f,ﬂ{erStream Motion Mobile X-Ray System

Mobile.
Affordable.
Upgradable.

Uniquely Designed. Digital Ready.

SMART IMAGING SOLUTIONS




Affordable Imaging
on the Move.

When every patient who needs an imaging
exam must be transported to an X-ray room,
disadvantages abound. Frail or critically il
patients can experience discomfort or trauma
while being moved. Meanwhile, workflow
slows. Costs escalate. And exams, diagnoses
and treatment can all be delayed.

Now, meet the Motion Mobile X-ray System.
It's a highly affordable, analog mobile unit —
small, lightweight and easy to use.

Best of all, it allows an easy, cost-effective
upgrade to digital whenever you're

ready — with the simple addition of our
DRX-Transportable/Lite. It uses a lightweight,
wireless tablet to give you complete control
of the system and displays your images

once you acquire them.

Advantages at a Glance

» Light, compact and easy to transport.

* Intuitive touchscreen for ease of operation

* Rapid, precise positior ing, thanks to a manual light-beam collimator

* Fast, easy upgrade to digital with the addition of our lightweight

wireless tablet

Designed with Your Need§
and Budget — in Mind.

Many small- and mid-sized facilities have a real need for mobile
X-ray capabilities. But their budgets are often stretched too tight
as they are. The Motion Mobile System solves both of these issues,
making it economically feasible for nearly any facility. Consider its
advanced feature set — and consider the value.

Go Lite!

Go Digital, Whenever You're Ready.

Simply add our DRX-Transportable System/Lite and its wireless
tablet, with a DRX Plus or DRX Core Detector, and Motion
Mobile becomes a full digital system — with the image quality
and accelerated workflow only DR imaging can provide. This
makes Motion Mobile a highly economical bridge from analog
or CR to the performance power of DR,

Bottom line? You can make a quick transition to DR at any time
- with no fear of technology obsolescence! You'll enjoy the
confidence of knowing your system will have a long, useable
life well into the future,




Manual light-beam collimater
allows fast, accurate patient
positiening

Optional DAP provides the relevant
information needed for monitaring
patient X-ray dose.
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Tap the Power of X-Factor Thinking.
Our wireless, lightweight DRX Detector not only controls Motion Mabile - it's also shareable with our entire line
of DRX X-ray rooms and mobile systems. And, it features a Virtual Access Point that enhances workflow.




NO MATTER WHICH ROAD YOU'RE ON, SMART IMAGING SOLUTIONS

WE'LL GET YOU WHERE |, b
YOU NEED 10 GO.

Right for Today. Ready for Tomorrow. A Community of Service and Support
Carestream is ready to help you plan the most effective route to your X-ray imaging For dependable service, look to
future. Our scalable equipment design and modular components mean high | our Customer Success Network
performance today, along with easy, affordable upgrades for years to come. Let's | Wework continuously to improve

: ; ; B . ; i your imaging performance, help
plan out your equipment migration together - you'll gain the confidence that your you 1o innovate as needs change,

current technology investment will continue to pay dividends well into your future. | and make the most of your budget

and resources. Carestream’s Customer Success Network

| surrounds you with a dynamic team of experts, with a
Single Point of Entry for easy, customized access to the
right people in every situation. You and your patients

| will benefit from the expertise and best practices only

| Carestream can deliver - based on thousands of
customer engagements worldwide and our 100-year
heritage in medical-imaging innovation,
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irestream.com/dr

“Rx only”
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 ADVANTAGES
AT A GLANCE

Looking to upgrade your analog X-ray room or mobile
unit to DR? Now you can - easily and economically —
with the DRX-Transportable System/Lite.

This solution now features wireless tablet operation.
There's no bulky electronics box required, and no need
to work from a fixed console. Instead, a lightweight
wireless tablet gives you complete control of the
system and displays your images once acquired.

This allows you to move freely around the exam room, mobﬂe unit.
the entire radiology department or from suite to
maobile units with ease.
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CARESTREAM DRX-Transportable System

The Power of DR Imaging, Easier and More Portable Than Ever. | Trusted Partner:

| CARESTREAM Smart Services
At Carestream, we'll be there when you need
us. Our medical imaging solutians are backed

* Upgrade existing equipment to DR, instantly
* Wireless capability lets you go anywhere,
* Capture and view images immediately at the point of patient care.

