656 53 Brno, Svejduv pavilon).

Predani a prevzeti zafizeni

Prodavajici se zavazuje do 10 dnG ode dne nabyti GCinnosti smlouvy zaslat kupujicimu navrh €asového
harmonogramu dodani, pfedani a pfevzeti zafizeni a spinéni dalSich zavazku dle €l. 2.1. smlouvy (nedohodnou-li se
smluvni strany jinak, je dodani, pfedani i pfevzeti zafizeni mozné pouze v pracovni dny v dobé od 8.00 do 15.00 h).
Smluvni strany si navrzeny ¢asovy harmonogram potvrdi, pfipadné se domluvi jinak.
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4.2.

4.3.

4.4,

4.5,

4.6.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

Kupuijici se zavazuje pfevzit zafizeni, jsou-li zavazky prodavajiciho dle €&l. 2.1. smlouvy splnény fadné (zejména je-
li zaFizeni v souladu se smlouvou, pravnimi pfedpisy a technickymi normami; tj. je-li zafizeni dodano fadné) a véas,
v opacném pfipadé neni kupujici povinen zafizeni prevzit.
Prodavajici se zavazuje o pfedavacim Fizeni pofidit ve 2 vyhotovenich zapis obsahujici:
o identifikaci smluvnich stran,
specifikaci zafizent,
prohlaseni kupujiciho, zda zafizeni pfevzal (bez vyhrad / s vyhradami) ¢i nepfevzal,
datum vyhotoveni zapisu,
pokud kupujici zafizeni pfevezme, je (kupujici) do zapisu povinen uvést:
= datum provedeni Skoleni / instruktaze k zafizeni,
=  seznam predanych dokladu,
= vymezeni pfipadnych vad, se kterymi je zafizeni pfevzato (v€etné terminl pro jejich odstranéni),
pokud kupujici zafizeni nepfevezme, je do zapisu povinen uvést:
o vymezeni divodl nepfevzeti zafizeni.

o O O O

Smluvni strany obsah zapisu potvrdi podpisy svych zastupcl na obou vyhotovenich zapisu, kazda smluvni strana
obdrzi jeden.

Zafizeni se povazuje za pfedané / pfevzaté okamzikem, ve kterém kupujici podepiSe zapis dle ¢&l. 4.3. smlouvy,
ze kterého vyplyva, Ze kupujici zafizeni pfevzal.
Prodavajici je povinen na vlastni naklady odvézt veSkeré obaly zafizeni a obdobné materialy a dale postupovat

v souladu se zakonem ¢&. 541/2020 Sb., o odpadech a o zméné nékterych dalSich zakon(, ve znéni pozdéjSich
pfedpisl, nedomluvi-li se smluvni strany jinak.

Prodavajici je v pfipadé, Ze kupujici v souladu se smlouvou zafizeni odmitne pfevzit, povinen zafizeni vcetné
veskerych oballl zafizeni na vlastni naklady odvézt.

Prechod vlastnického prava a nebezpeci $kody na zarizeni

Okamzikem prevzeti zafizeni kupujicim na kupujiciho pfechazi vlastnické pravo k zafizeni a nebezpeci Skody
na zafizeni.

Odpovédnost za vady, zaruka za jakost zafizeni

Prodavajici odpovida za vady zafizeni, jez ma zafizeni v dobé& jeho pfedani, i za vady zjist€né v dobé zaruky
za jakost (dfive a dale jen ,zaruka“ a ,zaru€ni doba®).

Prodavajici poskytuje na zafizeni zaruku v délce 24 mésicl. Zaruéni doba se prodluzuje o dobu, po kterou neni
zafizeni provozuschopné z dlvodu vad, na néz se vztahuje zaruka. Zaruéni doba pocina bézet dnem prevzeti
zafizeni kupujicim.

Prodavajici se zarukou zavazuje, Ze zafizeni bude v zaru€ni dobé& plné funkéni, v souladu se smlouvou,
s prohladenimi prodavajiciho, s pravnimi pfedpisy a Ze bude mit vlastnosti uvadéné prodavajicim a vyrobcem
zafizeni a neuvadi-li je, pak vlastnosti obvyklé.

Kupujici je v pfipadé vady zafizeni povinen vadu prodavajicimu nahlasit (reklamovat) a uvést, jak se vada projevuje.
Kupujici je opravnén uvést, zda vada vylu€uje &i omezuje klinicky provoz zafizeni (pokud kupujici v konkrétnim
pfipadé vyslovné neuvede jinak, ma se za to, Ze jde o vadu neomezujici klinicky provoz).

V pfipadé vady zafizeni ma kupuijici ze strany prodavajiciho narok na/ je opravnén k:

o bezplatné odstranéni vady zafizeni opravou (vzdy),

o bezplatné odstranéni vady zafizeni dodanim nového bezvadného zafizeni (jedna-li se o nejméné tieti vyskyt
vady téhoZ druhu branici fadnému uzivani zafizeni nebo i v pfipadé, Ze se jedna o prvni &i druhy vyskyt vady
téhoz druhu branici fadnému uzivani zafizeni, kterou prodavajici neodstranil opravou ani do 30 dnl ode dne
doruéeni oznameni kupujiciho prodavajicimu, Ze je v prodleni s opravou dotéené vady),

o poskytnuti pfiméfené slevy z kupni ceny (vZdy) anebo

o odstoupeni od smlouvy (v pfipadé, ze prodavajici neodstranil vadu postupem dle bodu druhého ani do 30 dnu
poté, co jej k tomu kupujici vyzval).

Prodavajici je povinen odstranit vadu za podminek a v terminech dle €l. 9.3. a nasl. smlouvy, pokud se smluvni
strany nedomluvi jinak.

Zaruka za jakost se prodlouzi o dobu, po kterou nebude zafizeni provozuschopné z divodu vad, na néz se vztahuje
zaruka za jakost.

Provadéni bezpeénostné technickych kontrol

Prodavajici se zavazuje provadét jednotlivé ukony sluzeb dle tohoto €lanku smlouvy (dale také ,servisni zasahy®)
v terminech dle domluvy s kupujicim, obvykle v pracovni dny v dobé od 8.00 do 17.00 h.
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7.2.

7.3.

7.4.

9.2.

9.3.

9.4.

9.5.

9.6.

10.
10.1.

10.2.

Prodavajici se zavazuje provadét pravidelné bezpecnostné technické kontroly zarizeni (dale jen ,PBTK") alesponi
v rozsahu a Cetnosti dle zakona o zdravotnickych prostfedcich.

Prodavajici se zavazuje o kazdé provedené PBTK vypracovat protokol a do 30 dnli od provedeni PBTK jej v jednom
vyhotoveni pfedat kupujicimu; jedno vyhotoveni protokolu si ponecha prodavajici.

Jednotlivé servisni zasahy se povazuji za fadné provedené dnem podepsani protokolu / servisniho vykazu ze strany
kupuijiciho.

Neprovede-li prodavajici servisni zasah fadné a vcas, je kupujici opravnén zajistit si jeho provedeni prostfednictvim
jinych dodavatelli, a to nejvySe za cenu na trhu obvyklou, v takovém pfipadé o této skute¢nosti prodavajiciho
neprodlené informuje. Prodavajici je nasledné povinen kupujicimu takto provedeny servisni zasah uhradit, a to
do 10 dni ode dne doruceni faktury prodavajicimu (kupujici zaroven predlozi kupujicimu doklad o uhradé servisniho
zasahu). Od okamziku oznameni kupujiciho prodavajicimu, Zze bude postupovat dle tohoto odstavce, se doba
prodleni prodavajiciho s provedenim servisniho zasahu nezvysuje.

Konzultaéni sluzby

Prodavajici se v pracovnich dnech od 8.00 do 17.00 h zavazuje kupujicimu poskytovat telefonické konzulta¢ni sluzby
tykajici se zafizeni. Konzultacni sluzby musi byt poskytovany v eském jazyce. Kupujici je opravnén vyuzit 12 hodin
telefonickych konzultaci roéné.

Odstranovani vad zarizeni

Kupujici je v pfipadé vady zafizeni povinen vadu prodavajicimu nahlasit a uvést, jak se vada projevuje. Kupujici je
dale opravnén uvést, zda vada vylu€uje ¢i omezuje klinicky provoz zafizeni (pokud kupujici v konkrétnim pfipadé
vyslovné neuvede jinak, ma se za to, zZe jde o vadu neomezuijici klinicky provoz).

Prodavajici je v pfipadé nahlaseni vady zafizeni povinen vadu zafizeni bezplatné odstranit opravou, pfip. dodanim
nového bezvadného zafizeni (volba nalezi prodavajicimu).

Prodavajici je povinen odstranit vadu v nasledujicich terminech:

Vada Termin pro odstranéni vady

vyluéujici klinicky provoz do 16 hodin od nahlaseni vady
omezujici klinicky provoz do 32 hodin od nahlaSeni vady
neomezujici klinicky provoz do 80 hodin od nahlaseni vady

V pfipadé, Ze prodavajici prokaze kupujicimu, Ze je nutné dodat nahradni dily ze zahranici, prodluzuje se tato lhuta
na dvojnasobek a v pfipadé dodani nového bezvadného zafizeni na trojnasobek.

Doba pro odstranéni vad b&zi (pouze) v pracovni dobé kupujiciho, tj. pouze v pracovni dny v dobé od 7.00 do 15.00 h
(pfipadné prodleni s odstranénim vady se tedy také pocita pouze v této dobé).

Po odstranéni vady je prodavajici povinen predat kupujicimu servisni vykaz, ve kterém bude vymezena dotéena
vada, zpUsob a €as jejiho odstranéni. Pokud je vada skute¢né odstranéna, kupujici servisni vykaz neprodlené potvrdi
(podepide). Vada se povazuje za odstranénou okamzikem uvedenym v servisnim vykazu (ze kterého vyplyva,
Ze vada byla odstranéna), pokud tento okamZzik neni ve vykazu uveden, pak okamZikem potvrzeni servisniho vykazu
kupujicim. V pfipadé, Ze kupujici nebude s obsahem servisniho vykazu souhlasit, je opravnén vznést k vykazu své
pfipominky. Prodavajici je povinen se k témto vyjadfit nejpozdéji do 2 dnl ode dne jejich doruceni. V pfipadé, ze
prodavajici tyto pfipominky akceptuje nebo v pfipadé marného uplynuti uvedené doby, se servisni vykaz povaZuje
za odsouhlaseny ve znéni pfipominek kupujiciho. V pfipadé, Ze pfipominky kupujiciho prodavajici neakceptuje,
zavazuji se smluvni strany vyvinout maximalni soucinnost, aby doslo ke shodé. Neposkytnuti soucinnosti se
povazuje za podstatné poruseni smlouvy.

Komunikace a opravnéni pracovnikii smluvnich stran, freseni sporu

VeSkera jednani a komunikace mezi smluvnimi stranami bude probihat pfednostné prostfednictvim osob
a kontaktnich udaji vymezenych v pfiloze €. 3 smlouvy. V této pfiloze jsou rovnéz vymezena opravnéni téchto osob.

Smluvni strany se zavazuji pfipadné spory souvisejici se smlouvou fesit pfednostné smirnou cestou. Nedojde-li
k vyfeSeni sporu smirnou cestou, je kazda ze smluvnich stran opravnéna pfistoupit k feSeni sporu soudni cestou.
Smluvni strany v souladu s § 89a zakona ¢. 99/1963 Sb., obCansky soudni fad, ve znéni pozdéjSich predpisq,
sjednavaji jako mistné pfislusny soud Méstsky soud v Brné. Smluvni strany dale sjednavaiji, Ze smlouva a veskeré
naroky nebo spory vzniklé na jejim zakladé nebo v souvislosti s ni (v€etné mimosmluvnich spord a narok) se budou
Fidit Seskym pravem a budou vykladany v souladu s pravnimi predpisy Ceské republiky.
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11.
11.1.

11.2.

11.3.

11.4.

11.5.

11.6.

11.7.

11.8.

11.9.

Dalsi prava a povinnosti smluvnich stran

Prodavajici je povinen poskytovat sluzby v souladu s pravnimi pfedpisy (viz také pfiloha €. 5). Prodavajici je v této
souvislosti povinen provadét / poskytovat sluzby vyhradné prostfednictvim osob k tomu v souladu se zakonem
0 zdravotnickych prostfedcich a dalSimi pravnimi pfedpisy opravnénych.

Prodavajici je povinen pfed zahajenim provadéni / poskytovani jakékoli sluzby uvédomit o svém pfichodu povéfené
osoby kupuijiciho.

Prodavajici je povinen pouzivat pfi poskytovani sluzeb dle smlouvy vyhradné svoje vlastni zafizeni (véetné méfici
techniky) a spotfebni material.

Prodavajici je opravnén prevést svoje prava a povinnosti ze smlouvy vyplyvajici na jinou osobu pouze s pisemnym
souhlasem kupuijiciho.

Prodavajici bere na védomi, Ze je v souladu s § 2 pism. e) zakona ¢. 320/2001 Sb., o finanéni kontrole ve vefejné
spravé, osobou povinnou spolupUlsobit pfi vykonu finanéni kontroly. Prodavajici se zavazuje poskytnout kontrolnim
organtm pfi provadéni kontroly maximalni souc¢innost. Prodavajici se ke stejnému spoluplsobeni a poskytovani
soucinnosti kontrolnim organtiim zavazuje zavazat rovnéz své poddodavatele.

Prodavajici se zavazuje zajistit dodrzovani pracovnépravnich predpisul, zejména zakona ¢&. 262/2006 Sb., zakonik
prace, ve znéni pozdéjsich pfedpisu (se zvlastnim zfetelem na regulaci odménovani, pracovni doby, doby odpocinku
mezi sménami, atp.), zakona €. 435/2004 Sb., 0 zaméstnanosti, ve znéni pozdéjSich predpist (se zvlastnim zfetelem
na regulaci zaméstnavani cizincu), a to vici véem osobam, které se na pInéni zakazky podileji a bez ohledu na to,
zda jsou prace na pfedmétu pinéni provadény bezprostfedné prodavajicim ¢i jeho poddodavateli. Nedodrzeni tohoto
zavazku je podstatnym poruSenim smiouvy.

Prodavajici se zavazuje zajistit Fadné a v€asné plnéni finan¢nich zavazk( svym poddodavatelim. Prodavajici se
zavazuje prenést totoZnou povinnost do dalSich urovni dodavatelského fetézce a zavazat své poddodavatele k plnéni
a Sifeni této povinnosti téz do nizSich urovni dodavatelského fetézce. Kupujici je opravnén pozadovat pfedlozeni
dokladli o provedenych platbach poddodavatelim a smlouvy uzaviené mezi prodavajicim a poddodavateli
a prodavajici je povinen je bezodkladné poskytnout.

Prodavajici se zavazuje zajistit, aby byl pfi plnéni smlouvy minimalizovan dopad na zZivotni prostfedi, a to zejména
tfidénim odpadu, Usporou energii, a aby byla respektovana udrzitelnost ¢i moznosti cirkularni ekonomiky.
Prodavajici prohlasuje, Ze nebyl ve stfetu zajmu dle § 4b zakona &. 159/2006 Sb., o stfetu zajm, ve znéni pozdéjsich
predpis, splnéni uvedeného zajistil i u svych poddodavatelu.

