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Mamograficky rdg pfistroj s 3D tomosyntézou, kontrastni mamografii (CEDM) a mamografickou diagnostickou stanici - minimalni
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technicka specifikace

Pozadovane minimaini technicke parametry

Pozadovana hodnota

Dodavatelem nabidnuta hodnota

Gantry

Velké FOV detektoru pro snadne polohovani pacientky minimalné 24cm x 29cm Ano, uvedte ANO, 24x30 cm
Vzdalenost ohnisko detektor SID min. 65 cm pro snimkovani Ano, uvedte ANQO, 65 cm
Vertikalni rozsah ramene (detektoru)} min. od 75 do 141 cm od podlahy Ano, uvedte ANO, od 69 do 150 cm
Ovladani rotaci, vyskoveho pfizpusobeni C ramena a sily komprese prostfednictvim

ovladaclu umisténych po obou stranach gantry mamografu. Ano, uvedte ANO

Nozni ovladani vyskoveho piizpusobeni C ramena a kompresniho systemu po obou

stranach gantry prostrednictvim noznich pedalu (2 ks pedalu) Ano, uvedte ANO
Komprese — motorizovana | manuaini pro cillive nastaveni Ano, uvedie ANO
Automaticka dekomprese po expozici Ano, uvedle ANO
Digitalni zobrazeni uhlu rotace Ano, uvedte ANO
Digitaini zobrazeni realne kompresni sily Ano, uvedte ANO
Digitalni zobrazeni tloustky prsu Ano, uvedle ANO
Rozsah rotace ramene pro standardni mamografii min. -/+ 155 stupnu Ano, uvedlte ANO, +/- 190°
Rychlé nastaven( pro akvizice 20D a 3D snimku Ano. uvedle ANO
Uzivatelskeé prednastaveni projekcnich uhlu Ano, uvedte ANO
Odnimatelny ochranny Stit pro pactenia Ano, uvedte ANO
Digitalni detektor

Flatpanel na bazi a-Si se scintilatorem Csi neba na bazi a-Se Ano, uvedle ANO, a-Se
Velikost aktivni plochy detektoru min. 23 cm x 29 cm Ano, uvedie ANO, 23,64 cm x 29,64 cm
Velikost pixelu max. 100 pm Ano, uvedle ANQ, 50 ym
_Qvnamick'y rozsah min. 14 bitu Ano, uvedte ANO, 16hit
Rentgenka a kolimator

Anoda rentgenky - malerial (napriklad molybden, wolfram, molybden/rhodium) Ano, uvedte ANO, wolfram
Tepelna kapacita anody rentgenky min. 300 kHU Ano, uvedte ANO, 300 kHU
Rotace anody min. 8800 ol./min. Ano, uvedte ANQO, 10800 ot./min.
Malé ohnisko — max. 0,1 mm a velké ohnisko max. 0,3 mm Ano, uvedie ANO, 0,12 0,3 mm
Primarni filtrace berylium Ano, uvedte ANO

Dualpl aut?maticka fillrace napfiklad molybden/rhodium, molybden/stfibro, Ano; uvedts ANO. RH/AI
rhodium/stiibro

[MoZnost automaticke kolimace Ano, uvedte ANO
Generalor

Pfesny procesorove fizeny vysokofrekvencni generator Ano, uvedle ANO
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Vykon min, SkW Ano, uvedte ANO, 7 kW
Rozsah napéli minimalné v rozsahu 25— 35 kV Ano, uvedte ANO, 22 - 49 kV
Nastaveni napéti v krocich po 1 kV Ano, uvedle ANO
Rozsah mAs minimainé v rozsahu 5-500 mAs Ano, uvedte ANO, 2 - 600 mAs
Vykon generatoru uréeny pro kontrastni mamografii (snimkovani o dvou riznych
energetickych trovnich). Ano, uvedle ANO
Automaticke i manualni nastaveni expozicnich parametriy Ano, uvedte ANO
[Expozicni automalika
Uplna expoziéni automatika, AEC s automatickymi kV Ano, uvedte ANO
Moznost manualniho nastaveni parametru expozice Ano, uvedle ANO
Expozicni automat — naslaveni napéli dle tloustky a sloZeni prsu Ano, uvedte ANO
Integrovana kontrola kvality Q/A Ano. uvedte ANO
Udaje o akviziénich parametrech a davce ve formé strukturovaného reportu v Dicom

; el ; : Ano, uvedle ANO

formatu, odesilani v citelném formatu do PACSu

[Dalsi pozadovane pf-isluﬁenstvi

Kompresni deska cca 18 cm x 24 cm Ano, uvedle ANO
Kompresni deska cca 24cm x 29 cm Ano, uvedte ANO
Zvetsovaci naslavec pro zvétseni min. 1.5 Ano, uvedte ANO, zvétseni 1,8x
Kompresni mala deska pro zvétSeni Ano, uvedte ANO
Kompresni deska tvarovana pro diagnostiku implantatu ¢i malé prsa Ano, uvedte ANO
Stolek pro prislusenstvi Ano, uvedte ANO
[Kompletnl sada pro lesty provozni slalost ve. fantomu a integrovaneho SW Ano, uvedte ANO
Akvizicni stanice

Akvizicni pogitac se softwarovym vybavenim pro akvizici Ano. uvedte ANO
Software pro akvizici vysoce denznich tkani a implantata Ano, uvedle ANO

SW kontrasini mamografie — zobrazeni prostorove distribuce jodove kontrasini iatky v

2ajmove oblasti po jeji intravenozni aplikaci. Angyliniedie ANO
Monitor pro nahled i administrativu pacientu (rozliSeni min. 3MPix, uhlopficka min. 20") Ano, uvedte ANO
DICOM 3.0 - Storage SCU, Worklist, Query/retrive Ano, uvedte ANO
Kapacita pro interni uloZeni min.1 TB Ano, uvedte ANO
Automalicka kalibrace piistroje Ano, uvedte ANO
Ovladaci pr\fky mamogra::tft_: v salmoslalné stojici zasténé s integrovanym pruhlednym Ano, uvedte ANO
&m s ekvivalentem stinéni min. 0,3mm Pb

