1.1

1.2

2.1

2.2

Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Dodavatel

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Telefon:

Kupna zmluva ¢. 22024610_Z

uzatvorend v zmysle §409 a nasl. Obchodného zdkonnika

l. Zmluvné strany

Vychodoslovensky onkologicky ustav, a.s.
Rastislavova 43, 04191 KoSice, Slovenska republika
36603350

2022124159

SK2022124159

IBAN: SK1411110000001425032002

0905302426

Sharex Medical, spol. s r.o.
Moyzesova 34, 04001 KoSice, Slovenska republika
36477869

0911631145

Il. Predmet zmluvy

VSeobecna Specifikacia predmetu Zmluvy:

Nazov:

Klacové slova:
CPV:

Druhly:

Fixacné termoplastické masky pre kranialnu stereotakticku radioterapiu plne funkéné so
systémom ExacTrac

fixator, maska, fixacia, radioterapia, radiochirurgia

33151400-7 - Radioterapeuticky spotrebny material; 33196000-0 - Zdravotné pomécky;
60000000-8 - Dopravné sluzby (bez prepravy odpadu)

Tovar; Sluzba

Funkéna a technicka Specifikacia predmetu Zmluvy:

Zoznam polozZiek:

Polozka ¢. 1:

1. Kranialna steraotakticka maska 4Pl

2. Kranialna zakladna maska 4Pl

Kranialna steraotakticka maska 4Pl

Masky na individualnu, prevazne opakovanu, fixaciu pacientov pre zabezpecéenie vysokej presnosti a reprodukovatelnosti
lieCebnej polohy pacientov pri stereotaktickej radioterapii a radiochirurgii.

masky plne funkéné na pouzitie so systémom ExacTrac

Dynamic (vSetky verzie) ano
- termoplastické masky na imobilizaciu pacienta pocas
frakcionovanej lie¢by SRS, alebo pre lie¢bu jednou ano

frakciou, ktoré umoznuju neinvazivnu fixaciu pacienta a
jeho presnu reprodukovatelnu polohu
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- tvarovatelna maska $pecificka pre pacienta
pozostavajuca z jednej zadnej Casti masky a pevnej
hornej masky pozostévajucej z dvoch Casti a
tvarovatelnej hmoty pre fixaciu korefia nosa

ano

- integrované kolajni¢ky na rychle zacvaknutie fixacie
na jednoduchu montéz a demontaz masky

ano

- vySka masky sa da nastavit 0 £ 2 mm

ano

- jedno balenie zahffia 5 kompletnych suprav masiek,
z ktorych kazda obsahuje -perforovanu zadnu masku
hrabky 2,4 mm; prvu neperforovanu vrchnu vrstvu s
velkym otvorom pre o€i a Usta hrdbky 2 mm; pelety na
tvarovanie nosového mosta na minimalizaciu rotacnych
pohybov hlavy pacienta; druhd perforovanu hornu
vrstvu hrdbky 2 mm s otvorom pre o€i a s patbodovou
fixaciou

ano

- kranialne imobilizané masky su uréené na pouZitie v
interiéri v prostredi linearneho urychlovaca, CT a
radiologickom prostredi,

ano

- Casti, ktoré maju kontakt s telom, su testované podla
normy ISO 10933-1

ano

- masky sa mbzu likvidovat spolu s domovym
odpadom. Material masky je biologicky rozlozitelny.

ano

- sU vyrobené z materialu, ktory sa da recyklovat

ano

- tvarovatefnost masky Cranial 4Pi sa pomocou
vodného kupela dosahuje pri teplote 65 °C - 70 °C

ano

Polozka ¢. 2: Kranialna zakladna maska 4PI

Masky na individualnu, prevazne opakovanu, fixaciu pacientov pre zabezpecenie vysokej presnosti a reprodukovatelnosti

lieCebnej polohy pacientov pri stereotaktickej radioterapii

a radiochirurgii.

masky plne funkéné na pouzitie so systémom ExacTrac | .
L . ano

Dynamic (vSetky verzie)

- termoplastické imobilizané masky ano

- tvarovatefna maska pre konkrétneho pacienta s ano

jednou vrstvou

- integrované kofajnic¢ky na rychlu fixaciu na ano

jednoduchu montaz a demontaz masky

- vySka masky sa da nastavit o + 2 mm ano

- 1 balenie obsahuje 5 perforovanych masiek hrabky 2 ano

mm

- kranialne imobilizaéné masky su uréené na pouzitie v

interiéri v prostredi linearneho urychfovaca, CT a

radiologickom prostredi, nie su vSak urené na ano

pouzivanie v prostredi magnetickej rezonancie (MR

unsafe)

- Casti, ktoré maju kontakt s telom, su testované podla ano

normy ISO 10933-1

- masky sa mozu likvidovat spolu s domovym ano

odpadom. Material masky je biologicky rozlozitelny.

- sl vyrobené z materialu, ktory sa da recyklovat ano

- tvarovatefnost masky Cranial 4Pi sa pomocou ano

vodného kupela dosahuje pri teplote 65 °C - 70 °C
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23 Osobitné poziadavky na pinenie:

Nazov

1. Predmetom tejto Kapnej zmluvy (dalej len "zmluva") je zavazok Dodavatela dodat’ Objednavatelovi tovar podia vSeobecne;j,
funkénej a technickej Specifikacie uvedenej v tejto zmluve, previest na objednavatela vlastnicke pravo k tovaru a zavazok
objednavatefa tovar prevziat a zaplatit za neho dodavatelovi dohodnutu cenu, a to za podmienok podla tejto dohody.

1.1 Tovarom pre ucely tejto dohody su fixatné masky (dalej len "tovar"), ktorych Specifikacia je uvedena vo vSeobecnej,
funkénej a technickej Specifikacii tejto zmluvy. Dodavatel predlozenim ponuky vyhlasuje, Ze je opravneny dodat’ tovar.

2. Dodavatel pri predkladani Kontraktacnej ponuky predlozi "vlastny navrh plnenia zakazky" (dokument - technicky
list/prospektovy list alebo iny rovnocenny dokument obsahujuci informacie o tovare v rozsahu - ndzov a typové oznacenie
tovaru, obchodné meno a sidlo vyrobcu, popis technickych vlastnosti, parametrov a funkcii tovaru tak, aby na ich zaklade
mohol objednavatel posudit spinenie vSetkych minimalnych poziadaviek na predmet dohody), v zmysle OPEP.

Dodavatel méze nahradit pozadovanu dokumentaciu v bode 2. predloZenim Cestného vyhlasenia, v ktorom vyhlasi, Ze nim
ponukany tovar splfha poziadavky objednavatela na tovar uvedeny v €asti "Funkéna a technicka Specifikacia Kapnej zmluvy". V
tomto pripade, je dodavatel povinny predlozit technicky list/produktovy list resp. iny rovhocenny dokument k nim ponukanym
tovarov v sulade s bodom 3.

2.1 Objednavatel umoznuje predlozZenie ekvivalentu za nasledujucich podmienok:

a) predlozeny ekvivalent bude spifiat poziadavky objednavatela na predmet zmluvy so zachovanim plnej funké&nosti so
systémom ExacTrac Dynamic a/alebo

b) predlozeny ekvivalent bude obsahovat kvalitativne vyhodnejSie parametre ako su poziadavky objednavatela na predmet
zmluvy so zachovanim plnej funk&nosti so systémom ExacTrac Dynamic a/alebo

c) predlozeny ekvivalent nesmie vyzadovat iné vedlajSie naklady , ktoré by musel zabezpecit objednavatel v ramci sucinnosti
viazucej sa k plneniu predmetu zmluvy, ktora je vysledkom po elektronickej akcii, ako prijatia ekvivalentu a

e) prijatim predlozeného ekvivalentu nesmie déjst k zvySenym priamym alebo nepriamym nakladom vyplyvajicim z uzivania
dodaného predmetu zmluvy a musi byt zachovana plna funkénost so systémom ExacTrac Dynamic v ramci pouzitia

2.3V pripade, ak dodavatel predklada ekvivalent tovaru je povinny predlozit doklad vystaveny vyrobcom systému ExacTrac
Dynamic, Ze dodavatelom predlozeny tovar je plne funk&ny na pouzitie so systémom ExacTrac Dynamic. V pripade, ak
dodavatel nepredlozi doklad, objednavatel ma pravo odstupit od zmluvy.

3. Dodavatel je povinny najneskér 3 pracovnych dni od dna uzavretia zmluvy, predloZit na pracovisko objednavatefa -
Obchodné oddelenie, elektronicky - e-mailom kontaktnej osobe:

a) prospektovy material/kataldgovy list/technicky list alebo iny rovnocenny dokument k ponukaného tovaru s popisom
vSetkych technickych vlastnosti, parametrov a funkcii tovaru tak, aby na ich zaklade mohol objednavatel posudit splnenie
vSetkych min. technickych parametrov. V pripade, ak dodavatel predlozil prospektovy/technicky/produktovy alebo iny
rovnocenny doklad/dokument k tovaru, v €ase predkladania ponuky, doklady/dokumenty nepredklada.

b) kalkulaciu zmluvnej ceny t.j. Struktarovany rozpocet pre polozky uvedené v €asti "Funkéna a technicka Specifikacia Kupnej
zmluvy" v rozsahu, ako je uvedené v Prilohe €. 1. Celkova cena v predlozenej kalkulacii musi byt v sulade s celkovou cenou
uzatvorenej Kupnej zmluvy, uvedenou v €l. IV - Zmluvna cena.