11.10.Prodavajici prohlasuje, Ze spliuje pozadavky stanovené v Nafizeni Rady (EU) 2022/576 ze dne 8. dubna 2022,

kterym se méni nafizeni (EU) &. 833/2014 o omezujicich opatfenich vzhledem k ¢innostem Ruska destabilizujicim
situaci na Ukrajiné, v Rozhodnuti Rady (SZBP) 2022/578 ze dne 8. dubna 2022, kterym se méni rozhodnuti
2014/512/SZBP o omezujicich opatfenich vzhledem k c&innostem Ruska destabilizujicim situaci na Ukrajiné,
v Provadécim nafizeni Rady (EU) 2022/581 ze dne 8. dubna 2022, kterym se provadi nafizeni (EU) €. 269/2014
0 omezujicich opatfenich vzhledem k &innostem naruSujicim nebo ohroZujicim Uzemni celistvost, svrchovanost
a nezavislost Ukrajiny, a v Rozhodnuti Rady (SZBP) 2022/582 ze dne 8. dubna 2022, kterym se méni rozhodnuti
2014/145/SZBP o omezujicich opatfenich vzhledem k €innostem naruSujicim nebo ohroZujicim uzemni celistvost,
svrchovanost a nezavislost Ukrajiny. Spinéni uvedeného zajistil i u svych poddodavatelt.

11.11.Smluvni strany se zavazuji, ze budou pfi plnéni svych zavazku vyplyvajicich ze smlouvy postupovat v souladu

s pravnimi pfedpisy vztahujicimi se k ochrané osobnich Udajli, zejména v souladu s nafizenim Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna 2016 o ochrané fyzickych osob v souvislosti se zpracovanim
osobnich tdaju a o volném pohybu téchto udajl a o zruseni smérnice 95/46/ES (obecné nafizeni o ochrané osobnich
udaju). Prodavajici timto potvrzuje, Ze byl v okamziku ziskani osobnich udajii seznamen kupujicim s informacemi

udaju poskytuje kupujici na svych internetovych strankach www.mou.cz v sekci ,GDPR a ochrana osobnich udaja*“.

11.12.Kupuijici je povinen pouzivat zafizeni v souladu s instrukcemi vyrobce zafizeni uvedenymi v dokladech dodanych

prodavajicim.

11.13.Kupujici je povinen v dohodnutych terminech zaijistit, aby zafizeni bylo pfipraveno k provedeni servisniho zasahu,

a umoznit servisnimu technikovi prodavajiciho pfistup k zafizeni.

11.14.Kupuijici je povinen po celou dobu servisniho zdsahu na zafizeni zajistit pfitomnost povéfené osoby a poskytnout

12.

12.1.

prodavajicimu pfistrojovy denik zafizeni.

Kupni cena a platebni podminky
Celkova cena za spInéni zavazkd prodavajiciho vyplyvajicich z €l. 2.1. smlouvy (dale jen ,kupni cena®) Cini:

Kupni cena bez DPH: 2.890.000,- K&
DPH 21 %: 606.900,- K&
Kupni cena v&etné DPH: 3.496.900,- K&
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http://www.mou.cz/

12.2.

12.3.

12.4.

12.5.
12.6.

12.7.

12.8.

12.9.

13.
13.1.

13.2.

13.3.

13.4.

13.5.

13.6.

14.

14.1.

14.2.

14.3.

Rozklad kupni ceny dle jednotlivych poloZek vEetn& informace o jednotkovych cenach a mnozZstvi jednotlivych
polozek je uveden v pfiloze &. 2 smlouvy.

Kupni cena zahrnuje veskeré naklady prodavajiciho souvisejici se splnénim dotéenych zavazku a je stanovena jako
kone¢na a nepfekroc€itelna. V pfipadé zmény sazby DPH se vySe kupni ceny véetné DPH a vlastni DPH upravi
dle pravnich pfedpist ucinnych ke dni uskuteénéni zdanitelného pinéni.

Kupni cena bude uhrazena na zakladé faktury vystavené prodavajicim po prevzeti zafizeni kupujicim s dobou
splatnosti do 30 dnu ode dne doruceni faktury kupujicimu.

Cena za poskytovani sluzeb v zaruéni dobé ¢ini 0,- KE bez DPH / mésiéné Rozklad ceny sluzeb véetné informace
o0 jednotkovych cenach je uveden v pfiloze €. 2 smlouvy.

V cené sluzeb jsou zahrnuty veskeré naklady prodavajiciho spojené s plnénim smlouvy (véetné cestovnich).

Cena sluzeb bude hrazena na zakladé faktur vystavovanych prodavajicim do tfi pracovnich dni od posledniho dne
kazdého kalendarniho roku), a to zpétné. Cena sluzeb je splatna do 30 dni ode dne doruceni faktury kupujicimu.
V pfipadé, ze v dotCeném obdobi jsou sluzby poskytovany pouze v €asti obdobi, je prodavajici opravnén za toto
obdobi fakturovat cenu sluzeb pouze v pomérné vysi. DPH bude dopocitana a uhrazena ve vysSi dle pravnich
predpisu ucinnych ke dni uskutec¢néni zdanitelného pinéni.

Veskeré faktury musi splfiovat pozadavky dariového dokladu a byt v souladu s pravnimi predpisy, zejména se
zakonem ¢&. 235/2004 Sb., o dani z pfidané hodnoty, ve znéni pozdéjsich predpist (dale jen ,ZoDPH"). Na fakture
musi byt uveden nazev verejné zakazky a evidenéni Cislo vefejné zakazky.

Nebude-li faktura obsahovat nalezitosti dle pravnich predpisti, popf. bude-li obsahovat jiné chyby ¢&i nedostatky, je
kupujici opravnén fakturu vratit, pfi€emz nova doba splatnosti pocind bézet dnem doruceni opravené faktury
kupujicimu.

Bude-li kupujici k datu uskuteénéni zdanitelného plnéni i k datu poskytnuti uplaty za néj dle ZoDPH rucit
za nezaplacenou DPH (§ 109 ZoDPH) ze strany prodavajiciho, je opravnén ¢ast kupni ceny odpovidajici DPH uhradit
pFimo na bankovni Gget piislusného spravce dané. Cast kupni ceny odpovidajici DPH se v takovém pFipadé
povazuje za uhrazenou.

Smluvni sankce

Kupujici je za kazdy zapoc€aty den prodleni s uhradou kupni ceny a ceny sluzeb povinen uhradit prodavajicimu urok
z prodleni ve vySi dle nafizeni vlady €. 351/2013 Sb.

Prodavajici je za kazdy zapoc&aty den prodleni s dodanim zafizeni povinen uhradit kupujicimu smluvni pokutu 1.000
Kg.

Prodavajici je za kazdou zapo&atou hodinu (resp. kazdy zapoc&aty den) prodleni s odstran&nim vady zafizeni povinen
uhradit kupujicimu smluvni pokutu:

Vada Smluvni pokuta
vyluGujici klinicky provoz 200 K& za kazdou zapo€atou hodinu prodleni
omezuijici klinicky provoz 100 K¢ za kazdou zapo€atou hodinu prodleni

neomezujici klinicky provoz 500 K& za kazdy zapo€aty den prodleni

Prodavajici je za kazdy zapoc€aty den prodleni s provedenim BTK zafizeni povinen uhradit kupujicimu smluvni
pokutu 500 K¢. ZpUsobi-li toto prodleni vylou€eni ¢i omezeni klinického provozu zafizeni, pak ve vysi:

Prodleni Smluvni pokuta

vylu€ujici klinicky provoz 2.000 K¢ za kazdy zapocCaty den prodleni
omezuijici klinicky provoz 1.000 K¢ za kazdy zapocaty den prodleni

Prodavajici je povinen uhradit kupujicimu smluvni pokutu do 10 dnG ode dne doruceni jejiho vyuctovani
prodavajicimu.

Zaplaceni jakékoli z vySe uvedenych smluvnich pokut se nedotyka naroku kupujiciho na nahradu Skody ve vysi
presahujici smluvni pokutu.

Platnost a u€innost smlouvy, zmény smlouvy
Smlouva nabyva platnosti dnem jejiho podpisu obéma smluvnimi stranami a ucinnosti jejim zvefejnénim dle zakona
¢. 340/2015 Sb., o registru smluv, ve znéni pozdéjsich predpisu (dale jen ,zakon o registru smluv®).

PInéni pfedmétu smlouvy pfed GCinnosti smlouvy se povazuje za plnéni dle smlouvy a prava a povinnosti z néj
vzniklé se fidi smlouvou.

Smlouvu Ize zménit vyhradné& dohodou smluvnich stran v pisemné formé podepsanou ob&ma smluvnimi stranami,
prednostné prostfednictvim vzestupné Cislovanych dodatkud. Vyjimkou je zména adresy sidla a kontaktnich Gdaju,
v takovém pfipadé postacuje oznameni dot€ené smluvni strany doru¢ené v pisemné formé& druhé smluvni strané,
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14.5.

v pfipadé zmé&ny adresy sidla spolu s doklady prokazujicimi oznamovanou zménu; ke zméné smlouvy dochézi dnem
doruceni oznameni druhé smluvni strané.

Smluvni strany se nad ramec § 576 ob&anského zakoniku pro pfipad neplatnosti nékterého z ustanoveni smlouvy
¢i celé smlouvy zavazuji, Ze si poskytnou potfebnou soucinnost k uzavfeni dohody, kterou by dotéené ustanoveni,
pfipadné celou smlouvu, nahradily tak, aby obsah a G¢el smlouvy zUstal v nejvy§$i mozné mife zachovan.

Kazda ze smluvnich stran je opravnéna od smlouvy odstoupit v pfipadé podstatného poruseni smlouvy druhou
smluvni stranou. Na strané kupujiciho se za podstatné poruseni smlouvy povaZzuje jeho prodleni s uhradou kupni
ceny presahujici 60 dnu. Na strané prodavajiciho se za podstatné poruseni smlouvy povazuje zejména jeho prodleni
s Fadnym dodanim zafizeni pfesahujicim 30 dnu a situace popsana v ¢l. 6.5. smlouvy.

15. Zavére€na ustanoveni

15.1. Smlouva je vyhotovena ve dvou stejnopisech, z nichz kazda strana obdrzi po jednom vyhotoveni. Je-li smlouva
podepisovana elektronicky, kazda ze stran obdrzi jeji shodné, elektronicky podepsané vyhotoveni.

15.2. Smluvni strany souhlasi se zvefejnénim smlouvy a pfipadnych dohod (dodatkt), kterymi se smlouva doplriuje, méni,
nahrazuje nebo ukoncuje, a to zejména v registru smluv v souladu se zakonem o registru smluv. Smlouvu v registru
smluv uvefejni kupujici, kupujici spravnost uvefejnéni do jednoho mésice od uzavieni smlouvy ovéfi.

15.3. Nedilnou soucasti smlouvy jsou jeji pfilohy:

o Pr¥iloha €. 1 — Technicka specifikace zafizeni,

o Priloha €. 2 — Rozklad kupni ceny a ceny sluzeb,

o Priloha €. 3 — Kontaktni udaje,

o Pf¥iloha €. 4 — DICOM Conformance Statement,

o PrFiloha ¢. 5 — Kopie registrace osoby provadéjici servis u Statniho ustavu pro kontrolu I&Civ,

15.4. Smluvni strany prohlasuiji, Ze si smlouvu pfed jejim podpisem precetly a Ze s jejim obsahem souhlasi, na dikaz vyse
uvedeného pfipojuji své vlastnoruéni podpisy.

V Brné dne 08-11-2024 V Praze dne 06-11-2024

za kupujiciho: za prodavajiciho:
prof. MUDr. Marek Svoboda, Ph.D. Andrea Krejci,
feditel Masarykova onkologického ustavu jednatelka AURA Medical s.r.o.
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Pfiloha ¢&. 1
TECHNICKA SPECIFIKACE ZARIZENI

PFistroj nejvy3si vykonnostni kategorie pro potfeby intervencni radiologie. Sestava pfistroje musi umoznit provadéni biopsie
pomoci punkéniho nastavce, ktery je soulasti standartni abdominalni sondy i pomoci specialni bioptické sondy
s integrovanym punk&nim kanalem.

OBECNE POZADAVKY

Pozadavek: Spinuje (ANO/NE) : Nabizena hodnota
Mobilni pfistroj, transportovatelny, na podvozku s moznosti blokovani €i

fixace kol ve sméru. Madlo pro snadny pfevoz Ano 54 cm, 91 kg
Sitka maximalné 60 cm. Hmotnost max. 100 kg.

Start pfistroje do max. 60 s. z vypnutého stavu, Ano 50 sec.

Start pfistroje do max 15 s. ze Stand-by rezimu. 15 sec.
Vyskové a stranové stavitelny LCD/LED monitor o uhlopfi¢ce min. 23", Ano 23, Full HD = 1920
s Full HD rozliSenim, umistény na pohyblivém rameni. x 1080 pix
VySkové i stranové stavitelny ovladaci panel s podsvicenim aktivnich Ano

klaves, programovatelnost vSech ovladacich prvkd uzivatelem, vySkové 65— 100 cm
stavitelny v rozmezi alespori 70 — 100 cm.

Integrovany dotykovy LCD panel o velikosti min. 12" pro zjednodus$eni Ano

a urychleni ovladani (zobrazeni nabidek funkci a kalkulaci, moznost 12,1

upravy a tvorby nabidek uzivatelem).

Ovladani pomoci trackballu — kuli¢ky (nikoliv touchpad). Ano

HW textova klavesnice vysuvna z ovladaciho panelu. Ano

Min. 4 aktivni konektory pro sou€asné pfipojeni 2D ultrazvukovych sond. Ano 4 ks

Drzak kabeld sond Ano

Napajeni pristroje 230 V / 50 Hz. Ano

Frekven¢ni rozsah pfistroje minimainé 1 az 20 MHz. Ano 1-22MHz
Podpora uz sond typu single crystal a matrix (vice-elementové sondy Ano

s usporadanim vysilacich krystal( v nékolika fadach).

MozZnost zobrazeni Zivého UZ obrazu na externi monitor. Ano

REZIMY ZOBRAZENI

Pozadavek: Spinuje (ANO/NE) : Nabizena hodnota
2D zobrazeni (B — mad), maximalni hloubka 2D zobrazeni minimalné 40 Ano 50 cm
cm.
I Yy . . S . Ano
Trapezoidni (lichobéznikové) zobrazeni na linearni sondé.
PW — pulzni doppler. Ano
CFM (Colour Flow Mapping) — barevné zobrazeni toku krve, v€etné Ano
energetického dopplerovského modu (Power Doppler, Angio Doppler).
Dynamicky doppler (Dynamic Flow) - barevné Sirokopasmoveé Ano

dopplerovské zobrazeni krevniho pratoku s vysokou rozliSovaci
schopnosti, obrazovou rychlosti a pfesnou konturaci (zobrazeni cévni
struktury bez prebarvenych hranic cévnich stén).




Zobrazeni mikrovaskularizace — schopnost barevného zobrazeni drobného Ano

cévniho zasobeni i extrémné nizkych rychlosti < 1 cm/sec, za vysoké A% 1 mm/sec
obrazové frekvence > 40 sn/sec pfi plné Sifce sektoru sondy a vysokého

rozliSeni, véetné sumarizace tokd (akumulaéni méd) — vyuziti na vSech > 40 sn/sec
nabizenych sondach

Duplexni zobrazeni v realném €ase u vSech nabizenych sond. Ano

Triplexni zobrazeni v realném Case u vSech nabizenych sond. Ano

Simultanni dualni zobrazeni — rozdéleni monitoru na zobrazeni 2D obrazu Ano

a kombinace 2D + CFM v realném €ase u v8ech nabizenych sond.

Modul rekonstrukce 3D objemu pomoci konvenénich 2D sond. Ano

ZvySena vizualizace bioptické jehly (nastaveni ve vice Urovnich). Ano

Fuze UZ obrazu z CT/MR - synchronizované simultanni zobrazeni UZV Ano

obrazu s obrazovymi sety z jinych modalit (CT, MRI ...) na monitoru UZ

pristroje v realném Case UZ vySetiovani.

Navigace jehly pfi biopsii, bioptické linie jehel v Zivém obraze i ve fuznim Ano

zobrazeni.