3D Tomosynteza
IUhlové projekce v rozsahu minimainé 15° (minimalné 7,5° na kazdou stranu) Ane, ur‘i?";ﬁuhrﬁdnohm ANO, 40° (20° na kazdou stranu)
IPocet projekci na jednu thlovou sekvenci min. 9 Ano, uvedte ANO, 15 projekci
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Maximalni velikost akvizicniho pixelu pro tomosyntezu 100 mikronu, pokud se pro
tomosyntézu scita)i dva sousedni pixely, pak soucet jejich velikosti nesmi prekrocit 100 Ano, uvedte ANO, 50 pm
mikronu
Automataqké odstranéni mfizky (je-h pritomna) pro jednotlivée expozice skenu Ano, uvedte ANO
tomosynlezy
Aulomaticka rekonstrukce syntetickych 2D obrazu z 3D dat Ano, uvedte ANO
Radiacni stit pro tomosynlezu Ano, uvedie ANO
Kompresni desky pro tomosyntezu bez omezeni, resp. stejné jako pro diagnoslickou a Ano, uvedte ANO

screeningovou mamografii, viz pozadavky vyse

Popiste system projekce (kontinualni nebo Step and Shoot)

Ano,

uvedte hodnotici

ANO, Step and Shoot

kritérium

Kontrastni mamografie (CEDM)

Akvizice po nasyceni KL automatickym skenem s nizkou (26 - 30 kVp) a vysokou (45 - Ano. uvedte ANO
49 kVp) energii '

SW pro hodnoceni kontrastni mamografie pro diagnostickou mamografickou stanic Ano, uvedte ANO
Uchazeé dolozi CE znacku pristroje (prohlaseni o shodé) pro kontrastni mamografii Ano, uvedte ANO
Diagnosticka mamograficka stanice s monilory

Dva mamograficke diagnosticke certifikovane medicinske monitory s rozlisenim min. 5 .
MPix, minimalni svitivost 500cd/m2, autokalibrace Ay ivedts ANO. 5 Mpix
Integrovany HW senzor pro zajistenl nepretrzité kontroly jasu obrazu a jeho slabilizace Ang, Wuedis ANO
Technologie pro korekci svitivosti monitoru v zavislosti na okolnim osvetleni Ano, uvedie ANO
Software pro zapsteni DICOM kalibrace, kvality zobrazeni, sestaveni reportu aktualniho A _— ANO
L_slavu monitoru 0y uvavic

Vykonna medicinska graficka karta podporujici DICOM zobrazeni a kalibraci Ano, uvedte ANO
Vykonna praco'\.rnt stgmce (FfC)-v Ifonﬁgluram vhodpe Qro mamograflcky diagnosticky Ane, uvedte ANO
program se dvéma diagnostickymi monitory s rozliSenim SMpix

Operacni systém Windows 10 Profesional, min. 128 GB SSD disk pro systém Ano, uvedte ANO
Operacni pamét RAM min. 32 GB Ano, uvedte ANO
HDD o kapacite min. 3 TB Ano, uvedte ANO
DICOM 3.0 - Storage. Query/Retrieve, Secundary Caplure, Single Media Ano, uvedte ANO
Podpora funkce Dicom prefetching starsich snimkd a jejich zobrazeni v systému Ano, uvedte ANO
Klavesnice (LED podsviceni klaves s bilymi fonty) a mys Ano. uvedie ANO
Vypalovaci DVD mechanika Ano, uvedle ANO




|Dedikovana klavesnice pro mamograficke piedvolby — keypad Ano, uvedte ANO
I . . . e . . . . . - - +

!(at;;lp;le!nl software pro primarni diagnostiku v mamografii, ovladani SW v éeském i, ANO
iég;metni software (popfipadé | hardware) pro praci s obrazovymi daty z tomosyntézy a Kb ivadtE ANO
Automaticka rekonstrukce syntetickych 2D obrazi z 3D dat Ano, uvedte ANO
UzZivatelsky definované prohlizeci prolokoly ANO
Moznost prohlizeni mamografickych snimku i z jinych modalit (zejména UZ, MR, CT),

prohlizeci protokoly aktivovane dle typu vySetieni Ano, uvedte ANO
Tieti barevny LED monitor pro NIS/RIS o velikosli Uhlopficky min. 18 Ano, uvedte ANO
Zalozni zdroj UPS min. 650 VA Ano, uvedte ANO
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Technicky list pro mamograf
Amulet Innovality, FDR MS-3500

Posledni generace digitdlniho mamografického pristroje vybavena plochym detektorem s revoluénim
systémem snimacich bodd. Tento patentovany systém poskytuje ve svété ojedinélou velikost
50pum/pixel a vytvafi tak snimky s vysokym rozlidenim a nizkou Grovni $umu, které prisp&ji k
pfesnéjsi diagnostice rakoviny prsu.

Plochy detektor se vyznacuje unikdtni strukturou s hexagonalni strukturou snimacich bodd,
kterad zaru€uje maximalni citlivost snimacich prvki a vysoké DQE pfi nizké trovni davky. Proto
mize digitdlni mamograficky systém AMULET Innovality zobrazit mikrokalcifikace a nadory
podrobnéji a pfispét tak vyznamné k vcasné diagnostice rakoviny prsu.