Celkova cena predmetu zmluvy zahffia vSetky naklady dodavatela spojené s riadnym plnenim predmetu zmluvy t.j. dodavka
tovaru, doprava, poistenie tovaru, vykladka a pod. . Dodavatel je povinny do celkovej ceny zapracovat’ vSetky naklady spojené
s Uplnym, vecnym a funk&nym splnenim zavazkov a vSetkych dalSich vedfajSich nakladov nevyhnutnych na plnenie v ramci
tejto zmluvy.

¢) zoznam kontaktnych oséb zodpovednych za pinenie predmetu zmluvy v rozsahu meno a priezvisko, e-mailovu adresu,
teleféonne ¢&islo, funkciu;

d) vyplnené a podpisané Cestné vyhlasenie k obmedzeniam vo verejnom obstaravani v suvislosti s vojnovym konfliktom na
Ukrajine — sankcie voc€i Rusku, ktoré je Prilohou €. 2 vo formate PDF.

4. Dodavatel méze nahradit doklady /dokumenty uvedené v bode 3.pism. a) €estnym vyhlasenim, v ktorom vyhlasi, ze nim
ponukany tovar spifa véetky poziadavky uréené objednavatelom v tejto zmluve a doklady/dokumenty st dostupné vo verejne
doveryhodnych elektronickych databdzach. Dodavatel v Eestnom vyhlaseni uvedie presny webovy odkaz pre poloZku, ktorej
splnenie poziadaviek preukazuje ¢estnym vyhlasenim a objednavatel si tieto informacie overi sam. Dokumenty/doklady resp.
informacie o tovare musia byt vyhotovené alebo dostupné na webovej stranke v slovenskom, resp. eskom jazyku.

4.1V pripade, ak objednavatel identifikuje nezrovnalosti alebo nejasnosti v informaciach alebo dékazoch, ktoré dodavatel
poskytol v €estnom vyhlaseni podla bodu 4, objednavatel poziada o predlozenie dokladov/dokumentov, ktoré jednoznaéne
potvrdia splnenie stanovenych poziadaviek na predmet zmluvy.

4.2.V pripade, ak objednavatefom pozadované doklady/dokumenty nebudu dodavatelom dorucené, alebo budu dorucené
neuplné alebo nebudu dorucené v stanovenom termine, objednavatel povaZuje toto porusenie povinnosti dodavatela za
podstatné a je opravneny ukongit' s dodavatelom zmluvny vztah z dévodu podstatného porusenia povinnosti dodavatela.

5. Kupna zmluva sa uzatvara na dobu urcitd, a to do uplynutia lehoty na dodanie tovaru. Lehota dodania tovaru je 60
kalendarnych dni odo dfia ucinnosti kiipnej zmluvy.
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6. Miestom dodania predmetu zmluvy je sidlo objednavatela. Dodavatel je povinny dodat objednavatelovi novy, doteraz
nepouZzity tovar, nerepasovany a nevystavovany.

7. Zaruka na dodany tovar zacina plynut odo dfia dodania tovaru a prijatia tovaru objednavatelom. Objednavatel pozaduje
zaruku na dodany tovar 24 mesiacov.

8. Dodavatel je povinny tovar nalezite zabalit tak, aby nedoslo k jeho poSkodeniu, strate alebo zni¢eniu a aby bola
zabezpecend jeho ochrana az do momentu prevzatia tovaru objednavatelom resp. nim poverenymi zamestnancami.

9. Po riadnom dodani tovaru je dodavatel povinny vystavit faktiru. Neoddelitelnou su¢astou faktury je dodaci list, v pripade,
ak faktura nesluzi zaroven ako dodaci list.

10. Predmet zakazky je financovany z vlastnych finanénych zdrojov objednavatela. Cena za dodanie predmetu zmluvy bude
uhradena formou bezhotovostného platobného styku na zaklade faktury vystavenej dodavatelom to po riadnom dodani
tovaru. Objednavatel poZaduje vystavenie faktury do 15 dni odo dria dodania tovaru a jeho prevzatia objednavatelom,
najneskér vSak do 5-teho pracovného dfia v mesiaci, nasledujiceho po mesiaci, v ktorom bol tovar dodany. Lehota splatnosti
faktury je 30 dni odo dfia jej doru€enia objednavatelovi.

10.1 Za spravne vyhotovenie faktury v plnom rozsahu zodpoveda dodavatel. V pripade, ak doru¢ena faktura nebude
obsahovat’ naleZitosti v zmysle tejto zmluvy alebo v nej budu iné chyby, objednavatel je opravneny vratit faktiru dodavatelovi
v termine splatnosti na doplnenie a/alebo prepracovanie s uvedenim nedostatkov, ktoré sa maju odstranit. Nova 30-dfiova
lehota splatnosti zacne plynut dfiom nasledujucim po dni, v ktorom bola riadne a preukazatelne opravena/doplnena faktura
doru¢ena objednavatelovi.

10.2 Miestom dorucenia faktury v listinnej podobe je sidlo objednavatela a miestom dorucenia faktury v elektronickej forme je
e-mail uctaren@vou.sk. Dodavatel sa zavazuje poslat, vyhotovenu fakturu v listinnej forme poStou aj v textovo Citatelnom
subore vo formate PDF elektronicky na e-mailovu adresu objednavatela, a to bezodkladne po jej vystaveni.

10.3 Objednavatel neposkytne dodavatelovi ziadne preddavky a ani zalohu na predmet pinenia.

dodavatel sa zavazuje poskytnut objednavatelovi pre takéto plnenie objednané po preukazani tejto skutoénosti dodato¢nu
zlavu vo vyske rozdielu medzi nim poskytovanou cenou podfa tejto dohody nizSou cenou.

11. Dodavatel je povinny bez zbytoé¢ného odkladu pisomne informovat objednavatela o skuto€nostiach, ktoré by branili/ brania
riadnemu plneniu tejto dohody zo strany dodavatefa.

12. V pripade, ak dodavatel porusi akukolvek podmienku zmluvy alebo akékolvek ustanovenie uvedené v osobitnych
poziadavkach na plnenie podla tejto zmluvy, objednavatel povazuje takéto poruSenie za podstatné porusenie zmluvnych
zavazkov zo strany dodavatela a objednavatel ma pravo okamzite odstupit od zmluvy.

13. V pripade reklamacie, je dodavatel povinny ihned po obdrzani reklamécie zaslanej objednavatelom elektronicky, e-mailom
vybavit reklamaciu najneskér do 7 pracovnych dni. Vady na tovare, ktory je v zaru€nej dobe je dodavatel povinny odstranit
bezodkladne, najneskdr do 30 kalendarnych dni. VSetky naklady v pripade reklamacie, ktoré vzniknu, znasa dodavatel (t.].
naklady na tovar, dopravu, balenie a pod.)

14. Zmluvné strany sa dohodli, ze pohladavku, ktora vznikne z tohto zmluvného vztahu dodavatelovi ako veritelovi, dodavatefl
nepostupi tretej osobe bez predchadzajuceho pisomného suhlasu objednavatela ako diznika. Pisomny suhlas za
objednavatela je opravnené vydat len Ministerstvo zdravotnictva SR. Postupenie pohladavky dodavatela bez
predchadzajuceho pisomného suhlasu objednavatela je neplatné, s odkazom na § 525 ods. 2 zak. €. 40/1964 Zb. Obciansky
zakonnik, v zneni neskorsich predpisov.

15. Dodavatel sa zavazuje, Ze neurobi pravne Ukony smerujuce k zmene osoby veritela objednavatela a teda okrem zakazu
postupenia svoju pohladavku nezabezpeci ziadnym spdsobom, ktory mu umoznuje platna pravna Uprava o zabezpeceni
zavazku, najma nie v8ak vylu€ne pohladavku nezalozi ako majetok, neprijme ponuku ruenia alebo bankovej zaruky,
nepristupi k dohode o zapocitani pohladavok so svojim veritelom.