UPRAVA ZOBRAZENI A MERENI

Pozadavek: Spinuje (ANO/NE) | Nabizena hodnota
Automaticka optimalizace 2D obrazu a dopplerovské kfivky (nulova linie, Ano
rozsah rychlosti).
o - . e e . . Ano
Pamétova smycka pro zaznam a ulozeni snimku a videosekvenci.
. A L iy o , Ano
Moznost manualniho a dynamického prohlizeni s ménitelnou rychlosti.
wy Ce . , . Ano
Mé&feni a vyhodnoceni v historii na uloZzenych obrazovych zaznamech.
Programové vybaveni pro provedeni vSech typlli méfeni a vypoctl Ano
pouzivanych v obecné ultrazvukové diagnostice: délka, plocha, objem,
uhel.
Automatizované trasovani dopplerovské kfivky vE€. automatického Ano
vyhodnoceni parametrd minimalné PI, RIl, S, D, S/D na zmrazeném
zaznamu i v aktivnim rezimu snimani.
Ano

Vascularity index — vypoc&et procentualniho prokrveni z definované oblasti.

SONDOVE VYBAVENI
Pozadavek: Spliuje (ANO/NE) | Nabizena hodnota
Konvexni sonda pro abdomindlni vySetfeni, rozsah min. 1 — 8 MHz, Ano 1—8 MHz
zobrazovaci uhel min. 120°, max. hloubka 2D zobrazeni min. 40 cm 120°
(vySetfitelnost pacientd s BMI > 35), schopnost synchronniho zobrazeni
(fuze). 40 cm

- , , Y o Ano
Resterilizovatelny celokovovy punkéni nastavec na abdominalni sondu.
Linearni sonda pro vySetfovani blizkého pole (mékké tkané). Frekvencni Ano 5_ 14 MHz
rozsah min. 5 - 14 MHz, Sitka zabé&ru min. 60 mm, schopnost synchronniho
zobrazeni (fuze). 60 mm

Ano

Resterilizovatelny celokovovy punkéni nastavec na linearni sondu.




rovina, rozsah min. 5-10 MHz.

Konvexni abdominalni biopticka sonda s bioptickym kanalem integrovanym Ano

v téle sondy, rozsah min. 3 — 6 MHz, schopnost synchronniho zobrazeni 2—-6 MHz
(fuze).

Biplanarni rektalni endosonda pfiéna konvexni rovina / konvexni end fire Ano 4,7-10 MHz

Konvex / konvex

ARCHIVACE OBRAZOVYCH DAT

Conformance Statement kupujiciho (viz pfiloha €. 4 smlouvy), sitovy
protokol TCP/IP, sitova karta minimalné 1Gb/s.

Pozadavek: Spinuje (ANO/NE) | Nabizena hodnota
Archivace obrazovych dat v plOvodni formé v paméti pfistroje Ano
(zachovavajici obrazové parametry pro pozdéjsi hodnoceni).
Pfistroj musi vytvaret vlastni databazi pacientskych a obrazovych dat Ano
na interni HDD (s kapacitou min. 1000 GB) a s moznosti vyhledavani dle 1TB
jména pacienta, vySetfujiciho, data vySetieni, diagnézy nebo typu
vySetfeni apod.
Pamét pfistroje pro ulozeni alespori 3000 snimka. Ano 4000 sn
Pamétova smycka pro ulozeni dopplerovského zaznamu délky alespon 30 Ano 60 sec
S.
Min 2x USB vystup pro pfipojeni externich pamétovych zafizeni typu Ano 5x celkem
Flash, alespon 1 v dosahu obsluhy (na monitoru &i ovladacim panelu) 1X na monitoru
MozZnost exportu obrazovych dat a reportd na externi média min. Ano
ve formatech: JPEG, AVI, MPEG, DICOM.
Ano
PIna DICOM konektivita dle DICOM Conformance Statement kupujiciho.
Komunikace s PACS a DICOM Modality Worklistem kupujiciho, dle DICOM Ano

Technicka specifikace dodavaného zarizeni

Ultrazvukovy pfistroj Canon Aplio a

e plné digitalni pfFistroj s vylu¢né digitalnim formatovanim UZ svazku
pFistroj lehce manévrovatelny, na podvozku, s moznosti blokovani ¢i fixace kol ve sméru

[ ]
e hmotnost 91 kg, Sifka 54 cm, madlo pro pfevoz pfistroje
[ )

digitalni LCD monitor s uhlopfic¢kou 23“, Full HD rozlieni (1920x1080), na rameni, vySkove, stranove i

pfedo-zadné stavitelny

o vySkové a stranové stavitelny, programovatelny ovladaci panel s podsvicenim klaves (vySkova

stavitelnost v rozsahu 65 - 100 cm)

e integrovany dotykovy LCD displej 12,1 pro zjednoduSeni ovladani pfistroje (Uprava obrazu, méfeni)

s moznosti konfigurace nabidek (plné programovatelny)

ovladaci mechanicky kulickovy trackball
frekvencni rozsah 1 - 22 MHz

Zobrazovaci rezimy:

4 aktivni konektory pro sou€asné pfipojeni 2D ultrazvukovych sond
vysuvna mechanicka klavesnice, i digitalni na dotykovém displeji

start pfistroje z vypnutého stavu za 50 sec, ze StandBy za 15 sec
podpora sond typu Single crystal a matrix (vicefada technologie)

- 2D zobrazeni (B-mode) na zakladnich frekvencich, max.hloubka 2D zobrazeni 50 cm

- THI —tkdnové harmonické zobrazeni na vSech sonach

- Smart 3D - freehand rekonstrukce 3D objemu pomoci 2D sond

- Apli Pure - uhlové (compoudni) zobrazeni
- Precision Imaging — redukce uzv spekli




Trapezoidni zobrazeni na linearni sondé
Panoramatické zobrazeni
PW — pulzni doppler véetné HPRF, steering na linearni sondé
CDI - barevné dopplerovské zobrazeni
PD - zobrazeni energie krevniho toku (Power / Angio doppler)
Advanced Dynamic Flow - barevné Sirokopasmové dopplerovské zobrazeni krevniho prutoku
s vysokou rozliSovaci schopnosti, obrazovou rychlosti a pfesnéjsi konturaci
Superb MicroVascular Imaging - barevna vizualizace drobného cévniho zasobeni extrémné nizkych
rychlosti (mikrovaskularizace) az 1 cm/sec, v€etné sumarizace toku (akumulace) na vSech sondach
Smart Fusion - synchronizované zobrazeni uzv obrazu s volumovymi datasety ziskanymi pomoci
jinych zobrazovacich modalit (CT, MRI) v realném cCase na monitoru sonografu pro zakladni
abdominalni sondu, linearni sondu i bioptickou abdom. sondu
simultanni duplexni i triplexni zobrazeni v redlném Case na vSech sondach
Twin View - simultanni dualni zobrazeni 2D a 2D + CDI v realném Case
BEAM - zvySena vizualizace bioptického nastroje (nastavitelna ve 3 urovnich)
automaticka optimalizace 2D obrazu a dopplerovského spektra
zvétSovani a zmenSovani zobrazovaciho pole v aktivnim, zmrazeném i cine rezimu
zoom akusticky i digitalni v€éetné horizontalniho/vertikalniho posunu
moznost méfeni v Zivém i zmrazeném obraze
programoveé vybaveni pro zakladni méfeni a vypocty (délka, plocha, objem, uhel)
automatické trasovani dopplerovskych kfivek a automatické vyhodnocovani parametrt spektra s vypocty
hodnot S, D, S/D, RI, PI, TAMmax, TAMmean na zmrazeném zaznamu i v aktivnim rezimu snimani
pamétova smycka s moznosti manualniho €i dynamického prohlizeni s ménitelnou rychlosti
kontinualni zaznam dopplerovské kfivky do paméti
tvorba databaze pacientskych a obrazovych dat na internim HDD, s mozZnosti vyhledavani dle jména
pacienta, RC, data vySetfeni, diagn6zy nebo typu vysetieni
ukladani dat ve formatu Dicom, pfi exportu mozna konverze do béznych nelicencovanych formatu
windows (JPEG, BMP, AVI, MPEG4)

Dokumentacni zaFizeni:

interni HDD (typu SSD) o kapacité 1 TB pro archivaci snimkd a sekvenci

interni zapisovaci jednotka DVD/CD

USB vystupy pro pfipojeni externich pamétovych zafizeni typu Flash Disk (1x dostupny na monitoru,
v dosahu sedici obsluhy)

komunika¢ni modul Dicom pro napojeni pfistroje do informaéni sité typu PACS/NIS pro vSechny
kategorie (v€. Worklist)

Elektronické sondy :

PVT-475BT konvexni sonda pro abdomindlni vySetfeni.

Sektor 110°, frekvenéni rozsah 1 — 8 MHz, schopnost fuze.
JSM-314 celokovovy resterilizovatelny punkcni nastavec k abdominalni sondé
PLT-1005BT linearni sonda pro vySetieni blizkého pole.

Aktivni Sife sondy 60 mm. Frekvenéni rozsah 5 — 14 MHz, schopnost fuze.
JSM-068 celokovovy resterilizovatelny punkéni nastavec k linearni sondé
PVT-770RT biplanarni rektalni endosonda konvex-konvex.

Frekvencéni rozsah 4,7 — 10 MHz.

PVT-350BTP biopticka abdominalni sonda

Sektor 70°, frekven&ni rozsah 2 — 6 MHz, schopnost fuze



Pfiloha &. 2
ROZKLAD KUPNi CENY A CENY SLUZEB

Kupni cena
Polozka (popis polozek) Pocet Cena za MJ Cenacelkem |21% DPH |Cena celkem
popis p MJ (K& bez DPH) | (K& bez DPH) | (K&) (K& v&. DPH)
Sestava UZ pfistroje Canon ,Aplio a* i i i )
(v€etné dodani, instalace zafizeni a uvedeni zafizeni do provozu) 1 2.890.000, 2.890.000, 6086.900, 3.496.900,
Skoleni / instruktaz 0,- 0,- 0,- 0,-
Cena celkem (K¢ bez DPH) 2.890.000,-
Cena celkem (K¢ véetné DPH) 3.496.900,-
Cena sluzeb
Polozka Cena za 1 mésic | 21% DPH | Cena za 1 mésic
(K€ bez DPH) (K¢E) (K€ vé. DPH)
Provadéni bezpecnostné technickych kontrol zafizeni 0 0 0
Poskytovani konzultaénich sluzeb k zafizeni 0,- 0,- 0,-




Pfiloha &. 3
KONTAKTNI UDAJE

Kupujici

Funkce / oblast

Pracovni zarazeni

Telefon

E-mail

Dodani zarizeni

Prevzeti zafizeni

Reseni vad

Potvrzeni servisniho vykazu

Konzultaéni sluzby

Prodavajici

Funkce / oblast

Jméno

Pracovni zarazeni

Telefon

E-mail

Dodani zarizeni

Predani zarizeni

Reseni vad

Konzultaéni sluzby

Oblast

Reklamace vad




Pfiloha €. 4
DICOM COMFORMANCE STATEMENT
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1. REVISION HISTORY
Document APFS
Date Internal Product Major changes
Revision Release
2020- |2.21@{2020- |[2.21.12-
0127 ||o1-27} REL APFS released
2019-  |221@{2019- |[2.21.05-
08-16  08-16} REL APFS released
2019-  |2.20@{2019- |[2.20.02-
03-22 (03221 REL APFS released
2018- |2.19@{2018- |[2.19.10-
1031 10-31) REL APFS released
2018-  |[2.18@{2018- |[2.18.04-
03-02  ||03-02} REL APFS released
2017-  |2.17@{2017- |[2.17.08-
06-12  06-12} REL APFS released
2017-  |2.17@{2017- |[2.17.06-
05-10  05-10} REL APFS released
2017-  |2.17@{2017- |[2.17.04-
0425 04251 REL APFS released
no 1.2.840.10008.5.1.4.1.1.481.8 (RT Ion Plan Storage)
(2)2_1077 gﬁ)t%@{zon public [land 1.2.840.10008.5.1.4.1.1.66.4 (Segmentation
release ||Storage) SOP Classes added
2016- |2.16@{2016- |[2.16.04-
0927 09-30} REL APFS released
2016- |2.15@{2016- |[2.15.03-
05-30  ||05-30} REL APFS released
2016- |2.14@{2016- |[2.14.08-
05-10  05-10} REL APFS released
no
2016- |imaster@{2016- ) . .
02-09  [02-09} public |[More matching keys in C-FIND and C-MOVE
release
2015-  |2.13@{2015- |[2.13.07-
1205 12-05} REL APFS released
2015-  |2.13@{2015- |[2.13.05-
11-10 11-10} REL APFS released
2015-  ||2.13@{2015- |[2.13.03-
02-01 02-01} REL APFS released
2014-  |2.12@{2014- |[2.12.04-
1201 12-01} REL APFS released
2014- |master@{2014- nobl. Chanse Imblementation Version N
09-08  ||09-08} public ange Implementation Version Name
release
2014-  |2.11@{2014- |[2.11.04-
07-30  [07-30 REL APFS released
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Document APFS
Date Internal Product Major changes
Revision Release
2014-  ||master@{2014- nobl. 1.2.840.10008.1.2.4.102 (MPEG-4 AVC/H.264 High
04-01 ||04-01} PUBHC b ofile / Level 4.1) Transfer Syntax added
release
no
(2)(3)_134 1_ ggats;%@{ZOM- public |[More matching keys in Worklist C-FIND
release
2014-  |2.10@{2014- |[2.10.04-
03-18  03-18} REL APFS released
2014-  |2.9@{2014-02-[2.09.05-
02:06 |06} REL APEFS released
2013-  |[2.8@{2013-11-{2.08.05-
11-02 o2} REL APFS released
2013-  |2.7@{2013-09-|[2.07.08-
09-23 |23} REL APEFS released
2013-  |2.7@{2013-08-|2.07.06-
08-20 29 REL APFS released
2013 |2.7@1{2013-08- no Text unchanged. The revision number system
08-20 26} public |lchanged as a consequence of migration of the source
release ||code repository.
2013- 2.06.05-
06-19 2.130.00 REL APEFS released
2013- 2.05.07-
04-06 2.104.03 REL APFS released
2013- no C-FIND SCU supports Number of Study Related
02-07 2.86.00 public ||Series and Number of Study Related Instances. Many
release |[typos fixed.
2013- 2.04.07-
02-07 2.83.03-pl REL APEFS released
2012- 2.04.05-
11-30 2.83.03 REL APFS released
2012- no- . -
09-06 2.67.00 public ||C-FIND SCP supports Series Description
release
2012- 2.03.07-
07-02 2.65.00 REL APES released
2012- b 51.00 nobl' C-FIND SCP supports Number of Study Related
05-24 T PUBHC g e ries and Number of Study Related Instances
release
2012- no
05-24 2.50.00 public ||[C-FIND and C-MOVE SCU added
release
2012- 2.02.07-
04-30 2.45.00 REL APFS released
2012- 2.01.08-
01-13 2.32.00 REL APFS released
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Document APFS
Date Internal Product Major changes
Revision Release
2011- 2.00.08-
07-20 2.18.00 REL APFS released
2011- no
05-20 2.14.00 public |[Implementation Class UID changed
release
no
2011- . .
02-07 0.48.00 public |[initial text
release

AUDIENCE

This document is intended for hospital staff, health system integrators, software designers
or implementers. It is assumed that the reader has a working understanding of DICOM.

REMARKS

DICOM does not guarantee interoperability. However, the Conformance Statement
facilitates a first-level validation for interoperability between applications supporting the
same DICOM functionality.

This Conformance Statement is not intended to replace validation with other DICOM
equipment to ensure compatibility.

DEFINITIONS, TERMS AND ABBREVIATIONS

APFS refers to AMIS*PACS FlexServer G2.

Service Guide refers to the AMIS*PACS FlexServer G2 - Service Guide manual distributed
with APFS.

Administrator Guide refers to the AMIS*PACS FlexServer G2 - Administrator Guide
manual distributed with APFS.