Novy typ detektoru umoziiuje zkratit expozi€ni interval pod 15 sekund, ¢im2 dojde ke zlep&eni
pracovnich postupd a k sniZeni stresu pro pacientky &ekajici na vySetfeni. S dodavanou akviziéni
pracovnl stanici (AWS), navrienou specidlné pro mamugrafcke vySetreni, se dosahuje vysoké
prichodnaost! pacientek a efektivnosti pracovnich postupd,

K pohodli pacientek pfispiva ergonomicky design pfistroje, ktery byl vyvinut na zakladé dikladného
hodnoceni zkudenosti Zen z fad radiologickych asistentd. Nepohodli béhem vysetfeni je vyznamné
snizeno pomoci funkén& navrZenych podrucek, které umoziiuji pohodinou polohu a pouzitim riznych
podlozek kolem prsou podporu k daldimu snizeni nepohodli.

el
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Technické parametry

Rentgenka
+ Material anody w
¢ Velikost ohniska 0,3a0,1mm
« Tepelnd kapacita anody 300 kHU
e« Otacky anody 10800/minuta
«  Filtry Rh, Al, Cu
Kolimator

« Automatické kolimace podle pritlagné desky
¢ MoiZnost manuadlniho prepinani kolimace

e Primarni filtrace 0,63 mm Be
Generator
« Vysokofrekvencni presny procesorové fizeny, multipulsni
« Rozsah napéti 22 - 49 kV s krokem 1 kV
« Nastaveni mAs 2 - 600 mAs
«  Maximalni vykon 7 kW
Detektor
o Velikost detektoru 24x30 cm
* Snimaci oblast 236.4%296.4 mm
¢ Metoda konverze prima
» Material amorfni selen (a-Se)
* Rozliseni 50x50 pm/pixel
= Velikost matice 4728x5928 pixld
» Bitova hloubka 16bit (vystup z detektoru)
o Mrizka 61, 41 line/lcm
Gantry
» vzdalenost ohnisko-detektor (SID) 65 cm
*  motorizovany rozsah vertikalniho pohybu 69-150 cm
s rozsah motorizovaného otaéeni +/- 190"

* ovladani rotaci, vy$kového piizplsobeni C ramene a sily komprese po obou stranach gantry
+ digitéIni zobrazeni stupné otoceni, tloustky prsu. ID a jména pacienta

» molorizovana automaticka | manualni komprese s dig zobrazenim hodnoty komprese

* automatické nastaveni otoceni gantry do uzivatelsky pfeddefinovanych pozic

« automatické nebo manuaini uvolnéni komprese po ukonéeni expozice

* par noznich spinacl pro ovladani komprese a vertikalnino pohybu

Akviziéni stanice

= vykonna pracavni stanice s dvojici monitord pro nahled a administrativu pacientd s rozligenim
3Mpix a thlopfickou 21"

* kapacita interniho UloZisté pro cca 60 000 snimkd (HDD 1TB)

* moZnost Uplné automatiky AEC podle tloustky prsu, poloautomatické i manualni nastaveni
expozitnich parametri

» akvizicni stanice se SW umoziujicim identifikaci pacienta a zpracovani snimkd

= automaticka i manualni optimalizace jasu a kontrastu snimku

«  multifrekvengni zpracovani snimkd

» SW pro akvizici vysoce denznich tkani a implantatd
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optimalizace gradientd a flexibilni kontrola Sumu
anotace, rotacni a stranove pfevraceni a dalsi
automatické odesldni snimkd do PACS, véetné (idaji o akviziénich parametrech a davce ve
formé strukturovaného reportu
integrovana automatizovana kontrala kvality QA pristroje (testy provozni stalosti pomoci
fantomu), kaidodenni automatické kalibrace
stolek pro akvizicni stanici s monitorem, pro ovladaci prvky a casti pro prislusenstvi, véetné
prithledného skla se stinicim ekvivalentem 0,3 Pb

Tomosyntéza

Expozicni uhel

ST mode +/-7,5°

HR mode +/- 20°
Pocet expozic (Step and Shoot)

ST mode 15

HR mode 15
Velikost pixelu

ST mode 100 pm

HR mode 50 pm
Expoziéni €as

ST mode 45

HR mode 9s

CEDM - kontrastni mamografie

softwarovy doplnék umozfujici zachytit snimky postupné pfi dvou rliznych expoziénich
parametrech b&hem jedné komprese a nasledné vytvorit a zobrazit jeden snimek odectenim
dvou pofizenych snimki, Odeéteny obraz se ziska ze dvou obrazd, které jsou vytvofeny pFi
expozici nizkym napétim (26 - 30 kV, nizka energie) a expozici vysokym napétim (45 - 49
kV, vysokou energii), pri které je pouzit Cu filtr.
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Value from Innovation




Lasting smiles for women worldwide

Innovation and quality in mammography

AMULET Innovality — the result of Fujifilm’s ongoing “innovation” and commitment

to providing top “quality” mammeography services. The Innovality utilises Fujifilm’s '
unigue a-Se direct conversion flat panel detector (FPD)* to produce clear images
with a low X-ray dose. This system makes use of intelligent AEC (i-AEC) combined
with a new image analysis technology to automatically optimize the X-ray dosage
for each breast type. AMULET Innovality is a highly advanced mammography
system which offers an extremely fast image interval of just 15 seconds. With this
system, Fujifilm furthers the provision of high quality examinations with superior

image diagnnstic accuracy. *Using a HCP (Hexagona! Cloe Patlean) TFY array —— ——; e e 3
Origin ol the name: Qrigin ol the name With its mammugraphy sodutions Fyjfdm hopes to be an "Amufet” — always there e protect women’s health
and aliow them te be true Lo themselves, vibrant and beautilyd The AMULET series aimi (0 pravide top-class digital mammography

salutians that can be customased 1o ment every siles needs
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ISE — Optimized contrast.and low |

Unique detector for fast,
. low dose examinations:

AMULET Innavality employs a direct-conversion ilat panel detector made of
Amorphous Sefenium (a-5e) which exhibits excellent conversion efficiency in
the mammaographic X-ray spectrum. The new HCP {Hexagonal Close Pattern)
detector efficiently collects electrical signals converted from X-rays to realize
both high resolution and low noise. This unique design makes it possible to
realize a higher DQE (Detective Quantum Efficiency) than with the square
pixel array of conventional TFT panels. With the information callected by
the HCP detector, AMULET Innovality creates high definition images with a
pixel size of 50 pm; the finest available with a direct-conversion detector,

Conventional square pixel

AMULET Innovality hexagonal pixet

This low-noise and high-speed switching techno'ogy allows tomosynthesis
exposures with a low X.ray dosage and short acquisition time to be performed,
Fast image display is also possible, realizing a smooth mammography
warkflow from exposure to image display.