Nazov Upresnenie

2.4 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

Vzor - Kranialna stereotakticka maska 4Pl.jpg Vzor - Kranidlna stereotakticka maska 4Pl.jpg
Priloha &. 2 - Cestné vyhlasenie.docx Priloha &. 2 - Cestné vyhlasenie.docx

Priloha &. 1 Kalkulacia ceny.xls Priloha &. 1 Kalkulacia ceny.xls

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Stat: Slovenska republika
Kraj: KoSicky
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3.2

3.3

3.4

4.1
4.2
43

5.1

5.2

5.3

5.4

5.5

5.6

Okres: Kosice IV
Obec: KoSice - mestska ¢ast Juh
Ulica: Rastislavova 43, 041 91 KosSice

Cas / lehota plnenia zmluvy:
08.02.2024 12:42:00 - 08.04.2024 00:00:00

Dodavané mnozstvo/ rozsah zmluvného plnenia:

Jednotka: balenie
Pozadované mnozstvo: 65,0000

Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronickej platformy
verzia 1.2, uc¢inna odo dna 3. 11. 2022 , ktoré tvoria neoddelitefnu prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova cena predmetu Zmluvy bez DPH: 33 400,00 EUR
Sadzba DPH: 20,00
Celkova cena predmetu Zmluvy vratane DPH: 40 080,00 EUR

V. Zaverec¢né ustanovenia

Tato Zmluva bola uzavretd automatizovanym sp6sobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.2, u¢inna odo dfia 03.11.2022, ktoré tvoria jej prilohu &. 1.

Tato Zmluva nadobuda platnost diiom jej uzavretia a ucinnost za podmienok definovanych v Obchodnych
podmienkach elektronickej platformy uvedenych v bode 5.1 tejto zmluvy.

Tato Zmluva vratane jej priloh predstavuje uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.

Tato Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmlav Trhoviska.

Tuto Zmluvu bude mozné menit a dopliiat za podmienok stanovenych prislusnymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a Cislovaného dodatku podpisaného oboma zmluvnymi stranami.

Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronickej platformy verzia 1.2, G€inna odo dna 03.11.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 22024610

V Bratislave, dria 02.02.2024 14:38:02

Objednavatel:
Vychodoslovensky onkologicky ustav, a.s.
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
Sharex Medical, spol. s r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 22024610

Zakazka

Identifikator

22024610

Nazov zdkazky

Fixacné termoplastické masky pre kranialnu stereotakticku radioterapiu pine
funkéné so systémom ExacTrac

Verejny detail
zakazky

https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/350214

Dodavatel

Obchodny nazov

Sharex Medical, spol. s r.o.

ICO

36477869

Sidlo Moyzesova 34, KoSice, 04001, Slovenska republika
Datum a cas 1/30/2024 11:57:52 AM
predloZenia

Hash obsahu navrhu
plnenia

7Tflb64SXriW8gxoRa0ZVZEgWigZYNHjmoVf4fPchUY=

Dodéavatelom uvedeny popis viastného navrhu plnenia:

Prilohy:

Cranial 4Pi Immobilization 1.1 - HUG - English (60921-29EN Rev.1.0) (1).pdf (Navod a tech.

dokumentacia)

Priloha €. 1 Kalkulacia ceny.PDF
Priloha &. 2 - Cestné vyhlasenie.PDF








Priloha ¢. 2

Cestné vyhlasenie k obmedzeniam vo verejnom obstardvani v stvislosti s vojnovym
konfliktom na Ukrajine — sankcie vo¢i Rusku

k zmluve s nazvom:

»Fixaéné termoplastické masky pre kranidlnu stereotakticka radioterapiu plne
funkéné so systémom ExacTrac*
EKS ¢. 722024610

Dodavatel’

Obchodné meno/nazov: Sharex Medical s.r.o.
Sidlo/miesto podnikania: Moyzesova 34, Kosice 040 01
ICO: 36477869

Statutarny zastupca: RNDr. Karol Durovec

Cestne vyhlasujem, ze

v spolo¢nosti, ktor(i zastupujem a ktora vykonava plnenie zakazky, nefiguruje ruské dcast’, ktora
prekraduje limity stanovené v ¢lanku S5k nariadenia Rady (EU) ¢&. 833/2014 z 31. jula 2014 o
reStriktivnych opatreniach s oh'adom na konanie Ruska, ktorym destabilizuje situaciu na Ukrajine v
zneni nariadenia Rady (EU) &. 2022/578 z 8. aprila 2022.

Predovsetkym vyhlasujem, ze:

(a) dodavatel’, ktorého zastupujem (a Ziadna zo spoloénosti, ktoré su ¢lenmi nasho konzorcia), nie je
ruskym Statnym prislusnikom ani fyzickou alebo pravnickou osobou, subjektom alebo organom so
sidlom v Rusku;

(b) dodavatel’, ktorého zastupujem (a ziadna zo spolo¢nosti, ktoré s ¢lenmi nasho konzorcia), nie je
pravnickou osobou, subjektom alebo organom, ktorych vlastnicke prava priamo alebo nepriamo vlastni
z viac ako 50 % subjekt uvedeny v pismene a) tohto odseku;

(c) ani ja, ani spoloénost’, ktora zastupujeme, nie sme fyzicka alebo pravnicka osoba, subjekt alebo
organ, ktory kona v mene alebo na prikaz subjektu uvedeného v pismene a) alebo b) uvedenych vyssie;

(d) subdodavatelia, dodavatelia alebo subjekty, na ktorych kapacity sa uchadza¢, ktorého zastupujem,
spolieha subjektami uvedenymi v pismenach a) az c), nemaju ucast’ vyssiu ako 10 % hodnoty zakazky.

RNDr. Karol Durovee T

o an T T ns Rmn s s camet T s aas o s

meno a priezvisko osoby opravnenej konat’ za dodavatel'a
podpis opravnenej osoby a odtladok peciatky
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GENERAL INFORMATION

1 GENERAL INFORMATION

1.1 Contact Data

Support

If you cannot find information you need in this guide, or if you have questions or problems, contact
Brainlab support:

Region Telephone and Fax Email

United States, Canada, Central | Tel: +1 800 597 5911 .
us.support@brainlab.com

and South America Fax: +1 708 409 1619

Brazil Tel: (0800) 892 1217 brazil.support@brainlab.com
UK Tel: +44 1223 755 333

Spain Tel: +34 900 649 115

France and French-speaking

. Tel: +33 800 676 030
regions

support@brainlab.com

Tel: +49 89 991568 1044
Fax: +49 89 991568 5811

Tel: +81 3 3769 6900
Fax: +81 3 3769 6901

Africa, Asia, Australia, Europe

Japan

Expected Service Life

The expected service life of Cranial 4Pi Immobilization is eight years. During this period of time,
spare parts as well as field support are offered.

The thermoplastic masks are for single patient use only.

Feedback

Despite careful review, this user guide may contain errors. Please contact us at
user.quides@brainlab.com if you have improvement suggestions.

Manufacturer

Brainlab AG
Olof-Palme-Str. 9
81829 Munich
Germany
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Legal Information

1.2 Legal Information

Copyright

This guide contains proprietary information protected by copyright. No part of this guide may be
reproduced or translated without express written permission of Brainlab.

Brainlab Trademarks

Brainlab® is a trademark of Brainlab AG.

Non-Brainlab Trademarks

* Varian® is a trademark of Varian Medical Systems Inc, USA.
* kvue™ and Qfix® are trademarks of Qfix Systems LLC, USA.

* iBeam® and HexaPOD® are trademarks of Medical Intelligence Medizintechnik GmbH,
Germany.

* mikrozid® is a trademark of Schiilke & Mayr GmbH.

* Incidin™ is a trademark of Ecolab GmbH.

* perform® is a trademark of Schiilke & Mayr GmbH.

« Antiseptica is a trademark of ANTISEPTICA Dr. Hans-Joachim Molitor GmbH.

Patent Information

This product may be covered by one or more patents or pending patent applications. For details,
see: www.brainlab.com/patent.

CE Label

» The CE label indicates that the Brainlab product complies with the General
Safety and Performance Requirements of European Regulation 2017/745, the
c € Medical Device Regulation (“MDR”).

 Cranial 4Pi Immobilization is a Class | product according to the rules estab-
lished by the MDR.

NOTE: The validity of the CE label can only be confirmed for products manufactured by Brainlab.

Product Classification

The following table links the official registered device name to any trade names used in this
Hardware User Guide or marketing material by identifying the common GTIN / UDI.

Class indicates the product class according to the rules established by the MDR.

Device Name Sales Item Name(s) GTIN / UDI Class

SRS 4Pi CT Table Overlay | Cranial 4Pi Immobilization | 04056481141363

Cranial 4Pi Stereotactic Mask | Cranial 4Pi Immobilization | 04056481141936

Cranial 4Pi Basic Mask Cranial 4Pi Immobilization | 04056481141943

Cranial 4Pi Open Face Mask | Cranial 4Pi Immobilization | 04056481141950
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GENERAL INFORMATION

Disposal Instructions

The masks can be disposed of with household waste. The mask material is biodegradable. The
mask profiles are made of material that can be recycled.

Contact Brainlab if there are any questions or concerns.

Sales in US

US federal law restricts this device to sale by or on the order of a physician.

Report Incidents Related to This Product

You are required to report any serious incident that may have occurred related to this product to
Brainlab, and if within Europe, to your corresponding national competent authority for medical
devices.
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1.3  Symbols

Warnings

A Warning

Warnings are indicated by triangular warning symbols. They contain safety-critical
information regarding possible injury, death or other serious consequences associated
with device use or misuse.