User Guide refers to the AMIS*PACS FlexServer G2 - User Guide manual distributed with
APFS.

Chapter 1. CONFORMANCE STATEMENT OVERVIEW

Table of Contents

1.1. NETWORK SERVICES

1.1.1. Transfer

1.1.2. Query/Retrieve

1.1.3. Workflow Management
1.1.4. Print Management

1.2. MEDIA SERVICES
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APFS is software intended to run as an archive of medial images and worklist server. It is
based on the DICOM v3.0 standard.

1.1. NETWORK SERVICES

The following table provides an overview of the network services supported by APFS
1.1.1. Transfer

Table 1.1. Network services

SOP Classes User(gg %;Vlce Pr0v1dg ((:); )Serv1ce
|Computed Radiography Image Storage ||Yes HYes |
Basic Study Content Notification SOP Class Yes Ves
(Retired)
|Stored Print Storage SOP Class (Retired) ||Yes “Yes |
Hardcopy Grayscale Image Storage SOP
Class (Retired) Yes Yes
Hardcopy Color Image Storage SOP Class Yes Yes
(Retired)
|Computed Radiography Image Storage ||Yes HYes
Digital X-Ray Image Storage — For Ves Ves
Presentation
Digital X-Ray Image Storage — For Ves Yes
Processing
Digital Mammography X-Ray Image Storage Ves Yes
— For Presentation
Digital Mammography X-Ray Image Storage Ves Yes
— For Processing
Digital Intra-oral X-Ray Image Storage — For Ves Yes
Presentation
Digital Intra-oral X-Ray Image Storage — For Ves Ves
Processing
|Standalone Modality LUT Storage (Retired) ||Yes HYes |
|Encapsulated PDF Storage ||Yes “Yes |
|Standalone VOI LUT Storage ||Yes “Yes |
Grayscale Softcopy Presentation State
Storage SOP Class Yes Yes
Color Softcopy Presentation State Storage
SOP Class Yes Yes
Pseudo-Color Softcopy Presentation State
Storage SOP Class Yes Yes
Blending Softcopy Presentation State Storage
SOP Class Yes Yes
|X-Ray Angiographic Image Storage ||Yes HYes |
|Enhanced XA Image Storage ||Yes HYes |
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SOP Classes

User of Service

Provider of Service

(SCU) (SCP)
|X-Ray Radiofluoroscopic Image Storage ||Yes “Yes |
|Enhanced XRF Image Storage ||Yes HYes |
X-Ray Angiographic Bi-Plane Image Storage Ves Ves
(Retired)
Positron Emission Tomography Image Ves Yes
Storage
|Standa10ne PET Curve Storage (Retired) ||Yes HYes |
|Breast Tomosynthesis Image Storage ||Yes HYes |
|CT Image Storage ||Yes HYes |
|Enhanced CT Image Storage ||Yes “Yes |
|Nuclear Medicine Image Storage ||Yes “Yes |
Ei{ltei?rs:(;l)nd Multi-frame Image Storage Ves Ves
|Ultrasound Multi-frame Image Storage ||Yes HYes |
|MR Image Storage ||Yes “Yes |
|Enhanced MR Image Storage ||Yes HYes |
|MR Spectroscopy Storage ||Yes HYes |
|RT Image Storage ||Yes HYes |
|RT Dose Storage ||Yes HYes |
|RT Structure Set Storage ||Yes HYes |
|RT Beams Treatment Record Storage ||Yes “Yes |
|RT Plan Storage ||Yes “Yes |
|RT Brachy Treatment Record Storage ||Yes HYes |
|RT Treatment Summary Record Storage ||Yes HYes |
|Nuc1ear Medicine Image Storage (Retired) ||Yes HYes |
|U1trasound Image Storage (Retired) ||Yes HYes |
|U1trasound Image Storage ||Yes “Yes |
|Raw Data Storage ||Yes “Yes |
|Spatial Registration Storage ||Yes HYes |
|Spatia1 Fiducials Storage ||Yes HYes |
|Real World Value Mapping Storage ||Yes HYes |
|Secondary Capture Image Storage ||Yes HYes |
Multi-frame Single Bit Secondary Capture Ves Yes
Image Storage
Multi-frame Grayscale Byte Secondary Ves Yes
Capture Image Storage
Multi-frame Grayscale Word Secondary Yes Yes
Capture Image Storage
Multi-frame True Color Secondary Capture Ves Yes
Image Storage
VL Endoscopic Image Storage ||Yes HYes
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SOP Classes

User of Service

Provider of Service

(SCU) (SCP)
|Video Endoscopic Image Storage ||Yes “Yes |
|VL Microscopic Image Storage ||Yes HYes |
|Vide0 Microscopic Image Storage ||Yes HYes |
VL Slide-Coordinates Microscopic Image Yes Yes
Storage
|VL Photographic Image Storage ||Yes “Yes |
|Video Photographic Image Storage ||Yes HYes |
|Ophthalmic Photography 8 Bit Image Storage ||Yes HYes |
Ophthalmic Photography 16 Bit Image Ves Yes
Storage
|Stereometric Relationship Storage ||Yes “Yes |
|Standa10ne Overlay Storage (Retired) ||Yes HYes |
|Basic Text SR Storage ||Yes HYes |
|Enhanced SR Storage ||Yes HYes |
|Comprehensive SR Storage ||Yes HYes |
|Procedure Log Storage ||Yes “Yes |
|Mammography CAD SR Storage ||Yes “Yes |
|Key Object Selection Document Storage ||Yes HYes |
|Chest CAD SR Storage ||Yes HYes |
|X-Ray Radiation Dose SR Storage ||Yes HYes |
|Standalone Curve Storage (Retired) ||Yes HYes |
|12-lead ECG Waveform Storage ||Yes HYes |
|General ECG Waveform Storage ||Yes “Yes |
|Ambu1at0ry ECG Waveform Storage ||Yes HYes |
|Hem0dynamic Waveform Storage ||Yes HYes |
|Cardiac Electrophysiology Waveform Storage”Yes HYes |
|Basic Voice Audio Waveform Storage ||Yes HYes |
|Hanging Protocol Storage ||Yes HYes |
L(;(S)? S;);)Image Storage (widely used private Yes Yes
I;/I(%)Sc;;;clg;um Storage (widely used private Ves Yes
MR Series Data Stora ] riv
SOPSCela ;Ss) ata Storag (widely used private Ves Ves
?;)Ec?zg)card Storage (widely used private Ves Yes

1.1.2. Query/Retrieve

Table 1.2. Network services
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SOP Classes User(gfc Sé)rvlce Provid(e; co£ )Serviee
i/?:)ig:]t_Rl(:)?;] guery/Retrieve Information No Ves
i/?(t)ig;t_Rl(\)/})(t) 31éery/Retrleve Information No Ves
i/?;(cll}e/lliog I\(IQIl)lery/Retrleve Information Ves Vs
i/ltgili}ellliof/; (;)\llllezry/Retrleve Information Ves Ves

1.1.3. Workflow Management

Table 1.3. Network services

SOP Classes

User of Service

Provider of Service

(SCU) (SCP)
Modality Worklist Information Model —
FIND No Yes
|St0rage Commitment Push Model ||No HYes

1.1.4. Print Management

Table 1.4. Network services

SOP Classes

User of Service
(SCU)

Provider of Service
(SCP)

|Not Applicable

1.2. MEDIA SERVICES

APFS supports no media services.

Chapter 2. NETWORKING

Table of Contents
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APFS contains one Application Entity:
e APFS Application Entity which
o stores medical images and provides query and retrieve services

o provides modality worklist service based on HL7 messages received
from a HIS/RIS system

o provides storage commitment service based on stored medical images
o an user of APFS' web-based GUI can invoke

= object transmissions to other applications entities on a
network
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= query requests to other applications entities on a network
= retrieve requests to other applications entities on a network

o transfers objects to other applications entities on a network when an
internal configurable rules decide (so called autorouting)

2.1.2. Functional Definition of AEs

APFS contains a single application entity (APFS_Application Entity depicted in the
Application Data Flow diagram above). It implements:

¢ the Storage Service Classes

o as a SCP to receive composite objects from remote application entities

(source AESs). It stores them to an internal database.

o as a SCU to send stored composite objects to remote application
entities (destination AEs)

¢ the Query/Retrieve Service Classes

o as a SCP it serves queries and retrieve requests from remote
application entities

This service is based on the internal database mentioned above. The
relevant data originates from

= composite objects received when acting as the Storage
Service Classes SCP

= patient information received via HL7 messages from a
HIS/RIS system

o as a SCU it can query and retrieve data from remote application
entities

o the Workflow Management Service Classes

o as a Modality Worklist SCP it answers queries from remote
application entities (modalities)

This service is based the internal database mentioned above. The only
relevant data for this service class is:

= patient information received via HL7 messages from a
HIS/RIS system

o as a Storage Commitment SCP it answers queries from remote
application entities (modalities)

This service is based the internal database mentioned above. The only
relevant data for this service class is:

= composite objects received when acting as the Storage
Service Classes SCP

e the Verification Service Class
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o as a SCP it confirms verification requests from remote application
entities

2.1.3. Sequencing of Real-World Activities

APFS Application Entity initiates a transmission of composite objects to a remote
application entity when:

¢ as a Query/Retrieve SCP receives a retrieve request from a remote application
entity

« instructed by an user of the web-based graphical user interface to send data to a
remote application entity[l]

e internal autorouting mechanism detects a plan to transfer a composite object to a
remote application entity[z]

APFS Application Entity initiates a Query/Retrieve when:

e instructed by an user of the web-based graphical user interface to query/retrieve
a remote application entity[i]

APFS Application Entity initiates a Storage Commitment answer transmission when:

¢ as a Storage Commitment SCP receives a Storage Commitment request from a
remote application entity

2.2. AE SPECIFICATIONS

2.2.1. APFS_Application_Entity

2.2.1.1. SOP Classes

APFS_Application_Entity provides Standard Conformance to the following SOP Classes:

Table 2.1. Storage SOP Classes for APFS_Application_Entity

SOP Class Name [ SOP Class UID scul(scp|
Computed Radiography Image 1y 5 g4 10008.5.1.4.1.1.1 Yes |fyes
Storage -2.640.100006.5.1.4.1.1.

Basic Study Content Notification

SOP Class (Retired) 1.2.840.10008.1.9 Yes |[[Yes
Stored Print Storage SOP Class 1.2.840.10008.5.1.1.27 es INes
(Retired) £ 0T SALTEE

Hardcopy Grayscale Image

Storage SOP Class (Retired) 1.2.840.10008.5.1.1.29 Yes ||Yes
Hardcopy Color Image Storage

SOP Class (Retired) 1.2.840.10008.5.1.1.30 Yes |[Yes
Computed Radiography Image 1y 5 849 10008.5.1.4.1.1.1 Yes |[Yes
Storage -2.640.10008.5.1.4.1.1.

Digital X-Ray Image Storage — 12 840.10008.5.1.4.1.1.1.1 vos Nes
For Presentation 2050 1UUV0. 0. LA L. 1 L
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SOP Class Name | SOP Class UID Iscul[scp|

Digital X-Ray Image Storage —
For Processing

1.2.840.10008.5.1.4.1.1.1.1.1  |[Yes ||Yes

Digital Mammography X-Ray

. 1.2.840.10008.5.1.4.1.1.1.2 Yes |[Yes
Image Storage — For Presentation

Digital Mammography X-Ray

: 1.2.840.10008.5.1.4.1.1.1.2.1  |[Yes ||Yes
Image Storage — For Processing

Digital Intra-oral X-Ray Image

. 1.2.840.10008.5.1.4.1.1.1.3 Yes |[Yes
Storage — For Presentation

Digital Intra-oral X-Ray Image
Storage — For Processing

Standalone Modality LUT Storage

1.2.840.10008.5.1.4.1.1.1.3.1  ||Yes |[Yes

1.2.840.10008.5.1.4.1.1.10 Yes ||Yes

(Retired)
[Encapsulated PDF Storage 11.2.840.10008.5.1.4.1.1.104.1 |[Yes |[Yes |
Standalone VOI LUT Storage ~ |[1.2.840.10008.5.1.4.1.1.11 |[Yes |Yes |

Grayscale Softcopy Presentation
State Storage SOP Class

Color Softcopy Presentation State
Storage SOP Class

Pseudo-Color Softcopy
Presentation State Storage SOP 1.2.840.10008.5.1.4.1.1.11.3 Yes |[Yes
Class

Blending Softcopy Presentation
State Storage SOP Class

X-Ray Angiographic Image

1.2.840.10008.5.1.4.1.1.11.1 Yes ||Yes

1.2.840.10008.5.1.4.1.1.11.2 Yes ||Yes

1.2.840.10008.5.1.4.1.1.11.4 Yes ||Yes

1.2.840.10008.5.1.4.1.1.12.1 Yes ||Yes

Storage

[Enhanced XA Image Storage ~ |1.2.840.10008.5.1.4.1.1.12.1.1 ||Yes |Yes |
X-Ray Radiofluoroscopic Image |l; » g4 10008.5.1.4.1.1.12.2  [Yes [Yes
Storase 2.840.10008.5.1.4.1.1. :

[Enhanced XRF Image Storage  |1.2.840.10008.5.1.4.1.1.12.2.1 |[Yes |Yes |

X-Ray Angiographic Bi-Plane
Image Storage (Retired)

1.2.840.10008.5.1.4.1.1.12.3 Yes ||Yes

Positron Emission Tomography

1.2.840.10008.5.1.4.1.1.128 Yes |[Yes
Image Storage

Standalone PET Curve Storage |} 5 61 10008.5.1.4.1.1.129  [Yes [Yes

(Retired)

Breast Tomosynthesis Image 1.2.840.10008.5.1.4.1.1.13.1.3 |[Yes [Yes
Storage

ICT Image Storage 11.2.840.10008.5.1.4.1.1.2 [Yes |[Yes |
|Enhanced CT Image Storage “1.2.840.10008.5.1.4.1.1.2.1 “Yes “Yes |

INuclear Medicine Image Storage |[1.2.840.10008.5.1.4.1.1.20  |Yes |[Yes |

Ultrasound Multi-frame Image
Storage (Retired)

1.2.840.10008.5.1.4.1.1.3 Yes ||Yes

Ultrasound Multi-frame Image
Storage

IMR Image Storage [1.2.840.10008.5.1.4.1.1.4 [Yes ||Yes |

1.2.840.10008.5.1.4.1.1.3.1 Yes ||Yes
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| SOP Class Name | SOP Class UID Iscul[scp|
[Enhanced MR Image Storage  |[1.2.840.10008.5.1.4.1.1.4.1  |[Yes |[Yes |
|MR Spectroscopy Storage “1.2.840.10008.5.1.4.1.1.4.2 “Yes “Yes |
IRT Image Storage 11.2.840.10008.5.1.4.1.1.481.1 |[Yes |Yes |
IRT Dose Storage 11.2.840.10008.5.1.4.1.1.481.2 |[Yes |Yes |
IRT Structure Set Storage 11.2.840.10008.5.1.4.1.1.481.3 |[Yes [Yes |
RT Beams Treatment Record 1.2.840.10008.5.1.4.1.1.481.4 |[Yes |Yes

Storage

IRT Plan Storage 11.2.840.10008.5.1.4.1.1.481.5 |[Yes |[Yes |
RT Brachy Treatment Record ) » ¢44 10008.5.1.4.1.1.481.6 [Yes |[Yes

Storage

RT Treatment Summary Record |\; 5 ¢4 10008.5.1.4.1.1.481.7 |[Yes |[Yes

Storage

IRT Ion Plan Storage [1.2.840.10008.5.1.4.1.1.481.8 [ Yes |Yes |
Nuclear Medicine Image Storage |, 5 ¢4 10008.5.1.4.1.1.5 Yes |[Yes

(Retired)