* DRX detectors are available in 3543 or 4343 wireless format with a Gadolinium (GOS) by our worldwide support team of product
or Cesium (CSI) Scintillator and industry specialists — experts who work

closely with you to keep your equipment up
and running at peak performance. By delivering
a comprehensive scope of service offerings, we
provide complete peace of mind over the life

of your equipment, so you can focus on what's
most important - your patients,

X-Factor Thinking

The X-Factor makes the most of your

capital spending with configurable, modular
companents powered by the portable DRX
detector. Use the detector on your retrofitted
mobile units on your morning rounds. .

and later, take it to a busy DRX-Evolution
room for peak patient volumes. When the
X-Factor lets you scale your solution to fit
your workflow and budget, the possibilities

Product Specifications are endless

Key Components:

* Tablet PC

*i7 Processor / 12.1in touchscreen / 1.6 kg (3.61bs)

* Rugged design to meet MIL-STD-810G and (P52 standards
*Dual Hot-Swappable battery

*DRX Detectors (sold separately)

Industry-Leading Performance:
Meet Our Family of DRX Detectors.
Our portfolio of DR detectors includes
wireless, shareable and fixed models lo
meet your demands based on exam type,
detector size, dosage, level and budget
Discover the right detector for your needs
at carestream.com/detectors.

“Rx only"
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Carestream DRX Plus Detectors

A

X-Factor: The Next Generation. ADVANTAGES
AT A GLANCE

. ) . ight thi
With the DRX Detector, Carestream introduced the ﬁi‘d.;fffmwﬁ",%n ;:?er r:::de{ing

world's first wireless, cassette-sized detector. It quickly * Higher DQE enabling the
set a new standard for speed, ease of handling and \ potential for lower dose and
enhanced workflow. Now the DRX Plus Detectors k. mrproued unage Auality

i ; ; * Fast frame rate for compatibility
have arrived and are being designed to be even faster, ‘with advanced applications in
lighter and more reliable”. Based on the unigue :
X-Factor platform, they are compatible across our
entire DRX Family of X-ray solutions — and slide into
virtually any existing X-ray system.

With models for both general radiography imaging
and dose-sensitive applications, DRX Plus Detectors will
help you elevate imaging performance to an even
higher level.

'As compared to DRX-1 Detectors
'Mot intended for fluoroscopy applications



CARESTREAM DRX Plus Detectors:

XFACTOR Faster. Lighter. Exceptional Innovation.
Ongoing Innovation Harness the Power of the X-Factor
Our proven DRX-1 Detactor and DRX Family of solutions have set new benchmarks in radiographic The imaging solutions in the DRX Family are
imaging. The 11,000+ DRX detectors shipped to customers around the world are helping all designed around the remarkable X-Factor
healthcare providers boost productivity while enhancing patient care. wireless detector platform. This allows the same

detector to work seamlessly across the entire
lineup of DRX products — and slide right into
your existing equipment. This makes it easy and
affordable to convert, replace ar expand your
current systems.

Now, Carestream’s leadership continues with the third-generation DRX Detector platform —
designed to provide improved praductivity, workflow and reliability.

Workflow and Reliability Benefits

* Reduced weight and thinner design allows even easier handling.

* Higher DQE for lower dose and improved image quality.

« Advanced enclosure design provides total protection against ingress of water to [EC Level 7 (IP57).
* Tri- and bi-color LEDs offer improved feedback of detector status.

* Fast frame rate provides compatibility with advanced applications in the future.

= On-detector calibration file storage means quicker setup of the detector on multiple systems.

« Faster calibration time, boot time, preview time and full resolution display time all speed workflow:.

« Beam detect mode (for room retrofit applications) eliminates the need for cable connection to the
generator. Image capture will automatically start when the detector senses the X-ray exposure,

* Extended battery life enables more imaging between battery changes.
+ Battery hot swap allows a quick battery change without a reboot

« Deployable throughout your facility - these DRX Plus Detectors go wherever they're needed most.

The DRX Plus 3543 Detector uses a Gadolinium
(GOS) Scintillator for general radiography
imaging, while the DRX Plus 3543C Detector's
Cesium (Csl) Scintillator is ideal for pediatrics
and other dose-sensitive applications.
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Priloha €. 3 — Adresy servisnich stfedisek Prodavajiciho pro jednotlivé dodavky zboZi

Korespondenéni a fakturacni adresy servisnich
stfedisek rentgenovée techniky

Korespondenéni adresa Fakturaéni adresa
Promedica PROMEDICA PRAHA GROUP, a.s
OC Novodvorska Plaza 160 00 Praha 6

142 00 Praha & Judrezova 17

ICO: 25099019

DIC: CZ25099019

Novodvorskd 136

Kontakty servisnich stfedisek
rentgenove techniky




Pfiloha ¢. 4 — Prohlaseni o shodé (CE) dle poZadavku €l. 4 Kupn;