Cautions
@ Cautions are indicated by circular caution symbols. They contain important information
regarding potential device malfunctions, device failure, damage to device or damage to
property.
Notes

NOTE: Notes are formatted in italic type and indicate additional useful hints.

Symbols on Hardware Components

The below symbols may be found on the system.

Symbol |Explanation

Keep dry

U.S. federal law restricts this device to sale by or on order of a physician

m Latex free

Date of manufacture
NOTE: The date is expressed as in ISO 8601 as YYYY-MM-DD.

M D Medical Device
Unique Device Identifier

Single patient - multiple use

MR Unsafe
NOTE: Presents hazards in all MR environments.

Follow instructions for use
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Symbol |Explanation

Sitting prohibited

Manufacturer's batch code

Manufacturer's serial number

Reference (article) number

NOTE: Indicates the Brainlab product number.

Use by date

NOTE: The date is expressed as in ISO 8601 as YYYY-MM-DD.

Manufacturer

Explanation

A

Warning

Warning for Treatment Overlay Varian
& Elekta. The maximum permitted
load for:

« The Overlay is 195 kg (430 Ib)

« The cantilevered part of the Over-
lay is 43 kg (95 Ib)

Warning

Warning for Treatment Overlay Qfix
kVue. The maximum permitted load
for:

« The Overlay is 150 kg (330 Ib)

« The cantilevered part of the Over-
lay is 33 kg (72 Ib)

Warning

Warning for Treatment Overlay Qfix
kVue One. The maximum permitted
load for:

e The Overlay is 183 kg (403 Ib)

* The cantilevered part of the Over-
lay is 40 kg (88 Ib)
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Symbol

Explanation

Overlay may tilt if mounted beyond the marked
yellow line.

Warning

Warning for CT Overlay. The maxi-
mum permitted load for the CT Over-
lay is 195 kg (430 Ib).

Warning

Patient Positioning must be per-
formed with ExacTrac Dynamic.
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1.4  Using the System

Abbreviated Device Description

The Cranial 4Pi Immobilization group of devices is used for fixation and repositioning of the
patient’s head and neck in a CT- and linear accelerator environment.

The SRS 4Pi CT Table Overlay (43430) is a medical device used for fixation and repositioning of
the patient’s head and neck in a CT- environment.

The mask sets Cranial 4Pi Stereotactic Mask (43450) / Cranial 4Pi Basic Mask (43451) /

Cranial 4Pi Open Face Mask (43452) are medical devices used for producing custom-made
masks for patient fixation to the Overlay Board in a CT- and linear accelerator environment.

Intended Purpose

The Cranial 4Pi Immobilization is a device used for immobilization of the patient's:
 cranial area

* head and neck area

in a CT- and linear accelerator environment.

Intended Use and Indications for Use

Cranial 4Pi Immobilization is indicated for any medical condition in which the use of radiation
therapy or radiation surgery may be appropriate for head and neck treatments.

Place of Use

A

Cranial 4Pi Immobilization is intended to be used indoors in a:

 Linear accelerator environment

¢ CT and radiological environment

The device is not intended to be used in an MR environment (MR unsafe).

Warning
Patient Positioning must be performed with ExacTrac Dynamic.

User Profiles

The intended user group is trained medical personnel in hospitals, specifically radiographers
(MTRA's) (for patient fixation and positioning) as well as physicists (for linac isocenter quality
assurance procedures).

Body Contact Parts

Hardware parts having body contact where tested according to ISO 10933-1.
Make sure to clean and disinfect hardware parts that have body contact prior to use.

Patient Population

Cranial 4Pi Immobilization is intended to be used for patients with at least 14 cm distance from
their shoulders to the deepest point on the back of their head. Before treatment check that the
patients anatomy fits the device and that the patient is sufficiently immobilized.

Overlay Maximum Patient Weight

Treatment Overlay Varian & Elekta 195 kg (430 Ib)
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Overlay Maximum Patient Weight
Treatment Overlay Qfix kVue 150 kg (330 Ib)
Treatment Overlay Qfix kVue one 183 kg (403 Ib)
CT Overlay 195 kg (430 Ib)

Clinical Benefit

As a clinical benefit the Cranial 4Pi Immobilization allows immobilization of the patient’s cranial
area and head and neck area during CT scanning and radiosurgery or radiotherapy treatments.

Contraindications

There are no contraindications or side effects attributed for treatments with Cranial 4Pi
Immobilization.

MR Unsafe

A

Warning

The hardware parts mentioned in this user guide are explicitly indicated as MR unsafe
(according to ASTM F2503-05) and must also not be used in any other imaging device than
specifically stated. This also applies to all non-metal devices and parts.

Careful Handling

A

A

Cranial 4Pi Immobilization does not contain user serviceable parts that have to be calibrated or
maintained.

Warning

The described hardware components and accessory devices comprise precise mechanical
parts that must be handled with care. Even minor damage to any of these parts may render
the entire apparatus inoperable. Do not use hardware components and accessory devices
if they are in any way warped, damaged, or any of the parts are loose. The equipment must
be checked and tested for proper functionality prior to each treatment.

Warning

Do not use the hardware components if parts are loose or a proper assembly is not
possible.

No Modification

A

Warning
No modification of the equipment is allowed.

Reuse Life

12

The hardware components must be checked and tested for proper functionality after cleaning/
disinfection and prior to each treatment.

Do not use the hardware components if parts are loose, warped, damaged or a proper assembly
is not possible.

Closely inspect all parts. If any parts have traces of deterioration, damaged surfaces or impurities,
exchange them immediately.

Handle the devices with care to reduce wear and tear.
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1.5  Compatibility with Medical Devices

Compatible Brainlab Medical Software

Cranial 4Pi Immobilization is compatible with:

Brainlab Medical Software

ExacTrac Dynamic (all versions)

Compatible Non-Brainlab Medical Devices

SRS 4Pi CT Immobilization Overlay with Varian Indexing is compatible with:

Medical Device

Comment

CT Table Top with Varian indexing

CT table top providing Varian indexing manufac-
tured/certified by Varian Oncology Systems, CA,
USA

SRS 4Pi CT Immobilization Overlay with El

ekta Indexing is compatible with:

Medical Device

Comment

CT Table Top with Elekta indexing

CT table top providing Elekta indexing manufac-
tured/certified by Medical Intelligence, Schwab-
miinchen, Germany, and/or by Elekta AB, Stock-
holm, Sweden

SRS 4Pi CT Immobilization Overlay with Universal Indexing is compatible with:

Medical Device

Comment

Flat CT Table Top

Flat CT table top (no cradle shaped surfaces):

* The board width must be between 500-550 mm

* The height difference between top surface of the
moveable CT table and the stationary cover over

the CT pedestal must be at least 19 mm to allow
free movement during setup

SRS 4Pi Treatment Immobilization Overlay Varian IGRT is compatible with:

Medical Device

Comment

Varian IGRT Couch Top

Couch top manufactured by Varian Oncology Sys-
tems, CA, USA

SRS 4Pi Treatment Immobilization Overlay Qfix kVue is compatible with:

Medical Device

Comment

Qfix kVue Couch Top (RT-4551KV) with:
kVue Short Insert (RT-4551KV2)

Calypso compatible Qfix kVue Couch Top
(RT-4551KVCL-M and RT-4551KVCL-V)
with:

kVue Short Insert (RT-4551KV2)

Couch top manufactured by Qfix Systems, PA,
USA

Qfix kVue One Couch Top (RT-4551KVP)
with:

kVue Short Insert (RT-4551KV2)
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SRS 4Pi Treatment Immobilization Overlay Elekta iBeam evo is compatible with:

Medical Device

Comment

Elekta iBeam evo Couch Top

Couch top manufactured by Medical Intelligence,
Schwabmiinchen, Germany, and/or by Elekta AB,
Stockholm, Sweden

HexaPOD evo RT Couch Top

Couch top manufactured by Medical Intelligence,
Schwabminchen, Germany, and/or by Elekta AB,
Stockholm, Sweden

Non-Brainlab Devices

A Warning

Using medical device combinations that have not been authorized by Brainlab may
adversely affect safety and/or effectiveness of the devices and endanger the safety of the

patient, user and/or environment.

14
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1.6  Training and Documentation

Brainlab Training

Before using the system, all users must participate in a mandatory training program held by a
Brainlab authorized representative to ensure safe and appropriate use.

Supervised Support

Before using the system for surgical procedures where computer-aided navigation is considered
critical, perform a sufficient number of complete procedures together with a Brainlab

representative.

Responsibility

A Warning

This system solely provides assistance to the physician and does not substitute or replace
the physician's experience and/or responsibility during its use. It must always be possible
for the user to proceed without the assistance of the system.

Only trained medical personnel may operate system components and accessory instrumentation.