Ultrasound Image Storage 1.2.840.10008.5.1.4.1.1.6 Yes |Yes

(Retired)

|Ultrasound Image Storage [1.2.840.10008.5.1.4.1.1.6.1  |[Yes |[Yes |
IRaw Data Storage 1.2.840.10008.5.1.4.1.1.66 |[Yes |[Yes |
|Spatial Registration Storage [1.2.840.10008.5.1.4.1.1.66.1  |[Yes ||Yes |
|Spatial Fiducials Storage 11.2.840.10008.5.1.4.1.1.66.2  |[Yes |[Yes |
SegmentationStorage 11.2.840.10008.5.1.4.1.1.66.4  |[Yes |Yes |
Real World Value Mapping 1.2.840.10008.5.1.4.1.1.67 Yes |[Yes

Storage

|Secondary Capture Image Storage “1.2.840.10008.5.1.4.1.1.7 “Yes “Yes |
Multi-frame Single Bit Secondary I} » ¢4610008.5.1.4.1.1.7.1  [Yes |[Yes

Capture Image Storage

Multi-frame Grayscale Byte 1.2.840.10008.5.1.4.1.1.72  |Yes [Yes

Secondary Capture Image Storage

Multi-frame Grayscale Word 1.2.840.10008.5.1.4.1.1.73  |Yes |Yes

Secondary Capture Image Storage

Multi-frame True Color Secondary l; 5 g46 10008.5.1.4.1.1.7.4  [Yes |[Yes

Capture Image Storage

|VL Endoscopic Image Storage Hl.2.840.10008.5.1.4.1.1.77.1.1 HYes HYes |
|Video Endoscopic Image Storage |1.2.840.10008.5.1.4.1.1.77.1.1.1||Yes |Yes |
IVL Microscopic Image Storage  |1.2.840.10008.5.1.4.1.1.77.1.2 |[Yes |Yes |
|Video Microscopic Image Storage “1.2.840.10008.5.1.4.1.1.77.1.2.1“Yes “Yes |
VL Slide-Coordinates Microscopic||; 5 46 10008.5.1.4.1.1.77.1.3 |[Yes [Yes

Image Storage

IVL Photographic Image Storage  |[1.2.840.10008.5.1.4.1.1.77.1.4 |[Yes |[Yes |
|Video Photographic Image Storage [1.2.840.10008.5.1.4.1.1.77.1.4.1|[Yes |Yes |
Ophthalmic Photography 8 Bit |, 5 ¢4 10008.5.1.4.1.1.77.1.5.1 [Yes |[Yes

Image Storage
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| SOP Class Name | SOP Class UID Iscul[scp|

Ophthalmic Photography 16 Bit
Image Storage

|Stereometric Relationship Storage “1.2.840.10008.5.1.4.1.1.77.1.5.3”Yes HYes |

Standalone Overlay Storage

1.2.840.10008.5.1.4.1.1.77.1.5.2||Yes ||Yes

(Retired) 1.2.840.10008.5.1.4.1.1.8 Yes |[Yes
Basic Text SR Storage 1.2.840.10008.5.1.4.1.1.88.11 |[Yes |Yes |
[Enhanced SR Storage 11.2.840.10008.5.1.4.1.1.88.22 |[Yes |Yes |
IComprehensive SR Storage 11.2.840.10008.5.1.4.1.1.88.33  |[Yes |[Yes |
IProcedure Log Storage 11.2.840.10008.5.1.4.1.1.88.40 |[Yes |[Yes |

IMammography CAD SR Storage |[1.2.840.10008.5.1.4.1.1.88.50 ||Yes [Yes |

Key Object Selection Document
Storage

(Chest CAD SR Storage [1.2.840.10008.5.1.4.1.1.88.65 [Yes |[Yes |
IX-Ray Radiation Dose SR Storage |[1.2.840.10008.5.1.4.1.1.88.67 ||Yes [Yes |

Standalone Curve Storage
(Retired)

|12-lead ECG Waveform Storage  |[1.2.840.10008.5.1.4.1.1.9.1.1  |[Yes |Yes |
General ECG Waveform Storage |[1.2.840.10008.5.1.4.1.1.9.12  |[Yes [Yes |

Ambulatory ECG Waveform
Storage

[Hemodynamic Waveform Storage [1.2.840.10008.5.1.4.1.1.9.2.1 |[Yes |Yes |

Cardiac Electrophysiology
Waveform Storage

1.2.840.10008.5.1.4.1.1.88.59 |[Yes ||Yes

1.2.840.10008.5.1.4.1.1.9 Yes ||Yes

1.2.840.10008.5.1.4.1.1.9.1.3  |[Yes ||Yes

1.2.840.10008.5.1.4.1.1.9.3.1  ||Yes |[Yes

Basic Voice Audio Waveform 1.2.840.10008.5.1.4.1.1.94.1 |[Yes |[Yes

Storage

Hanging Protocol Storage 11.2.840.10008.5.1.4.38.1 [Yes [Yes |
CSA Non-Image Storage (widely

used private SOP class) 1.3.12.2.1107.5.9.1 Yes |[Yes
MR Spectrum Storage (widely ) 3 45 670589.11.0.0.12.1  |[yes |Yes
used private SOP class) e 11UV L2,

MR Series Data Storage (widely 1 3.46.670589.11.0.0.12.2 s |Nes
used private SOP class) e LU L2

MR Examcard Storage (widely ||| 3 46 670589.11.0.0.12.4  [Yes [Yes

used private SOP class)

Table 2.2. Query/Retrieve SOP Classes for APFS_Application_Entity

SOP Class Name |  SOPClassUID  |SCU|SCP)|

Patient Root Query/Retrieve
Information Model — FIND

Patient Root Query/Retrieve
Information Model - MOVE

Study Root Query/Retrieve
Information Model — FIND

1.2.840.10008.5.1.4.1.2.1.1||No  |[Yes

1.2.840.10008.5.1.4.1.2.1.2|[No |[Yes

1.2.840.10008.5.1.4.1.2.2.1||Yes |[Yes
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SOP Class Name |  SOPClassUID  |SCU|SCP
Study Root Query/Retrieve
o e Mol - MOVE 1.2.840.10008.5.1.4.1.2.2.2|[Yes |[Yes

Table 2.3. Workflow management SOP Classes for APFS_Application_Entity

| SOP Class Name | SOP Class UID |SCU|[sCP|
Modality Worklist Information
Model - FIND 1.2.840.10008.5.1.4.31|No  |[Yes

|St0rage Commitment Push Model H1.2.840.10008.1.20.1 ||No “Yes ‘

Table 2.4. Verification SOP Classes for APFS_Application Entity

| SOP Class Name “ SOP Class UID HSCU“SCP|
|Verification [1.2.840.10008.1.1  |[Yes ||Yes |

2.2.1.2. Association Policies

2.2.1.2.1. General

The DICOM standard application context name for DICOM 3.0 is always proposed:

Table 2.5. DICOM Application Context for APFS_Application_Entity

Application Context Name|[1.2.840.10008.3.1.1.1

SOP Class extended negotiation is not supported.

Max PDU sizes offered and accepted are 16384.

2.2.1.2.2. Number of Associations

The number of simultaneous associations that will be accepted as a SCP and/or initiated as
a SCU is not limited in principle.

APFS_Application_Entity spawns a new thread:

e (as a SCP) for each connection request from a source AE it receives

e (as a SCU) for each destination AE it has to send composite instances or storage
commitment answers to

Therefore, APFS Application Entity can have multiple simultaneous connections, and

there are no inherent limitations on the number of simultaneous associations that it can
maintain.

Actually, there are practical limits of simultaneous associations determined by the
underlying software environment, the operating system and the hardware itself.

2.2.1.2.3. Asynchronous Nature
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Asynchronous communication is not supported.
2.2.1.2.4. Implementation Identifying Information
The implementation information for APFS_Application Entity is:

Table 2.6. DICOM Implementation Class and Version for APFS_Application_Entity

Implementation Class UID  |1.3.6.1.4.1.20744.3.1.2.2.9001 |
|Implementation Version Name ‘ |APFS-X.YY.ZZ-REL |

where X. Yy.zz is an release number of APFS (e.g. 2.10.12).
2.2.1.3. Association Initiation Policy
APFS_Application_Entity initiates:
e an association aimed to send composite instances when:

o it needs to store composite instances as a sub-operation of a retrieve
request from a remote application entity

o an user of the web-based GUI instructs APFS to send data to a remote
application entity

o the internal autorouting mechanism detects a plan to transfer a
composite object to a remote application entity

All events listed above trigger the same sequence of actions and the mechanism
of an association initiation is the same. Therefore, all three activities ("Retrieve
request", "User instruction", "Autorouting instruction") will be described
together with differences explicitly noted.

e an association aimed to query/retrieve when:

o an user of the web-based GUI instructs APFS to query/retrieve to a
remote application entity

e an association aimed to send storage commitment answers when:

o it receives a storage commitment request

2.2.1.3.1. Real-world activities - Retrieve request or User instruction or Autorouting instruction

2.2.1.3.1.1. Description and Sequencing of Activities
When requested by any of these:
e by a remote application entity with a C-MOVE (Retrieve request)
e by user's action in the web-based GUI
e by the internal autorouting mechanism
APFS:
1. builds a list of UIDs of composite objects to send
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2. collects SOP Classes of those composite objects

3. initiates an association to a destination application entity

4. sends the selected composite objects to the destination using C-STORE

5. if triggered by a C-MOVE request: for each C-STORE performed

APFS_Application_Entity notifies C-MOVE requester about C-STORE status

6. closes the association

2.2.1.3.1.2. Proposed Presentation Contexts

Table 2.7. Proposed Presentation Contexts by APFS_Application_Entity

Abstract || Abstract Transfer Syntax Extended
Syntax Syntax Transfer Syntax UID |Role .
Name Negotiation
Name UID

See note 1 |[See note 1 Imppcr[ VR Little 1.2.840.10008.1.2 SCU [None
below below Endian
See note 1 |[See note 1 EXp!lClt VR Little 1.2.840.10008.1.2.1 SCUNone
below below Endian
Seenote 1 iSee note 1 IExplicit VR Big ||, 5 g46 10008122 ||SCU [None
below below Endian
See note 1 |[See note 1 |[Deflated Explicit
below below VR Little Endian 1.2.840.10008.1.2.1.99 ||SCU||None
Seenote I |Seenote 1 gy pyiqless  {/1.2.840.10008.1.2.5  [SCU [None
below below
Seenote 1 |See note 1 |JPEG Baseline 1y 5 g4 10008.1.2.4.50 ||SCU|None
below below (Process 1)
See note 1 |[See note 1 |[JPEG Extended
below below (Process 2 & 4) 1.2.840.10008.1.2.4.51 ||SCU||None
See note 1 |[See note 1 JPEG Lossless,

Non-Hierarchical |[1.2.840.10008.1.2.4.57 |[SCU |[None
below below

(Process 14)

JPEG Lossless,

Non-Hierarchical,
See note 1 ||See note 1 First-Order

Prediction 1.2.840.10008.1.2.4.70 |[SCU |[None
below below

(Process 14

[Selection Value

1)
Seenote 1 |Seenote 1 |)P EO-LS Lossless

Image 1.2.840.10008.1.2.4.80 ||SCU||None
below below )

Compression

JPEG-LS Lossy
Seenote 1 |Seenote 1 |(Near-Lossless) ) 5 ¢4 10008.1.2.4.81 [SCU|[None
below below Image

Compression

JPEG 2000 Image
Seenote 1 ||Seenote Il | o csion 1.2.840.10008.1.2.4.90 |[SCU [None
below below

(Lossless Only)
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Abstract || Abstract

Syntax Syntax Tran;flzl;nseyntax Transfer Syntax UID |[Role Nlixt)e:tlila:it?:)in
Name UID g
Seenote I ||See note 1 JJPEG 2000 Image ||} 5 ¢46 10008.1.2.4.91 [SCU|None
below below Compression
See note 1 |[See note 1 MPEG2 Main
Profile @ Main  |[1.2.840.10008.1.2.4.100||SCU||None
below below
Level
See note 1 |[See note 1 MPEG2 Main
Profile @ High 1.2.840.10008.1.2.4.101||[SCU ||None
below below
Level
MPEG-4

Seenote 1 ||See note I ey 564 High [1.2.840.10008.1.2.4.102/|SCU [None

below below Profile / Level 4.1
MPEG-4
Seenote 1 |Seenote 1 |AVC/H.264 BD- ) 5 ¢4 10008.1.2.4.103 [SCU [None
below below compatible High
Profile / Level 4.1
Note

1. The Abstract Syntax Name and UID correspond to one of the SOP
Class Names and UIDs supported (see Table Storage SOP Classes
for APFS_Application_Entity above).

APFS Application Entity proposes a set of presentation contexts, one or two presentation
contexts for each SOP class. The first presentation context contains:

e the SOP Class UID as the proposed Abstract Syntax

e the Transfer Syntax 1.2.840.10008.1.2 (Implicit VR Little Endian) as the
proposed Transfer Syntax

The second presentation context, if present, contains:
e the SOP Class UID as the proposed Abstract Syntax

¢ one of the transfer syntaxes from the table above, except 1.2.840.10008.1.2
(Implicit VR Little Endian), as the proposed Transfer Syntaxes

The set of the proposed Abstract Syntaxes (SOP Class UIDs) is a subset of SOP Classes
supported. It is the minimal subset needed to transfer all composite objects selected to be
sent.

2.2.1.3.1.3. SOP Specific Conformance for SOP Classes

After a successful C-STORE response from the SCP (the destination application entity),
APFS Application Entity will continue to send composite instances. Warnings in the C-
STORE response from the SCP are ignored.

If an unsuccessful C-STORE response is received from the SCP, APFS Application Entity
will log the failure and close the association.
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In case of an exception (an association aborted by the SCP, a network timeout, a TCP/IP

communication error) APFS Application Entity will abort the Association using DICOM
A-ABORT.

APFS_Application_Entity modifies patient information in the composite instances being
sent (in a C-STORE command) with the current information kept in the internal database.

The SOP Instance UID stays unchanged. The attributes updated are listed in the following
table:

Table 2.8. Attributes updated in instances being sent

Attribute - -.
Name Tag Attribute Description
Patient ID (0010,0020)|[Primary ID of the patient

Issuer of Patient This attribute is either removed or set to the namespace of
D (0010,0021)|[primary patients' IDs (as configured to APFS). The
behaviour is configurable.

Patient's Birth
Date

Patient's Birth
Time
Patient's Sex ||(0010,0040)||Sex of the patient

Depending on the actual configuration, this attribute is
either:

(0010,0030)||Birth date of the patient

(0010,0032)|[Birth time of the patient

left intact or

Other Patient e removed or
IDs Sequence (0010,1002)

e replaced with current patient's identifiers from the
repository or

e supplemented with current patient's identifiers
from the repository

2.2.1.3.2. Real-world activities - User instruction to query a remote application

2.2.1.3.2.1. Description and Sequencing of Activities
When requested by user's action in the web-based GUI, then APFS:
1. initiates an association to query a remote application entity
2. sends a C-FIND request
3. receives C-FIND response messages

4. closes the association

2.2.1.3.2.2. Proposed Presentation Contexts

Table 2.9. Proposed Presentation Contexts by APFS_Application_Entity
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Transfer
Abstraet Transfer Syntax Extended
Syntax Name Abstraet Syntax UID || Syntax UID Role Negotlation
Name
Study Root Implicit
Query/Retrieve||; 5 ¢4 10008.5.1.4.1.2.2.1||' X 1.2.840.10008.1.2||SCU [None
Information Little
Model — FIND Endian

APFS_Application_Entity proposes only one presentation context. The presentation

context contains:

e the SOP Class UID 1.2.840.10008.5.1.4.1.2.2.1 (Study Root Query/Retrieve
Information Model — FIND)

¢ the Transfer Syntax 1.2.840.10008.1.2 (Implicit VR Little Endian) as the
proposed Transfer Syntax

2.2.1.3.2.3. SOP Specific Conformance for SOP Classes

APFS_Application_Entity always use the value "STUDY" for the Query/Retrieve Level

(0008,0052).