X-ray.dose using a fungsten Target

Image-based Spectrum Conversion® (1SC) technology can be used to
optimize contrast in an image. ISC analyzes images to compensate for
variations in contrast due to the density of mammary glands, amount of
fat and X-ray spectrum. ISC aims to ensure that images display adequate
contrast even with the use of a high energy, low-dose X.ray beam.

This technology allows sites that previously exploited the superior contrast
of a Molybdenum target to realize the dose advantages offered by the use
of Tungsten without having te compramise image contrast.

*Based on Image analysis the appearatice 18 adjusted to emulate the image quality witk
the yimulated "optimal® spectrum



High quality images for easier diagnosis

Tomosynthesis: making it possible to observe the internal structure of the breast

In breast tomosynthesis, the X-ray tube moves through an arc while X-ray lube Tomosynthesis

............. -

acquiring a series of low-dose X-ray images. The images taken from
different angles are reconstructed into a range of Tomosynthesis slices
where the structure of interest is always in focus,

The reconstructed tomographic images make it easier to identify
lesions which might be difficult to visualize in routine mammography
because of the presence of overlapping breast structures,

The Tamasynthesis function on AMULET Innovality is suitable {or a
wide range of uses, offering two modes to caler for various clinical
scenarios. Standard (ST) mode combines rapid expasure liming and
efficient workflow with a low X-ray dose while High Resolution {HR)
mode makes it possible to produce images with an even higher level of
detail, allowing 1he region of interest to be brought into clearer focus.

Breast screeningland diagnostic

mammography:'two modes to answer
different clinicalineeds

Routine mammgraphy and 'J\_cquisitian angle: 7.5
breast screening: ST mode “Pixs v 1007140 um

The smaller angular range and fast image acquisition allow Tomasynthesis
scans to be quickly performed with a refatively low X-ray dose.

Depth e
resolution -
(2) '
| =
w [ @=
— 3 y 1 !
| | |

DiagnOStic mammography: *Acquisition angle: £20°

HR mode * Pixel size: 100/50pm |
With a larger acquisition angle the depth resolut'on s improved. This allows _' iy g
the region of interest to be defined more clearly and brought inte clearer locus. -_,. = . | Pl
Depth e = -
reso'ution ;

o ~
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Limage Praw essing Fatterm 1 _. o lmacge Processspg Pagtera 2

Entiances spicula and caleilicalions while Maximizes the visualization of fine
keeping maximum contrast for the viewing  spiculations and calcitication
ol masses within the glandular Lssue

AMULET Inmeval ity



\ The tomaosynthesis iterative super-resalution reconstruction (ISR) method has
ﬂ:‘e en t- m BD been specifically designed to support routine and screening application of

ST-mode (15% angle) Lomosynthesis acquisition.

1. Reducing graininess of image in low-dose tomography

Each image is being processed to selectively suppress the pattemns that do
not exist in human body architectures (as the graininess related to noise),
to reduce distractive details in the event of low-dose acquisition,

2 Suprresslng interference of human body architectures
at different depths

In the process of reconstructing the breast structure from multiple 2D
images, details as calcifications, masses, spiculas, mammary gland and other
signals thal emerge from different depths are removed to reproduce the
correct structures at the focus depth with greater fidelity and accuracy.

3. Restoring the fine-structure

Our super-resolution technology is introduced to restore the fine-structure of
microcalcifications and other details, the visibility of which might be
impaired by the movement of the X-ray tube.

il shice: 1mid

Astifact caused by calcitications

» Qut of the focal plane

Focal plarne

e

Recomtruction™ Itemative-recomiteuction
“inaletd VP [T ered bk Progreles:

5-View {unction allows reconstruction of
synthetized 2D images from the tomosynthesis
acquisition data: both 2D and 3D images are
provided for a more comprehensive
interpretation.

AN EY Bnowal by
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Easy operation and patient comfort

fntélligjent AEC 'op_{im_i_zes the X—ray_ B be s
-exposure

~ .~ 77

dose foreach breastitype’

tntelligent AEC has advantages in defining the optimal dose for an '_-r-';'/
examination compared to conventional AEC systems where the S ————
sensar position is fixed. 3
Through the analysis of information obtained from low- dose
preshot images, Intelligent AEC makes it possible to consider the .«/-__'“.“,' ‘&.r ‘_ : 'Z(\“_S 4
mammary gland density (breast lype) when defining the x-ray . . : 4
energy and level of dose required. Analyzes mammary gland structures,
fat density and existence of implant
Able to be used even in the presence of implants; intelligent AEC ;

enables more accurale calculation of exposure parameters than is VLG

possible with conventional AEC systems. By allowing the use of (Determins the opliial ype of Xeray and levehof
automatic exposure for the implanted breast, Intelligent AEC can dosage for the breast typel

further enhance examination workflow. '

Patient iﬁfbrf'ﬁatidh 'd__ispl_ay

The information shown on the display ) at the base of the exposure
unit can be switched between patient information (1D, name, date
of birth, etc.) and positioning infarmation (angle of swivel arm,
compression force and breast thickness). Positioning information
can also be confirmed on the display @) on the compression arm.

Dedicated mammography AWS

(Acquisition Waorkstation)

AWULEY imnovala

AWS High defaition secand monitor
Optimal examination workfiow

* Integrated X-ray controlier allows setting and confirmation of expesure condilions on a single screen,
= Examination screen can be split and switched between 1, 2, or 4 image display.