Reading User Guides

This guide describes complex medical software or medical devices that must be used with care.
It is therefore important that all users of the system, instrument or software:

» Read this guide carefully before handling the equipment

« Have access to this guide at all times

Available User Guides

User Guide

Contents

Hardware User Guide

Detailed information on radiotherapy hardware
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COMPONENTS

2 COMPONENTS

2.1 System Overview

General Information

Cranial 4Pi Immobilization is used to fix in place and reposition the patient’s head and neck in a
CT and linear accelerator environment.

System Components

—

Figure 1
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A

No.

Component

Function

Overlay

Fixes the mask system in place. Two overlays are available:

* SRS 4Pi CT Immobilization Overlay: used during CT
scanning

* SRS 4Pi Treatment Immobilization Overlay: used during
linac treatment. This overlay is used with different index-
ings/brackets consistent with Couch Tops, including:

- SRS 4Pi Treatment Immobilization Overlay Varian
IGRT

- SRS 4Pi Treatment Immobilization Overlay Elekta
iBeam evo

- SRS 4Pi Treatment Immobilization Overlay Qfix kVue

Masks

Used to fix the patient in place. Three masks are available:
* Cranial 4Pi Stereotactic Mask

* Cranial 4Pi Open Face Mask

* Cranial 4Pi Basic Mask

Head cushions

Supports the rear of the patient's head and neck. Three cush-
ions are available, enabling different patient head and neck
positions:

* SRS 4Pi Headrest Cushion 1 Standard
* SRS 4Pi Headrest Cushion 2 Open Face
* SRS 4Pi Headrest Cushion 3 Head and Neck

Headrest shell

Holds the headrest cushion in place. Two headrest shells are
available, enabling different patient head positions:

* SRS 4Pi Headrest Shell A, Standard
* SRS 4Pi Headrest Shell B, Low Neck

®

Target Pointer

See below.

Warning

Always use the same hardware set-up (headrest shell, head cushion and mask set) for
treatment as used for CT scanning.
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Target Pointer

Figure 2

You can use the SRS 4Pi Target Pointer for linac isocenter quality assurance.

Related Links

Treatment Overlays on page 22

Headrest Shells and Cushions on page 32
Masks on page 45

SRS 4Pi Target Pointer on page 71

Hardware User Guide Rev. 1.0 Cranial 4Pi Immobilization Ver. 1.1
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CT Overlay

2.2  CT Overlay

General Information

A Warning

If you change the CT table top, you must contact Brainlab to make sure that the Brainlab
hardware is still compatible.

SRS 4Pi CT Immobilization Overlay

Figure 3

This overlay is used to fix the mask in place during CT scanning. You must mount the overlay flat
to the CT table to conduct a CT scan.

The SRS 4Pi CT Immobilization Overlay is provided with four brackets @ to ensure it aligns with
the CT table. If available it supports couch top specific indexing.

A Warning

The CT Overlay must not cantilever beyond the end of the CT table top.

A Warning

The maximum permitted load for the CT Overlay is 195 kg (430 Ibs).

Related Links

Compatibility with Medical Devices on page 13

How to Attach the SRS 4Pi CT Immobilization Overlay

A Warning

Before patient immobilization make sure that the CT Overlay is rigidly fixed to the CT table
top.
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Step

1.

Place the SRS 4Pi CT Immobilization Overlay onto the CT table. Ensure that the brack-
ets are engaged to the couch.

2.

Verify that the overlay is aligned to the longitudinal axis of the table.
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2.3  Treatment Overlays

General Information

A Warning

If you change the treatment couch top, you must contact Brainlab to make sure that the
Brainlab hardware is still compatible.

A Warning

Patient Positioning must be performed with ExacTrac Dynamic.

SRS 4Pi Treatment Immobilization Overlay

This overlay is used to fix the mask in place during linac treatment. You must mount the overlay to
the linac couch top.

Treatment table configurations are available for:
e Varian IGRT

« Elekta iBeam evo

¢ Qfix kVue

¢ Qfix kVue One

The overlay is provided with three indexing brackets that align the overlay with the indexing of the
treatment couch top, and a locking latch that prevents the cantilevered overlay from tipping over.

A Warning

Do not extend the cantilevered part beyond the line marking on the overlay for the linac
couch top.

A Warning

Do not sit or lean on the cantilevered part of the overlay.

Dose Through the Overlay

A Warning

Treating through the overlay may increase skin dose. Skin dose will vary depending on
beam energy and the treatment plan prescription. Always ensure that skin dose levels are
within safe limits before treating through the overlay. Failure to do so may result in injury
to the patient.

A Warning

Irradiating through the overlay creates a dose attenuation which might not have been taken
into account during treatment planning. Radiation attenuation varies depending on beam
energy and beam entry angle through the overlay.

Related Links

Compatibility with Medical Devices on page 13
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231 SRS 4Pi Treatment Immobilization Overlay Varian IGRT
Component
Figure 4
No. |[Component
@ |Locking latch

A Warning

When using the overlay for Varian IGRT, the maximum permitted load for:
e The overlay is 195 kg (430 Ib)
* The cantilevered part of the overlay is 43 kg (95 Ib)

How to Attach the SRS 4Pi Treatment Immobilization Overlay Varian IGRT

A Warning

Before patient immobilization ensure that the overlay is rigidly attached to the couch top.

Step

1.

Open the integrated locking latch by moving the gray sliding knob to its unlocked position

and rotating the latch outwards.
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SRS 4Pi Treatment Immobilization Overlay Varian IGRT
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Step

2.

Place the overlay onto the couch top. Tilt the overlay and allow the indexing brackets on
one side of the overlay to fully engage with the indexing on the side of the couch top.

3.

Ensure the overlay is not extended beyond the yellow line @.

Overlay may tilt if mounted beyond the marked yellow line.
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Step

Close the integrated locking latch by pushing it inwards. Ensure that the nose of the latch
shaps under the couch.

Move the gray sliding knob into the locked position. Ensure the red indicator @ is in the
locked position.

5.

Verify that the overlay is aligned to the longitudinal axis of the couch top.
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SRS 4Pi Treatment Immobilization Overlay Elekta iBeam evo

2.3.2 SRS 4Pi Treatment Immobilization Overlay Elekta iBeam evo

Component

Figure 5

No. |Component

® |Locking latch

A Warning

When using the overlay for Elekta iBeam evo, the maximum permitted load for:
« The overlay is 195 kg (430 Ib)
« The cantilevered part of the overlay is 43 kg (95 Ib)

How to Attach the SRS 4Pi Treatment Immobilization Overlay Elekta iBeam evo

& Warning

Before patient immobilization ensure that the overlay is rigidly attached to the couch top.

Step

1. Open the integrated locking latch by moving the gray sliding knob to its unlocked position
and rotating the latch outwards.
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Step

2. Place the overlay on the couch top. Allow the indexing brackets on the overlay to fully en-
gage with the indexing on the sides of the couch top.

3. Ensure the overlay is not extended beyond the yellow line @.

Overlay may tilt if mounted beyond the marked yellow line.
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Step
4. Close the integrated locking latch by pushing it inwards. Ensure that the nose of the latch
shaps under the couch.
Move the gray sliding knob into the locked position. Ensure the red indicator @ is in the
locked position.
©)
5. Verify that the overlay is aligned to the longitudinal axis of the couch top.
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2.3.3 SRS 4Pi Treatment Immobilization Overlay Qfix kVue
Component
Figure 6
No. |[Component
@ |Locking latch

A Warning

When using the overlay for Qfix kVue, the maximum permitted load for:
e The overlay is 150 kg (330 Ib)
* The cantilevered part of the overlay is 33 kg (72 Ib)

A Warning

When using the overlay for Qfix kVue One, the maximum permitted load for:
e The overlay is 183 kg (403 |b)
* The cantilevered part of the overlay is 40 kg (88 Ib)

How to Attach the SRS 4Pi Treatment Immobilization Overlay Qfix kVue

A Warning

Before patient immobilization ensure that the overlay is rigidly attached to the couch top.
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SRS 4Pi Treatment Immobilization Overlay Qfix kVue
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Step
1. Open the integrated locking latch by moving the gray sliding knob to its unlocked position
and rotating the latch outwards.
2. Place the overlay on the couch top. Allow the indexing brackets on the overlay to fully en-
gage with the indexing on the sides of the couch top.
3. Ensure the overlay is not extended beyond the yellow line @.

Overlay may tilt if mounted beyond the marked yellow line.
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Step

Close the integrated locking latch by pushing it inwards. Ensure that the nose of the latch
shaps under the couch.

Move the gray sliding knob into the locked position. Ensure the red indicator @ is in the
locked position.

5.

Verify that the overlay is aligned to the longitudinal axis of the couch top.
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2.4 Headrest Shells and Cushions

General Information

To support the patient's head and neck during CT scanning and treatment, you must fit a headrest
shell to the appropriate overlay, and use that to hold a head cushion.

A Warning

The same headrest shell/cushion combination should be used for both CT scanning and
treatment.

Headrest Shell

Figure 7

No. [Component

@ |Headrest shell and cushion fitted to overlay
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Available Headrest Shells

Figure 8

Headrest Shell

Description

SRS 4Pi Headrest Shell A, Standard

This is the headrest shell for standard use. Po-
tential restrictions due to the travel range of the
couch must be considered.