APFS Application_Entity supports the following Optional Keys:

Table 2.10. Supported Optional Keys in C-FIND

| Description H Tag ‘
[Patient’s Birth Date 1(0010,0030) |
[Patient’s Sex (0010,0040) |
Modalities in Study (0008,0061) |
IReferring Physician’s Name (0008,0090) |

|Study Description

(0008,1030)|

|Series Description

[(0008,103E)|

|Number of Patient Related Studies H(0020,1200) ‘

|Number of Study Related Series

(0020,1206) |

|Number of Study Related Instances“(0020,1208) ‘

|Perf0rmed Station AETitle

(0040,0241)|

Depending on query parameters given by the user, APFS Application_Entity

e cither does not use Specific Character Set (0008,0005) at all

e or sets Specific Character Set (0008,0005) to ISO IR 192

(In details: When the parameters contains only ASCII characters then Specific Character
Set (0008,0005) is not use. Otherwise, APFS_Application Entity submits two C-FIND

queries:

e one query with Specific Character Set (0008,0005) to ISO IR 192 and with the
parameters as specified by the user
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e one query without Specific Character Set (0008,0005) and with "asciified"
parameters

)

2.2.1.3.3. Real-world activities - User instruction to retrieve from a remote application

2.2.1.3.3.1. Description and Sequencing of Activities
When requested by user's action in the web-based GUI, then APFS:
1. initiates an association to retrieve from a remote application entity
2. sends a C-MOVE request
3. receives C-MOVE response messages

4. closes the association

2.2.1.3.3.2. Proposed Presentation Contexts

Table 2.11. Proposed Presentation Contexts by APFS_Application Entity

Transfer
Abstract Abstract Syntax UID Syntax Transfer Syntax Role EXtel.ld(?d
Syntax Name UID Negotiation
Name
Study ROOt. Implicit
Query/Retrieve VR
Information 1.2.840.10008.5.1.4.1.2.2.2 Little 1.2.840.10008.1.2||SCU||None
Model - Endian
MOVE

For a retrieve request, APFS_Application Entity proposes only one presentation context.
The presentation context contains:

e the SOP Class UID 1.2.840.10008.5.1.4.1.2.2.1 (Study Root Query/Retrieve
Information Model — MOVE)

¢ the Transfer Syntax 1.2.840.10008.1.2 (Implicit VR Little Endian) as the
proposed Transfer Syntax

2.2.1.3.3.3. SOP Specific Conformance for SOP Classes
APFS_Application_Entity provides standard conformance.

2.2.1.3.4. Real-world activities - Storage Commitment request

2.2.1.3.4.1. Description and Sequencing of Activities

When requested by a remote application entity with a Storage Commitment N-ACTION
request, APFS:

1. builds a list of UIDs of composite objects and their SOP classes to announce a
commitment or failure

2. initiates an association to the requesting application entity
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3. sends the storage commitment answer (using a N-EVENT-REPORT request) to
the requesting application entity

4. closes the association

2.2.1.3.4.2. Proposed Presentation Contexts

Table 2.12. Proposed Presentation Contexts by APFS Application_Entity

Abstract Syntax || Abstract Syntax Tsr ansfer Transfer Syntax Extended
Name UID yntax UID Role Negotiation
Name
Storage Implicit
Commitment 1.2.840.10008.1.20.1|[VR Little |[1.2.840.10008.1.2||SCP |[None
Push Model Endian

2.2.1.3.4.3. SOP Specific Conformance for SOP Classes

APFS_Application_Entity provides standard conformance to the DICOM Storage
Commitment Push Model Service Class as SCP.

SCP Notifications Statement:

e APFS does not support the optional Storage Media File-Set ID & UID Attributes
in the N-EVENT-REPORT.

e APFS does not use the optional Retrieve AE Title (0008,0054) Attribute in the
NEVENT- REPORT.

2.2.1.4. Association Acceptance Policy

APFS_Application_Entity accepts associations from registered application entities. This
registration is performed by an administrator using a web-based GUI.

Associations are accepted for these purposes:
e to allow remote application entities to verify communication

 to allow remote application entities to store composite instances to the internal
database

 to allow remote application entities to query composite instances the internal
database

¢ to allow remote application entities to retrieve composite instances from the
internal database

e to allow remote application entities to obtain modality worklist from the internal
database

 to allow remote application entities to request storage commitment

2.2.1.4.1. Real-world activity - Verification request

2.2.1.4.1.1. Description and Sequencing of Activities

APFS Application Entity accepts an association from a remote application entity to verify
communication using C-ECHO.
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2.2.1.4.1.2. Accepted Presentation Contexts

Table 2.13. Acceptable Presentation Contexts for APFS_Application_Entity

ASbst:act Abstract Syntax || Transfer Syntax || Transfer Syntax Rol Extended
yntax UID Name UID ole Negotiation
Name

Verification [1.2.840.10008.1.1 Eﬁiﬂt VR Little 1} 5 £40.10008.1.2(SCP [None

2.2.1.4.1.3. SOP Specific Conformance

APFS_Application_Entity provides standard conformance.

2.2.1.4.1.4. Presentation Context Acceptance Criterion

APFS_Application Entity accepts any Presentation Context for the supported SOP classes

with the supported Transfer Syntaxes.

2.2.1.4.1.5. Transfer Syntax Selection Policies

APFS_Application Entity supports only the Implicit VR Little Endian transfer syntax.

2.2.1.4.2. Real-world activity - Store request

2.2.1.4.2.1. Description and Sequencing of Activities

APFS_Application_Entity accepts an association from a source application entity to store
composite instances using C-STORE.

2.2.1.4.2.2. Accepted Presentation Contexts

Table 2.14. Acceptable Presentation Contexts for APFS_Application_Entity

Abstract | Abstract Transfer Syntax Extended
Syntax Syntax Transfer Syntax UID ||Role ..
Name Negotiation
Name UID

See note 1 |[See note 1 Imp!ICIt VR Little 1.2.840.10008.1.2 SCP [None
below below Endian
See note 1 |[See note 1 Exppcn VR Little 1.2.840.10008.1.2.1 SCP [None
below below Endian
Seenote I ||See note 1 |Explicit VR Big |} 5 ¢40 10008122 [SCP |[None
below below Endian
See note 1 |[See note 1 |[Deflated Explicit
below below VR Little Endian 1.2.840.10008.1.2.1.99 ||[SCP |[None
Seenote I Seenote 1 flp) py oesless  {/1.2.840.10008.1.2.5  [SCP [None
below below
Seenote 1 |See note 1 |JPEG Baseline 1y 5 g4 10008.1.2.4.50 ||SCP [None
below below (Process 1)
See note 1 |[See note 1 |[JPEG Extended
below below (Process 2 & 4) 1.2.840.10008.1.2.4.51 ||[SCP |[None
See note 1 |[See note 1 JPEG Lossless,

Non-Hierarchical ||1.2.840.10008.1.2.4.57 ||SCP |[None
below below

(Process 14)
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Abstract || Abstract Transfer Syntax Extended
Syntax Syntax Name Transfer Syntax UID |[Role Negotiation
Name UID g

JPEG Lossless,

Non-Hierarchical,
See note 1 ||See note 1 First-Order

Prediction 1.2.840.10008.1.2.4.70 |[SCP |[None
below below

(Process 14

[Selection Value

1)
See note 1 ||See note 1 JPEG-LS Lossless

Image 1.2.840.10008.1.2.4.80 |[SCP |[None
below below .

Compression

JPEG-LS Lossy
Seenote 1 |Seenote 1 |(Near-Lossless) ) 5 ¢4 10008.1.2.4.81 |[SCP [None
below below Image

Compression

JPEG 2000 Image
Seenote 1 |Seenote Il ocGion  [[1.2.840.10008.1.2.4.90 ||SCP [None
below below

(Lossless Only)
Seenote 1 ||See note I IJPEG 2000 Image | , 640 10008.1.2.4.91 ||SCP [None
below below Compression
See note 1 |[|See note 1 MPEG2 Main

Profile @ Main  |[1.2.840.10008.1.2.4.100/|SCP |[None
below below

Level
See note 1 |[|See note 1 MPEG2 Main

Profile @ High 1.2.840.10008.1.2.4.101||SCP ||None
below below

Level
See note 1 |[|See note 1 MPEG-4

AVC/H.264 High |[1.2.840.10008.1.2.4.102||SCP |[None
below below

Profile / Level 4.1

MPEG-4
See note I See note 1 AVC/H.264 BD- ) 5 ¢4 10008.1.2.4.103(SCP [None
below below compatible High

Profile / Level 4.1

Note

1. The Abstract Syntax Name and UID correspond to one of the SOP
Class Names and UIDs supported (see Table Storage SOP Classes
for APFS_Application_Entity above).

APFS_Application_Entity may be configured to accept only a subset of all SOP Classes

listed above. Moreover, for each acceptable SOP Class, it can be configured to accept only

a subset of transfer syntaxes listed above.

If offered a choice of Transfer Syntaxes in the accepted Presentation Contexts,
APFS_Application_Entity will select the first one supported from the list of proposed
Transfer Syntaxes.

2.2.1.4.2.3. SOP Specific Conformance
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APFS_Application Entity provides Level 2 (Full) conformance to the Storage SOP
Classes.

APFS_ Application Entity
e does not discard or change any elements

¢ does not validate that the Attributes of the SOP Instance meet the requirements
of the IOD

The following table summarizes storage status codes returned to the source application
entity:

Table 2.15. APFS_Application_Entity C-STORE Response Status

Service . Error
Further M R
Status urther Meaning Code eason
Success [Success 0000 The instance has been stored to the internal
database

|RefusedHOut of Resources HA700 ||IO error while receiving the object

|RefusedHOut of Resources HA701 ||Error while saving the object

|Refused||0ut of Resources “A702 ”Error in a requested preprocessing plugin

|Refused“0ut of Resources “A703 ”Error in a requested postprocessing plugin

|RefusedHOut of Resources ||A704 ”Error in a management repository
|RefusedHOut of Resources HA705 ||Unknown peer

|RefusedHOut of Resources HA706 ||Peer not authorized to store
|RefusedHOut of Resources HA900 ||Data Set does not match SOP Class
|Error HCannot understand HCOOO ||Failed to decode the object

|Err0r “Cannot understand “COOI ”Aborted while receiving the object

|Error HCannot understand “COO2 ”An identifier mismatches an existing record
|Error HCannot understand HCOO3 ”Object is not valid

Object's SOP Instance UID mismatches Affected
SOP Instance UID in the C-STORE request

Error Cannot understand ||C004

When applicable, the optional attribute (0000,0902) Error Comment is used to supplement
information about unsuccessful C-STORE operation.

In case of an exception (a network timeout, a TCP/IP communication error)
APFS_Application_Entity will abort the Association using DICOM A-ABORT.

2.2.1.4.2.4. Presentation Context Acceptance Criterion

APFS_Application_Entity accepts any Presentation Context for the supported SOP classes
with the supported Transfer Syntaxes.

2.2.1.4.2.5. Transfer Syntax Selection Policies
APFS Application_Entity accepts the first supported transfer syntax.

2.2.1.4.3. Real-world activity - Query request

2.2.1.4.3.1. Description and Sequencing of Activities
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APFS Application Entity accepts an association from a source application entity to query
internal database about stored SOP instances using C-FIND.

2.2.1.4.3.2. Accepted Presentation Contexts

Table 2.16. Acceptable Presentation Contexts for APFS_Application_Entity

Transfer

Abstract Abstract Syntax UID Syntax Transfer Syntax Role EXteI.ld?d

Syntax Name UID Negotiation
Name

Patient Root Implicit
Query/Retrieve | 5 ¢40.10008.5.1.4.1.2.1.1| VR 1.2.840.10008.1.2 ||SCP |[None
Information Little
Model — FIND Endian
Patient Root Explicit
Query/Retrieve || 5 ¢40.10008.5.1.4.1.2.1.1| VR 1.2.840.10008.1.2.1(SCP |[None
Information Little
Model — FIND Endian
ga“en}RR‘io.t Explicit

UCTY/REIIEVE! | 5 840.10008.5.1.4.1.2.1.1/[VR Big ||1.2.840.10008.1.2.2||SCP |[None
Information Endian
Model — FIND
Study Root Implicit
Query/Retrievell; 5 40 10008.5.1.4.1.22.1| % [1.2.840.10008.1.2 ||SCP |[None
Information Little
Model — FIND Endian
Study Root Explicit
Query/Retrieve | 5 ¢40.10008.5.1.4.1.22.1| VR 1.2.840.10008.1.2.1(SCP |[None
Information Little
Model — FIND Endian
St“dy/lli"i’t. Explicit
Query/Retrieve|; , ¢40 10008.5.1.4.1.2.2.1/[VR Big [1.2.840.10008.1.2.2/[SCP |[None
Information Endian
Model — FIND

APFS_Application_Entity may be configured to accept only a subset of all SOP Classes
listed above. Moreover, for each acceptable SOP Class, it can be configured to accept only
a subset of transfer syntaxes listed above.

If offered a choice of Transfer Syntaxes in the accepted Presentation Contexts,
APFS_Application_Entity will select the first one supported from the list of proposed
Transfer Syntaxes.

2.2.1.4.3.3. SOP Specific Conformance

APFS_Application_Entity does not support relational queries.

APFS Application Entity returns also the attribute (0008,0054) "Retrieve AE Title" set to

its own AE Title.

Case sensitivity/insensitivity and diacritics sensitivity/insensitivity in matching are

configurable.
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APFS_Application_Entity can be configured to limit the number of matching instances. If
the query being processed exceeds the limit number then the services status returned will
be response will be Refused: Out of Resources (Error Code A700).