» Individual images can be immediately output to a PACS, viewer of printer during an examination.

= Density and contrast can be easily adjusted while viewing images.

« Alignment of left and right images can be adjusted both automatically and manually

High definition second monitor (3M/5M: Optional)

= A second, high resolution monitar can be added to the AWS making it pessible to display previous
images recalied from a PACS to ensure the mammographer has access to previous images at all times,

» For Tomosynthesis, reconstructed images can be displayed

Variable height operator desk

* A new desk has been deigned to maximize operators comfort and system ergonomics, which is
featured with an automated adjustable height mechanism: each user is able to operate in the
best conditions and safety.
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AMUKLET Harmony incorporates a ranige ol mammography solutions specifically designed 1o maintain a harmonious
examination enviconment and foster an atmausphere of Lrust between mammographars and thetr patients.

Mood lighting to ease patient anxiely

Watitt et ughiting s used toalluminate the exposare stand, heiing patients

10 telax arid ailavw iy examination L He performed witls nunalstress.

Decorative labels adaptable to each room environment

Fiwe different stand Inbels are available toadd o Gentie ambience Each aite
¢an ¢ hoose  statkl appearance thist best suits the examiratiorn CRVIrGnment,
thus relieyving patient stress and aixety,

Compression Paddles

Fupthlm Innevality features o wide lineap ol
compression paddles, in order to quarantoe the bhest
patient and breast’ positiamng in - all - conditions.
Specal si2es ard shdpes e available as weil s the
delaul formats 18x24 and 24x30.

Fit Sweel Paddies

This type of compression paddle (avatlable in 18x24 and
ZAx 30 format ) fits ta i the shiape ol thee bressst s atlovang
aressitre 100 be vvenly applied S winles holdineg Sthe s bireast
et Lereedy taied - OrisUInTigp Lhee s e sl B LSS s atleslistely
separated. Madets with the lateral shett Hune tien {see holow)

are also pvarlable o the inehip

Shift Compression Paddles

This sl compression paddle
(18x24) can’ be postoned e the
irndddle, fught or dedt sitde oF thes tetector
AL ey L O et b accorthingg 1o

the positiomng of the patient.
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. Adresy servisnich stredisek Prodavajiciho
pro jednotlivé dodavky zboZi

9 Veskere mstadovane a dodavane zafizent jsou ser sovany Prodasva 1
9 Adresa servisnich stiedisek:

FUMFILM Europe GmbIL oreanizacni slozka
. U Nakladoseho nadrazi 194942

| 30 00 Praha 3
1 FUNFILM Furope GmbH. organizaéna zlozha

Ry bnicia 40
. B31 06 Brauslava




FUJFILM Corporation

FUJ =F| LM 26.30 NISHIAZABU 2-CHOME MINATS KU

TOKIO 106-8820 JAPONSKO

EU Prohlaseni o shodeé

13-CEM-02-U
Vyrobce FUJIFILM Corporation
Sidlo: 26-30, Nishiazabu 2-chome, Minato-ku,
Tokio 106-8620, JAPONSKO
Zplnomocnény zastupce: FUJIFILM Europe GmbH
Sidlo: HEESENSTRASSE 31
40549 DUESSELDORF, NEMECKO
Vyrobek (vyrobky): FUJIFILM Digital Mammography System
AMULET Innovality
Model No.: FDR MS-3500
UMDNS kod: 20792
GMDN kod. 37672
Pfisluéné vyrobni jednotky. Seriove €. 86621947 a déle
Klasifikace(MOD, Pfiloha IX): Trida Il b (Pravidio 10 )

Timto prohlasujeme na vlastni odpovédnost, ze vySe uvedené vyrobky spliuji ustanoveni
nasledujicich Smérnic Rady EU a norem.

Smérnice:
Smérnice o zdravotnickych prosifedcich. 93/42/EHS a prislusné pfilohy
Smérnice o omezeni pouzivani nékterych nebezpeénych latek :2011/65/EU

Normy.

MOD: EN IS0O13485: 2012/AC:2012
EN ISO14971:2012
EN 60601-1.2006/AC 2010
EN 60601-1-3 2008/AC:2010
EN 62304:2006 /AC 2008
EN 60601-1-6 2010
EN 62366:2008
EN 60601-2-45:2011
EN ISO 10893-1:2009/AC:2010
EN 60601-1-2:2007/AC:2010

Technicka dokumentace k posuzovani elektrickych a elektrotechnickych vyrobku z hlediska omezovani
nebezpecnych latek: EN 50581:2012

Certifikat smérnice ES 93/42/EHS: G1 17 07 20011 043
Posuzovani shody prostiedki: Pfiloha Il s vypimkou (4)
Oznameny subjekt TUV SUD Product Service GmbH (ldentifikaéni cislo subjektu 0123)
Ridlerstr. 65, 80339 Munchen, Némecko

Misto a2 datum vydani
Y Podpis necitelny podpis

Jméno = Naotake Mitsumori
Funkce Samostatny inZenyr
Oddeéleni zgjisténi kvality a oblasti regulace
11 4.2018 Oddéleni obchedu s Iekafskymi systémy
FUJIFILM Corporation

Kanagawa. JAPAN




FUJIFILM

FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKIO 105 B620JAPAN

11.4.2018

Priloha | EU Prohlaseni o shodé

Oddéleni zajisténi kvality a oblasti regulace

Oddéleni obechodu s lékafskymi systémy
FUJIFILM Corporation

Proctéte si prosim nasledujici dopliikové informace o EU Prohlaseni o shodé. Tyto informace musi zustat

pfilohou pfislusného EU Prohlaseni o shodé,

EU Prohlaseni o shodé €. .