SRS 4Pi Headrest Shell B, Low Neck

This headrest shell provides more comfort for
certain patient body types, such as those with
shorter necks.

SRS 4Pi Headrest Cushion Set

Figure 9

The removable head cushion is inserted on the couch headrest under the patient's head. Three

head cushions are available:

Cushion

Description

SRS 4Pi Headrest Cushion 1 Standard

The cushion provides a neutral head position.

SRS 4Pi Headrest Cushion 2 Open Face

This cushion tilts the patient's head further to
the front. This cushion is only to be used with
the Cranial 4Pi Open Face Mask.

Hardware User Guide Rev. 1.0 Cranial 4Pi Immobilization Ver. 1.1

33







Headrest Shells and Cushions

Cushion Description

This cushion tilts the patient's head further

SRS 4Pi Headrest Cushion 3 Head and Neck back for head and neck treatments.

How to Attach the Headrest and Cushion

Follow this procedure to attach either of the following headrest shells:
* SRS 4Pi Headrest Shell A, Standard

* SRS 4Pi Headrest Shell B, Low Neck

to either of the following overlays:

¢ SRS 4Pi CT Immobilization Overlay

¢ SRS 4Pi Treatment Immobilization Overlay

Once the headrest shell is in position, attach a headrest cushion.

Step

1. Place the headrest shell onto the overlay, and push into position on the headrest holders
(three on either side).

2. Place the headrest cushion onto the headrest shell.

The cushion and headrest have two matching hook and loop tabs to hold the cushion in
place.

How to Detach the Headrest and Cushion

Follow this procedure to detach either of the following headrest shells:
* SRS 4Pi Headrest Shell A, Standard

* SRS 4Pi Headrest Shell B, Low Neck

from either of the following overlays:
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¢ SRS 4Pi CT Immobilization Overlay
¢ SRS 4Pi Treatment Immobilization Overlay

Step

1.

Remove the cushion from the headrest shell by freeing the hook and loop tabs.

2.

Remove the headrest shell by firstly rotating the neck-end upwards and out of the holders

and then lifting the head-end to disengage completely.
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3 DOSIMETRIC PROPERTIES

3.1

Dosimetric Properties

Overlay Dosimetric Properties

The dosimetric properties for SRS 4Pi Treatment Immobilization Overlay and the SRS 4Pi CT
Immobilization Overlay indicated below were determined by Monte Carlo simulation and
confirmed by clinical measurement.

6MV 15MV
Attenuation 2.1% 1.3%
Water Equivalent 5.5+ 0.5 mm 55+ 0.5mm
Surface Dose relative to Dmax ~90% ~70%

Headrest Shell with Cushion Dosimetric Properties

The dosimetric properties for SRS 4Pi Headrest Shell with the SRS 4Pi Headrest Cushion
indicated below were determined by Monte Carlo simulation.

6MV 15MV
Water Equivalent 1.5+ 0.5 mm 1.5+ 0.5mm
Surface Dose relative to Dmax ~70% ~50%

Cranial 4Pi Masks Dosimetric Properties

The dosimetric properties for Cranial 4Pi masks indicated below were determined by clinical

measurement.
Rear Mask Top Mask Top Mask Top Mask
1 layer 1 layer 1 layer 1 layer
2.4 mm maxi 1.6 mm maxi 2.0 mm maxi 2.0 mm solid
perforated perforated perforated material (non-
perforated)
Skin build up
(mm Hy0) equiv. [2.3mm*0.1mm [L7mm*0.1mm [1.7mm*0.1mm [2.6 mm 0.1 mm
+0.1 mm

Design

The Brainlab SRS 4Pi Treatment Immobilization Overlay and the SRS 4Pi CT Immobilization
Overlay are designed as a sandwich carbon fiber overlay for, respectively, treatment or CT tables.

This sandwich design causes a higher dose attenuation compared to, for example, tennis racket
areas. Upstream beam interference with material causes an increase in dose at shallow depths
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and a decrease in depth of dose maximum. As a consequence of that there is, in comparison, a
notably heightened skin dose.

Even very thin solid inserts of carbon fibre have a notable effect on skin dose of up to 70% of the
relative surface dose. This behavior is the same with several state-of-the-art immobilization
devices.

Skin Dose

38

Consider that the skin dose effect depends on the beam energy and beam entry angle through the
overlay.

The increase of build-up requires a careful assessment of increasing skin reaction probability
when introducing new treatments involving perturbed beams. This must be taken into
consideration by the user for corresponding adaptation of treatment techniques, otherwise skin
reactions are more likely to occur.

To illustrate the increase of skin dose, the pictures below show depth dose distributions in a
phantom consisting of overlay material layers and water. The overlay is 2.3 cm thick and consists
of the two outside layers of carbon fiber with a plastic-foam core. Three curves are plotted in each
figure. The dashed line is the depth dose for a given number of monitor units in the phantom
irradiated through the overlay. The solid line is calculated in the phantom where the couch top
layers are replaced by air. The dotted line simulates the depth dose distribution through water,
replacing the overlay. The dotted depth/dose line is for the water equivalent of the overlay/
headrest and therefore this line will overlap with the dashed line upon exiting the overlay/headrest.
The curves are calculated by Monte Carlo for a 6 MV and a 15 MV photon beam.

The solid lines demonstrate the situation where the beam hits the patient directly. They show the
dose build-up effect at the water (patient) surface. This is because the dose is deposited by
secondary electrons, not by the primary photons. At the surface the number of electrons is small,
leading to a low dose. Deeper in the phantom the number of electrons increases leading to an
increasing energy deposition and an increasing dose. Electron equilibrium is reached at the dose
maximum. Because the range of electrons is larger for higher energies, the location of the
maximum dose is deeper for higher energies. The situation changes if the beam passes the
overlay before hitting the patient (dashed lines). Here a large number of secondary electrons arise
because of the relatively high density of the carbon fibre material. These electrons hit the patient
surface leading to high doses already at the surface.

To exclude any skin side effects, generally avoid treating patients through the overlay. If this is
impossible, take into account that most planning systems are unable to model the couch top
effect, because they assume air before the patient surface. Therefore the calculated dose
distribution close to the couch top must be inspected very carefully.
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Overlay Dose Properties for a 6 MV Photon Beam

®
@
Figure 10
No. |[Component
@ | Depth (mm)
@ |Dose [%]
® | Depth Dose, 6 MV, Field Size: 100 x 100 mm?

No board
SRS 4Pi
5 mm water
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Overlay Dose Properties for a 15 MV Photon Beam

40

©)
Figure 11
No. [Component
® | Depth (mm)
@ |Dose [%]
® | Depth Dose, 15 MV, Field Size: 100 x 100 mm?
No board
@ | SRS 4Pi

5.5 mm water
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Headrest Shell with Cushion Dose Properties for a 6 MV Photon Beam

®

®
©)
Figure 12
No. |[Component
@ | Depth (mm)
@ |Dose [%]
® | Depth Dose, 6 MV, Field Size: 100 x 100 mm?

No headrest
Headrest
1.5 mm water
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Headrest Shell with Cushion Dose Properties for a 15 MV Photon Beam

42

®

®
©)
Figure 13
No. |[Component
@ | Depth (mm)
®@ |Dose [%]
® | Depth Dose, 15 MV, Field Size: 100 x 100 mm?2

No headrest
Headrest
1.5 mm water
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Areas of Higher Density

®

L

Figure 14

The areas in the overlay of higher density and a dose attenuation of >5% are shown in the above
diagram.

A Warning

For static fields, avoid treating through areas of the overlay with higher density as shown
above.
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4 ASSEMBLING MASKS

4.1 Masks

Available Masks

A mask is used to hold a patient's head and neck in place during CT scanning and linac treatment.
It is attached directly to the overlay. You must use the same mask for both CT scanning and
treatment. This chapter describes these masks:

¢ Cranial 4Pi Stereotactic Mask

e Cranial 4Pi Open Face Mask

¢ Cranial 4Pi Basic Mask

NOTE: Masks are for single patient use only.

Cranial 4Pi Stereotactic Mask

Figure 15

The Cranial 4Pi Stereotactic Mask provides the most rigid fixation for stereotactic radiosurgery
and stereotactic radiotherapy treatments.
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Figure 16

No.

Component

Top layer

Middle layer

Rear layer

Pellets

CANCARCRNCRES)

Mesh sheet
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Cranial 4Pi Open Face Mask

The Cranial 4Pi Open Face Mask provides a lower level of rigidity and is suitable for open face

Figure 17

treatments using the thermo camera.

Figure 18

No.

Component

Top layer
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No. |[Component

® |Rear layer

Cranial 4Pi Basic Mask

Figure 19

The Cranial 4Pi Basic Mask provides a lower level of rigidity.

Figure 20

Related Links

Using the Mask on page 49
Molding a Mask with a Water Bath on page 52
Molding a Mask with a Dry-Heat Convection Oven on page 67
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41.1 Using the Mask

Attaching and Releasing a Mask

You can attach the top mask quickly by squeezing together the center tabs @ on both sides at the
same time and pushing downwards.