The following table lists the supported matching and returned keys:

Table 2.17. Keys supported for Patient Root Information Model

| Level || Attribute name || Tag ||Matching||Returned|
IPATIENT|[Patient's Name (0010,0010) [[X X |
IPATIENT |[Patient ID (0010,0020) (X X |
IPATIENT |[Patient's Birth Date 1(0010,0030) (X [ |
IPATIENT [[Patient's Birth Time 1(0010,0032) [[x [ |
IPATIENT|[Patient's Sex (0010,0040) |[x X |
PATIENT Number of Patient Related (0020,1200) X

Studies ’
ISTUDY |Study Date (0008,0020) (X X |
ISTUDY |[Study Time (0008,0030) (X X |
ISTUDY [|Accession Number (0008,0050) (X X |
ISTUDY |[Modalities in Study (0008,0061) |[X X |
STUDY Referring Physician's (0008,0090) |[X e

Name
ISTUDY ||Study Description (0008,1030) [[X X |
ISTUDY |Study Instance UID 1(0020,000D) X X |
ISTUDY ||Study ID (0020,0010) |[X X |
STUDY Number of Study Related (0020,1206) X

Series ’
STUDY Number of Study Related (0020,1208) X

Instances ’
ISERIES ||Series Date (0008,0021) || X |
ISERIES ||Series Time (0008,0031) || X |
ISERIES |[Modality (0008,0060) (X X |
ISERIES ||Series Description [(0008,103E) || X |
ISERIES |[Body Part Examined (0018,0015) || X |
SERIES Performing Physician's (0008,1050) X

Name
ISERIES |[[Patient Position (0018,5100) || X |
ISERIES ||Series Instance UID (0020,000E) [[X X |
ISERIES |Series Number 1(0020,0011) |[X X |
SERIES Number of Series Related (0020,1209) X

Instances ’
ISERIES [[Performed Station AETitle ([(0040,0241) || X |
IMAGE |[Image Type (0008,0008) || X |
IIMAGE [[SOP Class UID (0008,0016) |[X X |
IMAGE [[SOP Instance UID (0008,0018) [[X X |
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| Level || Attribute name || Tag ||Matching||Returned|

IMAGE |[Instance Number 1(0020,0013) |[x

[BS

Table 2.18. Keys supported for Study Root Information Model

| Level || Attribute name || Tag ||Matching||Returned|
ISTUDY |[Study Date (0008,0020) (X X |
ISTUDY [[Study Time (0008,0030) [[X X |
ISTUDY [|Accession Number (0008,0050) |[x X |
ISTUDY |[Modalities in Study 1(0008,0061) |[X X |
STUDY Referring Physician's (0008,0090) |[X X

Name
ISTUDY [|Study Description (0008,1030) [[X X |
ISTUDY |[Patient's Name (0010,0010) |[X X |
ISTUDY ||Patient ID (0010,0020) |[X X |
ISTUDY |[Patient's Birth Date (0010,0030) || X |
ISTUDY |[Patient's Birth Time (0010,0032) [[X X |
ISTUDY |[Patient's Sex 1(0010,0040) [[X X |
ISTUDY [[Study Instance UID (0020,000D) X [ |
ISTUDY [[Study 1D (0020,0010) ||x X |
STUDY Number of Study Related (0020,1206) X

Series ’
STUDY Number of Study Related (0020,1208) X

Instances ’
ISERIES ||Series Date 1(0008,0021) | X |
ISERIES ||Series Time (0008,0031) | X |
ISERIES [Modality (0008,0060) (X X |
|SERIES HSeries Description H(0008, 103E) || ||X |
ISERIES |[Body Part Examined (0018,0015) || [ |
SERIES Performing Physician's (0008,1050) e

Name
ISERIES |[Patient Position (0018,5100) | X |
ISERIES [[Series Instance UID (0020,000E) [[X X |
ISERIES [|Series Number (0020,0011) |[x [ |
SERIES Number of Series Related (0020,1209) X

Instances ’
ISERIES |[Performed Station AETitle [[(0040,0241) | X |
IMAGE |[Image Type (0008,0008) || [ |
IMAGE|[SOP Class UID (0008,0016) |[X X |
IMAGE|[SOP Instance UID 1(0008,0018) |[X X |
|IMAGE “Instance Number “(0020,00 13) ”X ”X |
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The following table summarizes status codes returned to the querying application entity:

Table 2.19. APFS_Application_Entity C-FIND Response Status

Service . Error
Status Further Meaning Code Reason
Success [Success 0000 Matching is complete. No final Identifier is

supplied.

|RefusedHOut of Resources HA700

|Out of Resources

Identifier does not

request

Failed match SOP Class A900 |(Identifier does not match SOP Class

|Failed HUnable to process HCOOI ||Peer not authorized to operation
Matching terminated

Cancel ||due to Cancel FEOO |[C-FIND SCU sent a Cancel Request

Matches are
continuing - Current
Pending||Match is supplied
and any Optional
Keys were supported

FF00

All Optional Keys were supported in the same
manner as Required Keys

Matches are
continuing -
Pending|(Warning that one or
more Optional Keys
were not supported

FFO1

One or more Optional Keys were not supported for
existence and/or matching for this Identifier

When applicable, the optional attribute (0000,0902) Error Comment is used to supplement
information about unsuccessful C-FIND operation.

In case of an exception (a network timeout, a TCP/IP communication error)
APFS_Application_Entity will abort the Association using DICOM A-ABORT.

2.2.1.4.3.4. Presentation Context Acceptance Criterion

APFS_Application_Entity accepts any Presentation Context for the supported SOP classes

with the supported Transfer Syntaxes.

2.2.1.4.3.5. Transfer Syntax Selection Policies

APFS_Application_Entity accepts the first supported transfer syntax.

2.2.1.4.4. Real-world activity - Retrieve request (C-MOVE)

2.2.1.4.4.1. Description and Sequencing of Activities

APFS_Application_Entity accepts an association from a source application entity to
retrieve stored SOP instances using C-MOVE.

See Real-world activities - Retrieve request or User instruction above for C-STORE

suboperations initiated.

2.2.1.4.4.2. Accepted Presentation Contexts

Table 2.20. Acceptable Presentation Contexts for APFS_Application Entity

[
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Transfer
S Abstract Abstract Syntax UID || Syntax Transfer Syntax Role Extended
yntax Name UID Negotiation
Name
Patient Root Tmplicit
Query/Retrieve VR
Information 1.2.840.10008.5.1.4.1.2.1.2 Little 1.2.840.10008.1.2 ||SCP ||[None
Model — Endian
MOVE
Patient Roqt Explicit
Query/Retrieve VR
Information 1.2.840.10008.5.1.4.1.2.1.2 Little 1.2.840.10008.1.2.1/|SCP ||[None
Model — Endian
MOVE
Patient Root
Query/Retrieve Explicit
Information 1.2.840.10008.5.1.4.1.2.1.2||[VR Big ||1.2.840.10008.1.2.2||SCP |[None
Model — Endian
MOVE
Study ROOt. Implicit
Query/Retrieve VR
Information 1.2.840.10008.5.1.4.1.2.2.2 Little 1.2.840.10008.1.2 ||SCP ||[None
Model — Endian
MOVE
Study Root Explicit
Query/Retrieve VR
Information 1.2.840.10008.5.1.4.1.2.2.2 Little 1.2.840.10008.1.2.1/|SCP ||[None
Model — Endian
MOVE
Study Root
Query/Retrieve Explicit
Information 1.2.840.10008.5.1.4.1.2.2.2||[VR Big ||1.2.840.10008.1.2.2||SCP |[None
Model — Endian
MOVE

APFS_Application_Entity may be configured to accept only a subset of all SOP Classes
listed above. Moreover, for each acceptable SOP Class, it can be configured to accept only
a subset of transfer syntaxes listed above.

If offered a choice of Transfer Syntaxes in the accepted Presentation Contexts,
APFS_Application_Entity will select the first one supported from the list of proposed
Transfer Syntaxes.

2.2.1.4.4.3. SOP Specific Conformance

APFS Application_Entity does not support relational queries.

Case sensitivity/insensitivity and diacritics sensitivity/insensitivity in matching are

configurable.

APFS Application Entity can be configured to limit the number of matching instances (the
instances to be sent). If the request being processed exceeds the limit number then the
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calculate number of matches (Error Code A701).

The following table lists the supported matching:

Table 2.21. Keys supported for Patient Root Information Model

| Level || Attribute name ” Tag ‘
IPATIENT [[Patient's Name (0010,0010) |
IPATIENT |[Patient ID (0010,0020) |
IPATIENT [[Patient's Birth Date 10010,0030) |
IPATIENT|[Patient's Birth Time (0010,0032) |
IPATIENT |[Patient's Sex (0010,0040) |
ISTUDY |[Study Date (0008,0020) |
ISTUDY |Study Time (0008,0030) |
ISTUDY ||Accession Number 1(0008,0050) |
ISTUDY |Modalities in Study 1(0008,0061) |

ISTUDY |[Referring Physician's Name|(0008,0090) |

|STUDY ||Study Description

(0008,1030) |

ISTUDY |Study Instance UID (0020,000D)|
ISTUDY |Study ID (0020,0010) |
ISERIES |[Modality (0008,0060) |
ISERIES ||Series Instance UID 1(0020,000E) |
ISERIES |[Series Description (0008,103E) |
ISERIES [|Series Number (0020,0011) |

ISERIES |[Performed Station AETitle |[(0040,0241) |

IMAGE [[SOP Class UID (0008,0016) |
IMAGE [[SOP Instance UID (0008,0018) |
IMAGE |[Instance Number (0020,0013) |

Table 2.22. Keys supported for Study Root Information Model

| Level H Attribute name || Tag |
ISTUDY/|[Study Date (0008,0020) |
ISTUDY|[Study Time (0008,0030) |
ISTUDY|[Accession Number (0008,0050) |
ISTUDY |[Modalities in Study (0008,0061) |

|STUDY“Referring Physician's Name||(0008,0090) |

|STUDY ‘ |Study Description

(0008,1030) |

ISTUDY/|[Patient's Name (0010,0010) |
ISTUDY |[Patient ID 1(0010,0020) |
ISTUDY/|[Patient's Birth Date 1(0010,0030) |
ISTUDY |[Patient's Birth Time (0010,0032) |
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| Level H

Attribute name ||

Tag |

|STUDYHPatient's Sex

1(0010,0040) |

ISTUDY |[Study Instance UID

(0020,000D)|

ISTUDY [|Study ID

(0020,0010) |

ISERIES [Modality

(0008,0060) |

|SERIES HSeries Instance UID

(0020,000E) |

|SERIES HSeries Description

[(0008,103E) |

|SERIES HSeries Number

1(0020,0011) |

ISERIES |[Performed Station AETitle ((0040,0241) |

IMAGE ([SOP Class UID

(0008,0016) |

IMAGE |[SOP Instance UID

(0008,0018) |

|IMAGE HInstance Number

(0020,0013) |

The following table summarizes status codes returned to the querying application entity:

Table 2.23. APFS_Application_Entity C-MOVE Response Status

Service . Error
Status Further Meaning Code Reason

Sub-operations All matching SOP instances have been

Success ||Complete - No 0000 ||successfully sent to the destination application
Failures entity.

. Sub-operations At least one of C-STORE suboperations finished
Warning|(Complete - One or  |[BO00 . . i
3 with a failure or warning status.

more Failures
Out of Resources —

Refused |[Unable to calculate ||A701 ||Unable to calculate number of matches
number of matches
Out of Resources —

Refused |[Unable to perform [[A702 |{Unable to perform sub-operations
sub-operations

Refused Move Destination A801 ||Refused: Move Destination unknown
unknown

Failed Identifier does not A900 ||Identifier does not match SOP Class
match SOP Class

|Failed HUnable to process HCOOI ||Peer not authorized to operation
Sub-operations

Cancel |[terminated due to FEOO ||C-MOVE SCU sent a Cancel Request
Cancel Indication

Pending Sub—-ope‘:ratlons ¢ 1loxFF00||Sent after each C-STORE suboperation
continuing

When applicable, the optional attribute (0000,0902) Error Comment is used to supplement

information about unsuccessful C-MOVE operation.
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In case of an exception (a network timeout, a TCP/IP communication error)
APFS_Application_Entity will abort the Association using DICOM A-ABORT.

2.2.1.4.4.4. Presentation Context Acceptance Criterion

APFS_Application_Entity accepts any Presentation Context for the supported SOP classes
with the supported Transfer Syntaxes.

2.2.1.4.4.5. Transfer Syntax Selection Policies
APFS_Application Entity accepts the first supported transfer syntax.

2.2.1.4.5. Real-world activity - Modality worklist request

2.2.1.4.5.1. Description and Sequencing of Activities

If configured, APFS_Application Entity accepts an association from a source application

entity to query internal database about stored SOP instances using Modality Worklist C-
FIND.

2.2.1.4.5.2. Accepted Presentation Contexts

Table 2.24. Acceptable Presentation Contexts for APFS_Application_Entity

Transfer
Abstract Abstract Syntax UID || Syntax Transfer Syntax Role EXteI.ld?d
Syntax Name UID Negotiation
Name
%0(11?11.1? Implicit
Orxiist 1.2.840.10008.5.1.4.31|[VR Little [|1.2.840.10008.1.2||SCP |[None
Information Endian
Model — FIND

2.2.1.4.5.3. SOP Specific Conformance

APFS_Application_Entity provides standard conformance to the DICOM Basic Worklist
Management Service Class.

Case sensitivity/insensitivity and diacritics sensitivity/insensitivity in matching are
configurable.

The following table lists the supported matching and returned keys:

Table 2.25. Keys supported for Modality Worklist C-FIND

Attribute name H Tag HMatching”Returned” Remark
Scheduled Procedure
Step
Scheduled Procedure (0040,0100) X X
Step Sequence ’
>Scheduled Station AE (0040,0001) X X
Title ’
>Scheduled Procedure
Step Start Date (0040,0002) X X
>Scheduled Procedure (0040,0003) X X

Step Start Time
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| Attribute name H Tag ||Matching||Returned|| Remark |
~Scheduled Procedure 44 11 X [Returned with no value.
Step Location

>Modality l0o0s,0060) || x| x| |
>Scheduled Performing :

Physician’s Name (0040,00006) X Returned with no value.
>Scheduled Procedure

Step Description (0040,0007) X

>Scheduled Procedure

Step ID (0040,0009) X X

IRequested Procedure “ || ” ”

Requested Procedure (0032,1060) X

Description ’

Requested Procedure

D (0040,1001) X

[Study Instance UID  [[(0020,000D)|| I x | |
Referenced Study (0008,1110) Returned with no value.
Sequence

|1mage Service Request “ || || ” |
|Accession Number H(OOOS,OOSO) || X || X ” |
IRequesting Physician  [/(0032,1032) | | x| |
Referring Physician’s

Name (0008,0090)

|Visit Identification “ || ” ” |
|Admission ID (0032,0010) || | X |[Returned with no value.|
|Visit Status H ” ” ” |
Current Patient (0038,0300) X [Returned with no value.
Location

|Visit Relationship “ || ” ” |
Referenced Patient 0 1120) X |[Returned with no value.
Sequence

|Patient Identification H || || ” |
[Patient’s Name 001000100 [ x [ x| |
[Patient ID 001000200 x | x | |
|Patient Demographic H || ” ” |
[Patient's Birth Date  |/(0010,0030) || [ x| |
[Patient’s Sex [(0010,0040) | [ x | |
[Patient’s Weight [0010,1030) | | x| |
Confidentiality

constraint on patient (0040,3001) X Returned with no value.
data

[Patient’s Age [0010.1010) [ x ] |
[Patient’s Size [(0010,1020) | | x| |

IPatient Medical
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| Attribute name H Tag ||Matching||Returned|| Remark |
|Patient State H(003 8,0500) “ || X ||Returned with no Value.|
|Pregnancy Status “(0010,21CO) “ || X ||Returned with no Value.|
|Medica1 Alerts “(0010,2000) || || X ”Returned with no Value.|
|Contrast Allergies H(0010,21 10) || || X ||Returned with no Value.|
[Patient Weight (0010,1030) | | X [Returned with no value.|

The following table summarizes status codes returned to the querying application entity:

Table 2.26. APFS_Application_Entity Modality Worklist C-FIND Response Status

Service . Error
Status Further Meaning Code Reason
Success [Success 0000 Matchlng is complete. No final Identifier is
supplied.
|RefusedHOut of Resources |A700 ||Out of Resources
Failed Identifier does not A900 ||Identifier does not match SOP Class
match SOP Class
Matching terminated
Cancel ||due to Cancel FEO0O0 ||C-FIND SCU sent a Cancel Request
request
Matches are
continuing - Current . .
. . . All 1 K. h
Pending [Match is supplied  |[FFO0 Optiona eys were supported in the same
. manner as Required Keys
and any Optional
Keys were supported
Matches are
continuing - .
Pending|[Warning that one or |FFO1 Oge or more Optional Keys were not supported for
: existence and/or matching for this Identifier
more Optional Keys
were not supported

When applicable, the optional attribute (0000,0902) Error Comment is used to supplement
information about unsuccessful C-FIND operation.

In case of an exception (a network timeout, a TCP/IP communication error)
APFS_Application_Entity will abort the Association using DICOM A-ABORT.

2.2.1.4.5.4. Presentation Context Acceptance Criterion

APFS_Application_Entity accepts any Presentation Context for the supported SOP classes

with the supported Transfer Syntaxes.

2.2.1.4.5.5. Transfer Syntax Selection Policies

APFS Application Entity supports only the Implicit VR Little Endian transfer syntax.

2.2.1.4.6. Real-world activity - Storage Commitment request

2.2.1.4.6.1. Description and Sequencing of Activities
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If configured, APFS_Application Entity accepts an association from a source application
entity to request storage commitment.