Popis materialu vztahujiciho se k EU
Prohlaseni o shode

DR 3500 W 24X30 + E

COMP PLATE 18X24 LOWHA AE
COMP PLATE 18X24 HIGH HAAE
COMP PLATE 18X24 SMALL HAA E
COMP PLATE 18X24 FLEX HAE
COMP PLATE 18X24 FS HAE
COMP PLATE 1BX24 SFSHAE
COMP PLATE 18X24 SP HAE
COMP PLATE 18X24 SP SMALL HAE
COMP PLATE 18X24 FS SP HAE
COMP PLATE 24X30 LOWHAAE
COMP PLATE 24X30 SMALL HAAE
COMP PLATE 24X30 SSMALL HAE
COMP PLATE 24X30 FLEX HAE
COMP PLATE 24X30 FS HAE
COMP PLATE SPOT 9X9 HAE
COMP PLATE MAG1.8 16X20 HAE
COMP PLATE MAGSPOT 9X8 HAE
COMP PLATE ROUND SPOT HAE
COMP PLATE ROUND MAG SPOT HAE
COMP PLATE AXILLA 8X20 HAE
COMP PLATE 2D BIOPSY HAE
COMP PLATE BIOPSY HAE

COMP PLATE LATERAL BIOPSY HAE
DR 3500 ADD COLLICONT KITE
MAG TABLE HAE

EXPOSURE SWITCH REMOTE ARE
EXPOSURE SWITCH FOOT ARE
PROTECT BOARDFORCL E
COVER FOR PROTECT BOARD E
MONITOR ARM E

DR 3500 TOMO FACE GUARD E
DR3500 GRIP UNDERTABLE KITE
CHEST WALL PAD E

AXILLA PAD LEFTE

AXILLA PAD RIGHT E

SLIP PROOF PLATE E

PROTECT SHEETE

BIOPSY SPACERE

POSITIONER KIT BIOPSY HAE
NEEDLE HOLDER M E

NEEDLE HOLDERCE

NEEDLE HOLDERV E

13-CEM-02-U

NEEDLE HOLDER M BG E

NEEDLE HOLDEREN E

NEEDLE HOLDERHEV E

NEEDLE GUIDE M/V E

NEEDLE GUIDE C12G E

NEEDLE GUIDE C14G E

NEEDLE GUIDE C 16G E

NEEDLE GUIDE C 18G E

NEEDLE GUIDE C 20G E

NEEDLE GUIDE C 22G E

NEEDLE GUIDE EN E

MNEEDLE GUIDE TESTE

NEEDLE GUIDE COVER E

NEEDLE GUIDE COVER 10 E
BIOPSY EQUIPMENT BOX E
LATERAL BIOPSY KIT HAE
LATERAL NEEDLE STOPPER ME
LATERAL NEEDLE STOPPER CE
LATERAL NEEDLE STOPPER VE
LATERAL NEEDLE STOPPER EE
LATERAL NEEDLE STOPPER TESTE
ATTACHMENT FOR M REE
LATERAL ATTACHMENT FORM REE
DR 3500 TOMO KIT V2.0 E

DR3500 TOMO S VIEW SOFT E
DR3500 TOMO EXC SOFTE
STEREO EXPOSURE KIT AR E
DR3500 S UP-GRADE KEY E

TOMO BIOPSY SOFTHAE
FOOTSW SEQ MODIFY KITAHAE
FOOTSW SEQ MODIFY KITBHAE
DR 3500 AC CORD TRANS 11IME
1SHOT PHANTOM 24X30 HA E

DR 2000 MBL PROTECTEBD KIT AR E
DR 2000 MBL AWS PC FIX AR E

DR 2000 MBL MONITOR FIX ARE
DR 3500 MELAWS PCFIX E

DR 3500 CEDM SOFT-LE

DR 3500 COLLIMATOR FOR CEDM E
DR 3500 MBL KIT HAE

DR 3500 FACE GUARD T COMFORT E
DR 3500 CEDM MANUAL E

AWS PC COVER E

DR 3500 COMFORT COMP SOFT-LE

Viz Pfiloha Prohlaseni o shodé FDR-3000AWS (13-CEM-01-P nebo nasledujici)



FUJ IFI LM FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU
TOKYO 106-8620 JAPAN

EC Declaration of Conformity

13-CEM-02-U
Manufacturer: FUJIFILM Carporation
Address: 26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-8620, JAPAN
Authorized Representative: FUJIFILM Europe GmbH
Address: HEESENSTRASSE 31
40549 DUESSELDORF, GERMANY
Product(s): FUJIFILM Digital Mammography System
AMULET Innovality
Model No.: FDR MS-3500
UMDNS Code: 20792
GMDN Code: 37672
Applicable Product Units: Serial 86621947 or later
Classification (MDD, Annex IX): Class Ib (Rule 10 )

We herewith declare in our own responsibility that the above mentioned produci(s)
meets the provisions of the following EC Council Directive(s) and standards.

Directive :
Medical Device Directive ;: 93/42/EEC and their Annexes
RoHS Directive : 2011/65/EU

Standards:

MDD: EN 1S0O13485: 2012/AC:2012
EN 18014871.2012
EN 60601-1:2006/AC:2010
EN 60601-1-3:2008/AC:2010
EN 62304:2006 /AC:2008
EN 60601-1-6:2010
EN 62366:2008
EN 60601-2-45:2011
EN ISO 10893-1.2009/AC.2010
EN 60601-1-2:2007/AC:2010

RoHS: EN 50581:2012

EC Certificate for Directive 93/42/EEC: G1 17 07 20011 043
Canformity Assessment Procedure: Annex |l excluding (4)
Notified Body: TUV SUD Product Service GmbH (Notified Body Number 0123)
Ridlerstr, 65, 80339 Minchen, Germany

Place and Date of issue
Signature :

Kanagawa, JAPAN Name : NaOl SUMTH R
Function: Senior Engineering Scientist
Quality Assurance and Regulatory Affairs Division
2018-4-11 Medical Systems Business Division
FUJIFILM Corparation




FUJIFILM

FUJIFILM Corporation

26-30, NISHIAZABU 2.CHOME, MINATO-KU,
TOKYQ 106-8620 JAPAN

2018-4-11

Annex I to EC Declaration of Conformity

Quality Assurance and Regulatory Affairs Division
Medical Systems Business Division
FUJIFILM Corporation

Please refer to the following additional information on EC Declaration of Conformity. This information is to

be maintained with corresponding EC Declaration of Conformity.