You can completely release the top mask quickly by squeezing together the center tabs @ on both
sides at the same time and lifting upwards.

Figure 21

Adjusting the Mask Height

The height adjustment unit @ enables you to adjust the height of a mask. You can adjust mask
height in 1 mm steps from -2 mm to +2 mm. Perform height adjustment separately for each side of
the mask.

"

Figure 22

When initially molding the mask to a patient, set the height adjustment knob to the zero (0) level,
so that you can adjust it up or down later if necessary (e.g., due to a change in the patient's
physiology during treatment).
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How to Lower the Mask Height

Step

1. To lower the mask height one side at a time, squeeze together the center tabs @ and at
the same time turn the knob @ in the - direction.

2. Apply slight downward pressure on the mask rail to maintain contact between the mask
rail and the height adjustment unit.

3. Repeat on the other side of the mask.

How to Raise the Mask Height

Step

1. To raise the mask height one side at a time, squeeze together the center tabs @ and at
the same time turn the knob @ in the + direction.

2. Apply slight downward pressure on the mask rail to maintain contact between the mask
rail and the height adjustment unit.

3. Repeat on the other side of the mask.

Safety Information

50

A
A

> B B B P

Warning
The mask material might cause slight skin irritation to patients with sensitive skin.

Warning

The mask material is intended to be applied on intact skin only. Cover potential lesions or
wounds in the patients face/head with adequate dressings.

Warning

Treating through the mask may increase skin dose. Skin dose will vary depending on mask
material thickness, beam energy and the treatment plan prescription. Always ensure that
skin dose levels are within safe limits before treating. Failure to do so may result in injury
to the patient.

Warning

The mask is for single patient use only. Mark the mask with the patients name or patient ID
to eliminate the risk of mix up.

Warning

Always use the same mask set for CT scanning, angiographic image acquisition and
patient positioning.

Warning
Before patient treatment, always make sure that the patient is correctly immobilized.

Warning

For mask preparation always make sure to use and record the appropriate Headrest Shell
and Cushion setup.

Warning

If the patient is not sufficiently fixed in place, healthy tissue/ non-target structure may be
exposed to substantial unintended radiation.
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@ Always store the mask in adry place at a temperature of minimum 10°C (50°F) and
maximum 30°C (86°F).

Hardware User Guide Rev. 1.0 Cranial 4Pi Immobilization Ver. 1.1

51
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4.2  Molding a Mask with a Water Bath

Required Iltems

The following items are required to mold a Cranial 4Pi mask with a water bath:

« Water bath heated to a temperature of 65°C — 70°C (149°F — 158°F). Do not expose the mask
material to higher temperatures.

« One package of the selected Cranial 4Pi mask.

Figure 23

Before You Begin

Cover the patient’s hair with plastic foil, as the material can stick to surfaces after activation.

Safety Notes

Before molding the mask on the patients face, always check the temperature of the softened
mask to ensure the patient’s comfort.

A Warning

If temperature of the mask is too high, the patient may suffer skin irritation or burns.

Mask Hardening
The duration of the hardening process depends on the temperature and humidity under which the
mask has been molded.

Always allow the material enough time to completely harden to avoid shrinkage of the mask. The
material is no longer malleable once it is completely white and opaque.

Mask Minimum Hardening Time
Cranial 4Pi Stereotactic Mask 20 minutes
Cranial 4Pi Open Face Mask 15 minutes
Cranial 4Pi Basic Mask 15 minutes
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Storing a Cranial 4Pi Mask

Store masks in a cool and dry place and do not expose masks to sunlight, open flames or other
sources of heat.
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42.1 Molding the Cranial 4Pi Stereotactic Mask with a Water Bath

General Information

Perform the following when molding the Cranial 4Pi Stereotactic Mask with a water bath.

Related Links

Molding a Mask with a Water Bath on page 52

How to Mold the Rear Mask

Step

1. Setthe height adjustment knob to zero (0) position.

2. Place the rear mask into the heated water bath for a minimum of three minutes.
NOTE: Do not heat the mask for longer than 30 minutes.

3.  Remove the rear mask from the water bath and gently shake off any surplus water.

4. Check the temperature of the mask for patient comfort.
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Step

5.

Lift the patient's head and place the rear mask in position over the mask holders on the
overlay. The mask rails are attached to the overlay one side at a time. For each side:
push down on both ends of the mask rail until it clicks into place.

6.

Lower the patient’s head onto the mask.

The rear mask molds itself into the shape of the headrest cushion as the mask material
hardens.
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How to Mold the Middle Mask

Step

1. Place the middle mask into the heated water bath for a minimum of three minutes.
NOTE: Do not heat the mask for longer than 30 minutes.

Remove the mask from the bath and gently shake off any surplus water.

Check the temperature of the mask for patient comfort.

Align the mask vertically, with the arrow shape on the mask towards the gantry.

alr|lwn

Starting with the patient's chin, rotate the mask onto the patient's face.

6. Clip the mask to the overlay by engaging the mask rail with the matching mask fixation
pins on the overlay.

7. Push down the mask rail on each side until contact is made with the height adjustment
unit.

8. Proceed directly with molding the nose bridge.
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How to Mold the Nose Bridge

Step

1.

Place the loose pellets onto the mesh sheet supplied with the mask and place them into
the water bath for a minimum three minutes.

NOTE: Do not heat the pellets for longer than 30 minutes.

After retrieving the pellets from the water, roll them in your hand to create a T-shaped
form.
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58

Step

3.

Place the T-shaped form on the bridge of the patient’s nose and gently mold it toward the
strip on the forehead and down toward the eyes, going no closer than 3 mm to the eyes.
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Step

4.

For the best connection, the middle mask should still be translucent when molding.

How to Mold the Top Mask

Step

1.

Place the top mask into the heated water bath for a minimum of three minutes.
NOTE: Do not heat the mask for longer than 30 minutes.

Remove the mask from the water bath and gently shake off any surplus water.

Check the temperature of the mask for patient comfort.

Place the mask over the patient’s face, aligning the holes over the patient's eyes.

5.

Clip the top mask pins to the corresponding sockets in the middle mask and pushing
down until it clicks into place.
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Step
6. Gently contour the mask to the patient’s face as the mask material is hardening.
7. Letthe mask harden for at least 20 minutes.
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4.2.2 Molding the Cranial 4Pi Open Face Mask with a Water Bath

General Information

Perform the following when molding the Cranial 4Pi Open Face Mask with a water bath.

Related Links

Molding a Mask with a Water Bath on page 52

How to Mold the Rear Mask

Step

1. Setthe height adjustment knob to zero (0) position.

2. Place the rear mask into the heated water bath for a minimum of three minutes.
NOTE: Do not heat the mask for longer than 30 minutes.

3.  Remove the rear mask from the water bath and gently shake off any surplus water.

4. Check the temperature of the mask for patient comfort.
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Step
5.  Lift the patient's head and place the rear mask in position over the mask holders on the
overlay. The mask rails are attached to the overlay one side at a time. For each side:
push down on both ends of the mask rail until it clicks into place.
6. Lower the patient’s head onto the mask.

The rear mask molds itself into the shape of the headrest cushion as the mask material
hardens.

How to Mold the Cranial 4Pi Open Face Mask

62

Step
1. Place the open face mask into the heated water bath for a minimum of three minutes.
NOTE: Do not heat the mask for longer than 30 minutes.
2. Remove the mask from the bath and gently shake off any surplus water.
3. Check the temperature of the mask for patient comfort.
4.  Align the mask vertically, with the arrow shape on the mask towards the gantry.
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Step

5.

Starting with the patient's chin, rotate the mask onto the patient's face.

Clip the mask to the overlay by engaging the mask rail with the matching mask fixation
pins on the overlay.

Push down the mask rail on each side until contact is made with the height adjustment
unit.

Gently contour the mask to the patient’s face as the mask material is hardening. Make
sure to avoid covering the forehead to ensure a good visibilty for the camera.

9.

Let the mask harden for at least 15 minutes.
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4.2.3 Molding the Cranial 4Pi Basic Mask with a Water Bath

General Information

Perform the following when molding the Cranial 4Pi Basic Mask with a water bath.

Related Links
Molding a Mask with a Water Bath on page 52

How to Mold the Cranial 4Pi Basic Mask

Step

1. Setthe height adjustment knob to zero (0) position.

2. Place the mask into the water bath for a minimum three minutes.
NOTE: Do not heat the mask for longer than 30 minutes.

3.  Remove the mask from the water bath and gently shake off any surplus water.

4. Check the temperature of the mask for patient comfort.

5.  Align the mask vertically, with the top of the mask towards the gantry.
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Step

6.

Starting with the patient's chin, rotate the mask onto the patient's face, aligning the holes
in the mask over the patient's eyes.

Clip the mask to the overlay by engaging the mask rail with the matching mask fixation
pins on the overlay.