2.2.1.4.6.2. Accepted Presentation Contexts

Table 2.27. Acceptable Presentation Contexts for APFS_Application_Entity

Abstract Abstract Syntax TSrantsfer Transfer Syntax Rol Extended
Syntax Name UID yntax UID ole Negotiation
Name

Storage -

Commitment ||1.2.840.10008.1.20.1 [ "PHCIt VR 1) 5 ¢40.10008.1.2/lSCP [None
Little Endian

Push Model

2.2.1.4.6.3. SOP Specific Conformance

APFS_Application Entity provides standard conformance to the DICOM Storage
Commitment Push Model Service Class as SCP.

SCP Operations Statement:

e [fa Storage Commitment request is received then APFS Application Entity
will immediately check if the referenced SOP Instances are in the internal
database and return a N-EVENT-REPORT Notification. It will not cache
Storage Commitment requests nor wait for SOP Instances to be received later.

e APFS Application_Entity confirms storage commitment of SOP instances
according its current state. SOP instances having been committed may be
deleted at any point of time later. The deletion can be triggered:

o by an user of the web-based graphical user interface (for details, see
User Guide)

o by APFS' automatic purging of old data if enabled (for details, see
Administrator Guide and Service Guide)

e SOP instances having been committed by Storage Commitment can be retrieved
APFS Application Entity via its Query/Retrieve services as defined in other
places of this document.

e APFS Application Entity does not support the optional Storage Media File-Set
ID & UID Attributes in the N-ACTION.

The following table summarizes status codes returned to the requesting application entity:

Table 2.28. APFS_Application_Entity Storage Commitment N-ACTION Response

Status
Service . Error
Status Further Meaning Code Reason
Success|[Success 0000 Matchmg is complete. No final Identifier is
supplied.
|Fai1ure ”Processing failure ||01 10 ”Processing failure
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When applicable, the optional attribute (0000,0902) Error Comment is used to supplement
information about unsuccessful N-ACTION operation.

In case of an exception (a network timeout, a TCP/IP communication error)
APFS_Application_Entity will abort the Association using DICOM A-ABORT.

2.2.1.4.6.4. Presentation Context Acceptance Criterion

APFS_Application_Entity accepts any Presentation Context for the supported SOP classes
with the supported Transfer Syntaxes.

2.2.1.4.6.5. Transfer Syntax Selection Policies

APFS Application Entity supports only the Implicit VR Little Endian transfer syntax.

2.3. NETWORK INTERFACES

2.3.1. Physical Network Interfaces
APFS is indifferent to the physical medium over which TCP/IP executes.
2.3.2. Additional Protocols

APFS uses the name resolution (DNS resolution) provided by the underlying operating
system.

2.4. CONFIGURATION

The Application Entity title, Port number and timeouts are defined via APFS configuration
files (please refer to the Service Guide).

The Host name(s) and IP Address(es) are defined by means of the underlying operating
system.

2.4.1. AE Title/Presentation Address Mapping
2.4.1.1. Local AE Titles

Table 2.29. AE Title configuration table

| AE [Default AE Title|Default TCP/IP Port|
|APF S_Application_Entity||APF SDCM ||2370 |

2.4.1.2. Remote AE Titles

Remote AE Titles are configured via web-based GUI which is a port of APFS (please refer
to the Administrator Guide).

2.4.2. Parameters

Table 2.30. Configuration parameters table

| Parameter HConﬁgurable“ Default Value ‘

|General Parameters H ” l
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Parameter HConfigurable” Default Value

Maximum PDU size the AE No 16384

can receive

Maximum PDU size the AE No 16384

can send

Time-out waiting for response

to TCP/IP connect request Yes 120s

(Low-level timeout)

Time-out waiting after

opening TCP/IP connection v,

for Association Open Request ©s 60s

(Application Level timeout)

Time-out waiting for

acceptance or rejection

Response to an Association  |[Yes 60s

Open Request (Application

Level timeout)

General DIMSE level time- Yes 6005

out values

DIMSE level time-out for an

open C-MOVE request Yes 600s

Time-out an association may Ves 18005

remain idle

lAPFS_Application_Entity H ||
As listed in Proposed/Accepted Contexts

SOP Class support Yes above. (APFS configuration may limit
support to a subset of those SOP Classes.)
As listed in Proposed/Accepted Contexts
above. (APFS configuration may limit

Transfer Syntax support Yes support to a subset of those Transfer
Syntaxes.)

[L] For details of the web GUI see User Guide

[2] For details of the autorouting mechanism see Service Guide

[3] For details of the web GUI see User Guide

Chapter 3. MEDIA INTERCHANGE

APFS does not support Media Storage.

Chapter 4. SUPPORT OF CHARACTER SETS

Table of Contents

4.1. CONFIGURATION
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APFS supports following character sets:
e ISO IR 6 = Default repertoire
e ISO IR 100 = Latin alphabet No. 1 (ISO 8859-1)
e ISO IR 101 = Latin alphabet No. 2 (ISO 8859-2)
e [SO IR 192 = Unicode (UTF-8)

APFS does not use code extension techniques (only single value attribute is accepted for
the (0008,0005) attribute).

4.1. CONFIGURATION

APFS has specific configuration options which affect the character set support:
1. APFS can run in ascii-only mode. If this applies then:
¢ All matching performed by APFS ignores diacritics

¢ Query responses returned by APFS contains strings without diacritics

e String values in the Attributes updated in instances being sent are
updated with strings without diacritics

This mode "simulates" support for only Default repertoire.

2. If APFS doesn't run in ascii-only mode then it can be configured for diacritic-
free matching. If it applies then

¢ All matching performed by APFS ignores diacritics
For further details please refer to the Service Guide.
Warning

The configuration options should not be used unless a strong argument
exists. The options are specifically targeted for deployments in the Czech
Republic where interoperability is difficult because character sets are often
misused.

Chapter 5. SECURITY

Table of Contents

5.1. SECURITY PROFILES
5.2. ASSOCIATION LEVEL SECURITY
5.3. APPLICATION LEVEL SECURITY

5.1. SECURITY PROFILES

No support of security profiles is provided.

5.2. ASSOCIATION LEVEL SECURITY
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APFS checks the following DICOM values when determining whether to accept
Association Open Requests:

e (Calling AE Title
e [P address of the requester

Please refer to the Service Guide for details.

5.3. APPLICATION LEVEL SECURITY

APEFS refuses a request (C-STORE Request, C-FIND Request, C-MOVE Request) if the
requesting application entity is not authorized to perform it (if it has not an appropriate
role). The assignment of roles to application entities is performed by an administrator using
a web-based GUI. Please refer to the Administrator Guide for details.

Appendix A. Annexes

Table of Contents

A.1. IOD CONTENTS

A.1.1. Created SOP Instance(s)

A.1.2. Usage of Attributes from received IOD’s
A.1.3. Attribute Mapping

A.1.4. Coerced/Modified fields

A.2. DATA DICTIONARY OF PRIVATE ATTRIBUTES

A.1. 10D CONTENTS

A.1.1. Created SOP Instance(s)

N/A

A.1.2. Usage of Attributes from received 10D’s
N/A

A.1.3. Attribute Mapping
N/A

A.1.4. Coerced/Modified fields

APFS_Application_Entity modifies patient information in the composite instances being
sent (in a C-STORE command) with the current information kept in the internal database.
The SOP Instance UID stays unchanged. The modified attributes have been listed in the
table "Attributes updated in instances being sent" above. Moreover, if specifically
configured, APFS Application Entity adds a private attribute (0011,xx10) of Private
Creator "ICZ APFS" to the composite instances. This attribute serves as a optimization hint
of C-STORE between two instances of APFS Application_Entity. A receiving
APFS_Application_Entity always removes this attribute from received composite
instances. As noted, this attribute is not added by default; APFS has to be configured to add
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this attribute and a specific receiver (C-STORE SCP) has to be listed. For details please
refer to "AddPatientsUID" plugin in the Service Guide.

A.2. DATA DICTIONARY OF PRIVATE ATTRIBUTES

The Private Attributes added to transferred SOP Instances are listed in the Table below.
Further details on usage of these private attributes are contained in "Coerced/Modified
fields" above.

Table A.1. Data dictionary of private attributes

Tag Attribute iy p iy Value
Name

(0011,00xx)|[Private Creator [LO|[1  |[ICZ APFS

UID assigned to the patient in APFS' internal

(0011,xx10) [Patient's UID UL |1 |}
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Vypraveno dnem predani vyznaéenym na obdlce provozovatelem postovni sluzby, dnem odeslani datové zpravy z datové

STATNI USTAV B Srobdrova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.cz
PRO KONTROLU LECIV 100 41 Praha 10 Fax: +420 271 732 377 Web: www.sukl.cz
ADRESAT ADRESA
AURA Medical s.r.o. K Verneraku 1193/4

Praha

14800
Spisova znacka Cislo jednaci Vyfizuje/ email Dne
sukls213483/2024 sukl214699/2024 I 26.8.2024

|

schranky Statniho Ustavu pro kontrolu IécCiv, v pfipadé osobniho doruceni dnem predani adresatovi.

Statni Ustav pro kontrolu lé¢iv, se sidlem v Praze 10, Srobdarova 48 (dale jen ,Ustav”), jako orgadn ptisluiny podle
§50dst. 2 pism.c) ve spojeni s§25 zakona ¢.375/2022 Sb., o zdravotnickych prostfedcich a diagnostickych
zdravotnickych prostredcich in vitro, ve znéni pozdéjsich predpisu, timto potvrzuje ohlaseni zmény udajl nize uvedené

POTVRZENi OHLASENIi ZMENY UDAJU

osoby.
IC 65412559
Nazev AURA Medical s.r.o.
Sidlo K Verneraku 1193/4, 14800, Praha- Kunratice
Registracni Cislo 013127_dis
Cinnost Distributor zdravotnickych prostredki
Kontaktni osoba I

e distributor prostredkd
o Zdravotnické prostiedky:

Adora DRi
7350008750058X, Intuition DRi
MRXperion MR Injection System

Pacientsky monitorovaci systém Expression MR400 MRI

X PLUS LP PLUS

Millenium

GM85

Cutimed Sorbact Hydroactive

Stellant with Certegra Workstation CT injection system

PROTOCO2L Touch insuflator tlustého stfeva
CT Expres 3D Systém podavani kontrastni latky
IM1

Viamo sv7

PFislusenstvi k Viamo sv7

PFislusenstvi ke XARIO 200 Platinum
PFislusenstvi k APLIO i600

PFislusenstvi k APLIO 500




PFislusenstvi k APLIO i700

PFislusenstvi k APLIO i800

PFislusenstvi k APLIO i900

PFislusenstvi ke XARIO 100

PFislusenstvi ke XARIO 100 Platinum
4987670A0601RR, Vantage Orian 1,5T
4987670A0401RF, Aplio a450

Aquilion PRIME

Barco Nio Color MDNC-3421

Barco Coronis MDCG-5221

Planmed Clarity 2D

ZIEHM Vision Vario

ZIEHM Vision

Barco Nio 5SMP MDNG-5221

ZIEHM Vision RFD

ZIEHM Solo

4987670A0401RF, Aplio i900

Vantage Elan

4987670A0601RR, Vantage Galan 3T
4987670A0401RF, Aplio i700

Movix DReam

Vitrea 7.10
(8013)934539000TFCN0O099VY, MEDRAD Centargo CT Injection System - Centargo CT injektor
Shimadzu Mobile Art Evolution
Shimadzu Mobile DaRt Evolution
Orthoscan Mobile DI with OrthoTouch 1000-0005
LP110 Monitor LifePulse
4987670A0401RF, Aplio Go CUS-AGGO00
4987670A0401RF, Aplio Flex CUS-AFLOO
Celex diagnosticky RTG

OrthoScan HD 1000-0004

QMAPP2.6

Mobirex

Physiological Monitors

Detektory pro RTG Rada CXDI Elite
PFislusenstvi k Viamo ¢100

Expression MR200 MRI Patient Monitoring System
Leon MRI

Parapac Plus
805330759APP.RXMOBILIVV, PROSLIDE 32 B
4987670A0401RF, Aplio a

PrisluSenstvi k UZ Aplio a



Pulsni oxymetr 7500

Nemio XG

Xario 200G

XARIO 100 Platinum

Aquilion LB

APLIO 500

APLIO 300

4987670A0401RF, Aplio a550

Xario 100G

Viamo c100

4987670A0401RF, Aplio i800

Aplio i600

Vantage Titan 1,5T

Ultimax-i

XARIO 200 Platinum

Aquilion Prime SP

XARIO 100

Arcoma Precision X-Ray System 1000
Aplio 400

Mark 7 Arterion Injection System
Barco Nio Color 5MP MDNC-6121
Barco Nio Fusion 12MP MDNC-12130
Barco Nio 5,8MP Gray MDNG-6221
5415334 Radiology_PX, Barco Coronis Fusion 4MP / 6MP
OrthoScan TAU

4987670A0301RA, Aquilion ONE PRISM TSX-306A
CT motion

Vitrea 7.14.2

PFislusenstvi k UZ Xario CUS-X100G
PFislusenstvi k UZ Xario CUS-X200G
Aquilion LB Exceed TSX-202A

Infinix-i

4987670A0101QY, Alphenix INFX-8000V
4987670A0301RA, Aquilion Lightning
Aquilion Lightning

4987670A0101QY, INFX-8000C Infinix
Aquilion ONE

Aquilion ONE TSX-305A
4987670A0101QY, Infinix-i

Vitrea 7.12.3

Vitrea 7.11.5
0850025268VitreaAVES, Vitrea Advanced Visualization 7.14.6



= Cuticell Classic

=  Pfifez Cutimed Sorbact

= 7350008750018P, Arcoma Precision i5 Digital X-Ray
= ZIEHM 8000

= Barco Coronis Uniti MDMC-12133

= Barco Nio Color MDNC-2221

= Pfislusenstvi k APLIO 300, 400

= Detektory pro RTG Rada CXDI CANON

= Vitrea

=  Pfislusenstvi k Aplio i700, i800, i900

= Barco Nio 3MP LED Display MDNC-3521
= Barco Nio 2MP LED Display MDNC-2521
=  Easy Moving

= 73500020101H8, RAYSTATION 11B

= Nuance Excel

= 4987670A0402RH, Diagnostické sondy k pfistrojiim Aplio go, Aplio flex, Aplio me, Aplio a, Vyrobce: Canon
Medical Systems Corporation, Shimoishigami 1385, Otawara, Tochigi, 324-8550, Japonsko

= 0850025268VitreaAVES, Vitrea Advanced Visualization 7.16.XXX, Vyrobce: Canon Medical Informatics, Inc.,
Opus Parkway 5850, Minnetonka, Suite 300, 55343, Spojené staty

V rdmci tohoto ohlaseni se méni/pridava:
e distributor prostredkd
o Zdravotnické prostredky:
=  ++B823CINA10RR/HIBCC, CINA medical device image processing software , Vyrobce: Avicenna.Al, Avenue
du Mistral 375, La Ciotat, Espace Mistral B, 13600, Francie
= 4987670A0401RF, Aplio me CUS-AMEOQO, Vyrobce: CANON MEDICAL SYSTEMS CORPORATION,
SHIMOISHIGAMI 1385, TOCHIGI, OTAWARA-SHI, 324-8550, Japonsko
= 04540217069279 / GS1, Mobirex X-Ray Systems Mobirex i9, Vyrobce: Shimadzu Corporation Medical
Systems Division, Nishinokyo-Kuwabaracho 1, Kyoto, 604-8511, Japonsko

Ohlasena osoba je povinna ve |lhité 1 roku ode dne posledniho potvrzeni spravnosti udaji podle § 25 odst. 2 zakona
o prostfedcich potvrdit spravnost ohlasenych tdaji. Ohlaseni zmény udajli se povaZuje za potvrzeni spravnosti vSech
ostatnich ohlasenych udaj.

vedouci Oddéleni systéml
Statniho uUstavu pro kontrolu léciv
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