EC Declaration of Conformity No. :

Material Description(s) applicable to
EC Declaration of Conformity :

DR 3500 W 24X30 + E

COMP PLATE 18X24 LOW HAAE
COMP PLATE 18X24 HIGH HAA E
COMP PLATE 18X24 SMALL HAAE
COMP PLATE 18X24 FLEXHAE
COMP PLATE 18X24 FSHAE
COMP PLATE 18X24 SFS HAE
COMP PLATE 18X24 SP HAE
COMP PLATE 18X24 SP SMALL HAE
COMP PLATE 18X24 FSSP HAE
COMP PLATE 24X30 LOW HAAE
COMP PLATE 24X30 SMALL HAAE
COMP PLATE 24X30 SSMALL HAE
COMP PLATE 24X30 FLEX HA E
COMP PLATE 24X30 FSHA E
COMP PLATE SPOT 9XS HA E
COMP PLATE MAG1.8 16X20 HAE
COMP PLATE MAGSPOT 9XS HAE
COMP PLATE ROUND SPOT HAE
COMP PLATE ROUND MAG SPOT HAE
COMP PLATE AXILLA BX20 HA E
COMP PLATE 2D BIOPSY HA E
COMP PLATE BIOPSY HA E

COMP PLATE LATERAL BIOPSY HAE
DR 3500 ADD COLLI CONT KIT E
MAG TABLE HA E

EXPOSURE SWITCH REMOTE AR E
EXPOSURE SWITCH FOOT AR E
PROTECT BOARD FORCL E
COVER FOR PROTECT BOARD E
MONITOR ARM E

DR 3500 TOMO FACE GUARD E
DR3500 GRIP UNDERTABLE KIT E
CHEST WALL PAD E

AXILLA PAD LEFT E

AXILLA PAD RIGHT E

SLIP PROOF PLATE E

PROTECT SHEET E

BIOPSY SPACER E

POSITIONER KIT BIOPSY HA E
NEEDLE HOLDERME

NEEDLE HOLDERC E

NEEDLE HOLDER V E

13-CEM-02-U

NEEDLE HOLDERM8G E

NEEDLE HOLDEREN E

NEEDLE HOLDERHEVE

NEEDLE GUIDE M/IVE

NEEDLE GUIDE C12G E

NEEDLE GUIDE C14G E

NEEDLE GUIDE C 16G E

NEEDLE GUIDEC 18G E

NEEDLE GUIDE C 20G &

NEEDLE GUIDEC 22G E

NEEDLE GUIDE EN E

NEEDLE GUIDE TEST E

NEEDLE GUIDE COVER E

NEEDLE GUIDE COVER10E
BIOPSY EQUIPMENT BOX E
LATERAL BIOPSY KIT HA E
LATERAL NEEDLE STOPPERME
LATERAL NEEDLE STOPPERC E
LATERAL NEEDLE STOPPER V E
LATERAL NEEDLE STOPPERE E
LATERAL NEEDLE STOPPER TEST E
ATTACHMENT FORMREE
LATERAL ATTACHMENT FOR MRE E
DR 3500 TOMO KIT V2.0 E

DR3500 TOMO S VIEW SOFTE
DR3500 TOMO EXC SOFT E
STEREO EXPOSUREKIT AR E
DR3500 S UP-GRADE KEY E

TOMO BIOPSY SOFTHAE
FOOTSW SEQ MODIFY KITAHAE
FOOTSW SEQ MODIFY KITBHAE
DR 3500 AC CORD TRANS 11IME
1SHOT PHANTOM 24X30 HAE

DR 2000 MBL PROTECTBD KIT AR E
DR 2000 MBL AWS PC FIXAR E

DR 2000 MBL MONITOR FIX AR E
DR 3500 MBL AWS PC FIXE

DR 3500 CEDM SOFT-LE

DR 3500 COLLIMATOR FOR CEDM E
DR 3500 MBL KIT HA E

DR 3500 FACE GUARD T COMFORT E
DR 3500 CEDM MANUAL E

AWS PC COVERE

DR 3500 COMFORT COMP SOFT-L E

See Annex to Declaration of Canformity of FDR-3000AWS (13-CEM-01-P or later)
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B, Harmonogram dodani predmétu Smlouvy
W' ol r
- dle pozadavku ¢l. 2.10. Kupni Smlouvy
-
Instalace noveho mamografického ptistroje FUJIFILM Amulet Innovality, FDR MS-3500
-
Je naplanovana na 8 pracovnich dna.
3 [. deinstalace a odvoz pavodniho mamografu
- 2. prevoz beden a palet na misto, vybalovini, instalace gantry
9% 3. instalace kabelaze. akvizi¢ni stanice. pfipojeni do rozvadéce
- 4. instalace software CEDM. propojeni do nemocniéni sité
7 5. kalibrace systému, méieni zdroje ionizujiciho zdfeni
- 6. instalace a kalibrace tomosyntézy
= 7. instalace diagnostické stanice, montaz Krytu
. 8. prejimaci zkouska, méfeni zdroje ionizujiciho zafeni
. 9. Skoleni obsluhy. pfeddni kupujicimu
-
-
-
-