Push down the mask rail on each side until contact is made with the height adjustment
unit.

Gently contour the mask to the patient’s face as the mask material is hardening. Mold the
area around the nose as closely as possible to the face.
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Molding the Cranial 4Pi Basic Mask with a Water Bath
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Step

10.

Let the mask harden for at least 15 minutes.

Hardware User Guide Rev. 1.0 Cranial 4Pi Immobilization Ver. 1.1







ASSEMBLING MASKS

4.3  Molding a Mask with a Dry-Heat Convection Oven

Required Iltems

The following items are required to mold a Cranial 4Pi mask with an oven:
« Dry-heat convection oven heated to a temperature of 75 °C (175 °F).
« One package of the selected Cranial 4Pi mask.

Before You Begin

Cover the patient’s hair with plastic foil, as the material can stick to surfaces after activation.

When using an oven the mask material may stick to the Headrest Cushion. Therefore it is
recommended to let the rear mask cool down to 45 °C (113 °F) before starting the molding
procedure and to cover the headrest cushion with plastic foil if required.

Safety Notes

Before molding the mask on the patients face, always check the temperature of the softened
mask to ensure the patient’s comfort.

A Warning

If temperature of the mask is too high, the patient may suffer skin irritation or burns.

Mask Hardening
The duration of the hardening process depends on the temperature and humidity under which the
mask has been molded.

Always allow the material enough time to completely harden to avoid shrinkage of the mask. The
material is no longer malleable once it is completely white and opaque.

Mask Minimum Hardening Time
Cranial 4Pi Stereotactic Mask 20 minutes
Cranial 4Pi Open Face Mask 15 minutes
Cranial 4Pi Basic Mask 15 minutes

Heating Times and Temperature

The oven parameters, such as temperature, heating and molding time, depend on the oven
model. The heating times and temperatures provided are a guide value validated with the Orfit
Dry-heat convection oven. Always check the instructions for use of the oven manufacturer.

Storing a Cranial 4Pi Mask

Store masks in a cool and dry place and do not expose masks to sunlight, open flames or other
sources of heat.
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431 Molding the Cranial 4Pi Stereotactic Mask with an Oven

General Information

Follow the instructions on how to mold the Cranial 4Pi Stereotactic Mask with a water bath, but
substituting the water bath heating times with the following:

Component Heating Time in the Oven Notes
Rear Mask Minimum 13 minutes
Middle Mask Minimum 10 minutes
Pellets must be heated evenly
Pellets Minimum 13 minutes distributed in the plastic bag
delivered.
Top Mask Minimum 10 minutes

NOTE: Do not heat the mask for longer than 30 minutes.
NOTE: It is recommended to heat all mask components in parallel.

Cranial 4Pi Stereotactic Mask requires a minimum of 20 minutes to harden.

Related Links

Molding a Mask with a Dry-Heat Convection Oven on page 67
Molding the Cranial 4Pi Stereotactic Mask with a Water Bath on page 54
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4.3.2 Molding the Cranial 4Pi Open Face Mask with an Oven

General Information

Follow the instructions on how to mold the Cranial 4Pi Open Face Mask with a water bath, but

substituting the water bath heating times with the following:

Component Heating Time in the Oven
Rear Mask Minimum 13 minutes
Top Mask Minimum 10 minutes

NOTE: Do not heat the mask for longer than 30 minutes.

NOTE: It is recommended to heat all mask components in parallel.

Cranial 4Pi Open Face Mask requires a minimum of 15 minutes to harden.

Related Links

Molding a Mask with a Dry-Heat Convection Oven on page 67
Molding the Cranial 4Pi Open Face Mask with a Water Bath on page 61
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433 Molding the Cranial 4Pi Basic Mask with an Oven

General Information

Follow the instructions on how to mold the Cranial 4Pi Basic Mask with a water bath, but
substituting the water bath heating times with the following:

Component Heating Time in the Oven

Cranial 4Pi Basic Mask Minimum 10 minutes

NOTE: Do not heat the mask for longer than 30 minutes.

Cranial 4Pi Basic Mask requires a minimum of 15 minutes to harden.

Related Links

Molding a Mask with a Dry-Heat Convection Oven on page 67
Molding the Cranial 4Pi Basic Mask with a Water Bath on page 64
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5 QUALITY ASSURANCE

5.1 SRS 4Pi Target Pointer

General Information

The need for high geometric and dosimetric accuracy in frameless radiotherapy/radiosurgery
requires a special quality assurance program.

Brainlab recommends conducting a Winston-Lutz quality assurance test using the SRS 4Pi Target
Pointer. This high precision device provides the ability to perform quality assurance checks using
a target pointer with embedded sphere.

The Target Pointer sphere is located coincident with the crosshair of the cap. The tungsten
sphere has a diameter of 5 mm. The cap is made of PEEK (polyether ether ketone).

SRS 4Pi Target Pointer

Figure 24
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SRS 4Pi Target Pointer

How to Mount the SRS 4Pi Target Pointer

72

Step
1. Press the spring-loaded levers on both sides of the device simultaneously.
—>
2. With the levers still pressed, align the SRS 4Pi Target Pointer over the head frame and
push down completely. Slide the assembly in the caudal direction until contact is made
with the mask fixation pins and release the spring-loaded levers.
@ ® \
®
®
3. Use the couch translations to bring the pointer close to the isocenter as defined by the
room lasers.
4.  Adjust the pointer pitch angle by turning the tilt adjustment screw @.
5. The cross-hair of the target pointer can be aligned with the room lasers. To do this, per-

form a fine adjustment of the three orthogonal carriages using the three adjusting screws.
®: Longitudinal

®: Lateral

@: Vertical
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CLEANING AND DISINFECTION

6 CLEANING AND
DISINFECTION

6.1 Overview

General Information

This chapter contains the cleaning and disinfection instructions for:
¢ Cranial 4Pi masks

¢ SRS 4Pi CT Immobilization Overlay

¢ SRS 4Pi Treatment Immobilization Overlay

¢ SRS 4Pi Headrest Shell

¢ SRS 4Pi Headrest Cushion

A Warning

For cleaning and disinfection never use corrosive cleaning agents, solvents or abrasive
detergents. If you are not sure about the properties of a cleaning or disinfection agent, do
not use it.

Examination and Further Use

After cleaning and disinfection:

« The components must be individually inspected and be visibly clean.

« Verify the functionality and check for material deterioration (brittleness, surface roughness, etc.)
« If you are not sure of a component’s suitability for use, contact Brainlab support.

Always repeat cleaning and/or disinfection for the components until they successfully pass as
optically clean.

Cleaning and disinfectant agents must be used in accordance with manufacturer’s instructions.

Hardware User Guide Rev. 1.0 Cranial 4Pi Immobilization Ver. 1.1 73







Cleaning Instructions

6.2  Cleaning Instructions

How to Clean

Step

Wipe the equipment using a cloth soaked with an isopropanol- or an ethanol based detergent.
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CLEANING AND DISINFECTION

6.3 Disinfection

Disinfectants for use on the Overlay, Headrest Shell and Headrest Cushion

The following are tested disinfectants. Disinfectants must be used in accordance with
manufacturer’s instructions.

A Warning

Only use the following disinfectants.

Disinfectant Type Example

Alcohol based Meliseptol, Mikrozid AF Liquid
Alkylamine based Incidin Plus 2%

Active oxygen based Perform

aldehyde/chloride based Antiseptica Kombi - Flachendesinfektion

NOTE: Disinfectants containing both aldehyde and amine and used on the same surface could
lead to discoloring.

Disinfectants for use on Cranial 4Pi Masks

The Cranial 4Pi masks can be disinfected with an isopropanol or ethanol-based disinfectant,
applied with a soft cloth.

Disinfectants must be used in accordance with manufacturer’s instructions.

@ Do not use hot water (> 30°C / 86°F), aggressive detergents, ultrasonic cleaners, etc. to
clean the mask set. Steam sterilization will destroy the mask.
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Nazov predmetu zmluvy:
Fixaéné termoplastické masky pre kranialnu stereotakticki radioterapiu pine funkéné so systémom ExacTrac

Por.&.  |Nazov polozky Merna Poget MJ Jednotkova cena za pocet MJ v EUR Celkova cena
Jednotka za pocet MJ v EUR
(MJ)
bez DPH il DPHY EUR SDPH bez DPH SDPH
1. Kranialna stereotakticka maska 4P| bal. 40 685,00 20% 137,00 822,00 27400,00 32880,00
2 _xaz_»_:n zakladna maska 4P| bal. 25 240,00 20% 48,00 288,00 6000,00 7200,00

33400,00 40 080,00 €

Obchodny nazov dodavatefa: {Sharex Medical s.r.o.
Sidlo:{Moyzesova 34, KE

ICO:{36477869
DIC:{2020014326
IC DPH:{SK2020014326

Meno a priezvisko (titul) opravnenej omouﬁ_ RNDr. Karol Durovec _
Vi V kosiciach Podpis a petiatka dodavatela
Dha: 30.1.2024
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