PIna moc

JIFILM Europe GmbH

dlem He traBe 31, Dusseldorf, PSC
49, Spolkova republika Némecko

istracni Ccislo spolecnosti (HRB): 10639,
psana v obchodnim rejstiiku  vedenem
Okresnim soudem v Dusseldorfu,

podnikajici v Ceské republice
sveé organizacni slozky

prostrednictvim

FUJIFILM Europe
slozka, se sidlem
Nakladového nadrazi
Ceska rep!l :l*h!-\( IC:
v obchodnimy
soudem v Praze,
astoupena
gustynem,
mochitel”)

oddil A, viozka 71605,
panem Pawlem Jerzy
r-‘u vedoucim organizaéni slozky
(.2

Timto zmocnuje:

(,Zmocnénec")

Aby zastupovali Zmocnitele pf
pravnich a jinych tkonech
nezbytnem pro ucely :'|'.?_;:m [ZD:J|-'—‘-
zakona ¢. 134/2016 St
zakazek, pokud se
do celkove hodnoty ¢

Zmocnénec je na zakladé této plne moci
opravnén za Zmocnitele podepsal a vyhotovit
veskeré listiny a uskulecnit dalSi ukony Ci
jednani, ktera mohou dle uvazeni Zmocnénce

byt vhodna ¢&i nezbytna pro Véc nebo
v souvislosti s Veci
Zmocnénec je na zakladé tato plné moci

ména k podani nabidky,
: v uzsim fizeni,
dish:]gu a jinym

asti Zmocnitele v zadavacim

ucasti
ukonum

Delegation of Power of Attorney

FUJIFILM Europe GmbH
the registered offic rt Heesenstralle 31, 405

49 Dusseldo

COrpore cation number (HRB): 10639
registered by the Regional Courl in

Disseldorf

operating in the Czech Republic through its
branch:

FUJIFILM Europe GmbH, organizacni
slozka, sith its registered office in Prague 3,
Zizkov, U Nakladového nadrazi 1949/2, Postal
C“d" 1“«0 00, the CZech Republic, ID numer:
& d in the Commercial
intained by the Municipal Court in
PI"‘I’J e, Section A, Insert No. 71805,
ra-_arm,-f.-led by Mr. Pawel Jerzy Augustyn,
Manager of the Branch (,Principal”),

fegis

Hereby grants a power of atlorngy (0

("Rerpesentative’)

To represent the Principal in q:
factual actions related to Pri cipal's
business activities in so far as these may be
necessary for proceedings pursuant to Lo
Czech Act No. 134/2018 Coll., on Publiic
Procurement, up to the total value of the
tender of EUR 300,000 ("Mattar”).

and

this pow attorney, the

is authorized to sign and
behali of the Principal all
and to perform Iul'ii'lr-"-r acls or
g the Fmp esenlal
suita D|-= ar necessary '
Matter.

Base

on this power of attorney, the
Representative is authorized, among mha-r:.
to submit a bid, apply for a participation in &
short list of biddars, take part in a tender
dialoque, and any other acts net for the




jednani o

oart in a i
|

ift contract or

-i.-’-;r'nj_‘-l_:‘-.“,,' cl uprav

| podpisu smlouvy, poc

navrhu smlouvy,

bl Ukonu | o

amitek pr contract

ukonum ntracting acls to incl

razeni | acls

Principal to

v e R Pl Pl e |
ZImMocnenac |e iKlace
. |

e na zakladé této piné moci dale | Furthemare, based on this power of attorney, |

avnén zastupovat Zmocnitele v fizenich sentative is authorized (o represt
tvkajicich se prezkumu fizeni © zadavan! 3

verejne zakazky, a 1o

jak pred spravnimi

organy, lak soudy. Zmocngnec je oprav

zejmena

plnou moc

et

LB

dne/on | & L

FUJFILM ELirope GmbH
zastoupena organizaéni slozkou FUJIFILM Europe GmbH, organizaéni slozka




Repertorium A nr 12017

Andrzej Trzebinski - notariusz w Warszawie poSwiadeza, ze podpis na tym
dokumencie zlo7y1 wlasnorgeznie, w jego obecnosei w Kancelarii Notarialnej w

Warszawie prs icy arnej 41 lokal numer 5; -«------veeeees

B dzialajycy w imicniu i na rzeez Spolki pod firmg
FUJIFILM EUROPE GMBH Sp. z o.0. Oddzial w Polsce z sicdziby w
Warszawie, wpisanej do rejestru przedsichiorcow pod numerem KRS
0000347504, upowainiony do jednoosebowej reprezentacji Spolki, co
poiwierdza wydruk z bazy Centralnej Informacji Krajowego Rejestru
Spdowego, udostepnionej na  stronie  Ministerstwa  Sprawiedliwosei,
zawierajacy informacje odpowindajacy odpisowi aktualnemu 7 Rejestru
Przedsigbiorcéw, pobhrany na podstawie art, 4 ust. dan ustawy z dnia 20
stycznia 1997 roku o KRS, dnia 10 marca 2017 roku, identyfikator
wydruku RP/347504/16/20170310133132, cacmmmemeeeeeeeeeee e

Fozsamosé Stawajacego notariusz ustalil na  podstawie okazancgo dowodu

osobistego, ktorego serig i numer wpisano pod nazwiskiem. ----- st

Notariusz pobral: - e .

I. taks¢ notarialng na podstawic § 13 rozporzidzenia Ministra Sprawiedliwosci 7
dnia 28 czerwea 2004 roku w sprawie maksymalnych stawcek taksy notarialnej

(tekst jednolity Dz. U. z 2013 roku. 237) kwaote 20,- (dwadziescia) Zlotych weeeeee

[ ¥}

podatek VAT w wysokosei 23% od taksy notarialnej na podstawic art. 41
ustawy z dnia 11 marca 2004 roku o podatku od towaréw i uslug (Dz. U, 2 201¢
roku poz. 710 ze zm.) w kwocie 4,60 (cztery i 60/100) zloty ehu-=se-mmessmeeeramnnee

Warszawa, dnia 10 marca 2017 roku