DECLARATION OF CONFORMITY

h, Inc., hereby declares that the produci(s) listed are made in

3

Medical Device Directive [Directive 93/42/EEC], ANNEX 11 ( onformity Assessment Procedure, Directive on the Restriction

of the Use of Certain Hazardous Substances in Electrical and Electronic Equipment [Directive 2011/65/EU|, Directive on the

zution of the laws of the Member States relating to the making available on the market of radio equipment [Directive

Clause 1.8 of Schedule

2014/53/EU] and the Australian Therapeutic Goods (Medical Devices) Regulations 2

Manufacturer's Name and Address Carestream Health, Inc
150 Verona Street

Rochester, New York, USA 14608

Medical Device Digital Imaging Svstem
Product List Carestream DR
Carestream DRX-Mobile Retrofit Kit
Motion Maobile DR Retrofit Kit
DRX-Transportahle System

i |I!“I i‘l-l E\f

K=1 System

device Classification Europe - Class lla, ANNEX 1X, Rule 16
Australia - Class [la. Schedule 2, Part 4.3(2)(¢)

GMDN Code and Term 61108, Indirect flat panel x-ray detector

scope of Application All declared products

ach kind of medical device to which the Full Quality Assurance Procedures have been applied complies with the applicabl

wisions ol the essential principles, the classification rules. at each stage, from the desiegn of the dev

nspection before being supplied

I Manage f=->Svsalen Certified to EN ISO 13485 by BS| No. FM 701584
ropean Notibed Body British Standards Institute, BS1(2797)
Full-Qualitv-Assurance-Svstem BSI Cerulicate Numiber CE 01233
Certificate (CE)
curopean Authorized Representative Carestream Health France

I, rue Galilée
03192 NOISY-LE-GRAND CEDEX

FRANCI

lssue date: 20 M 2019, Revision X Carestream DRX 1 System TMP-000086-A(C)
Carestream Health, Inc. | 150 Verona Sireet | Rochesier New York 14808 | USA PAGE 1012







Preklad 2 anghckeho jazyka

PROHLASENI O SHODE

Carestream Health, Ine. vmito prohlasuge, 2¢ verobek uveden virobky uvedend vose ymu e vy rabén ! psou vl

PRITOCHIOLT 1 1 P posuzosing -:1--5_‘. meérnice o 2dravoinicks ¢h prosthedoch (smérmice 934 201ES), s¢ smérnict o omezent

alzivan yehinebezpecny eh Bk v clektricky ¢l shiranteky ¢h zafizenich (smé&rmice 200 65 ELY, smémnieci o
harmonis nch predpisu clenskych stata tykajieich se dodaviani radiovych zafizeni na ich [smémice 2004 53EU| a
wistaveem 1.8 dodatky 3 australskych pfedpist ¢ roku 2002 pro lerapeuticke sbozi (adravoinicke prostfediy )

adresa vyrobeg Cuarestream Health, Ing
130 Verona Street

Rochester. New York, USA 608
OLECKY prostfedel: Digitalni zobrazovact system
e vy robka (
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Picklad # anglickeho jazyki

PROHLASENI O SHODFE

e na zaklade sve vy ludne odpovédno ubek uveds vyrabky It
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Carestream Health, Tn
150 Verona Siree
Rochester, New York, 14608 USA
Digitalm zobrazovay system
Carestream DRX -1 System Detector
Carestreamy DRX-1C System Detech
PRX 23300 Detector
DRX Plus 3543 | I
DRX Plus 35430 Detector
DVRN Plus 4345 Detecton
DRX Plus 43430 Delecior
PDRX Plus 434 3F Detecton
DRX Plus 434380 Detec
PRX Core 3543 D 0l
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RN (o 33 et
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DRX Core 43400 Deteg
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FRIMAN 35430 Deted
TRIMAX 4343 D
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FRIMAN 4343F Delector
FRIMAX 4343FC D
kones seznanmu
Fida Na. Pravidlo 1o (smérmice Rady 9342 EHS PRIDOBA TX)
I'fida Na. dodatek 2. cast 4.3(2)(c) (australske predpisy 2 roku 2002 pro terapeuticke

dravotnicke prostiedky))

fr1 108, Plochy panelovy detektor pro digitalizact B 1€ v nepfimou konverei

\\_ "(. -.nr; stream DRX Detector

T'F-0074



Rozsalt pouziti Vacchny vvrobky. na né se vzrahug prohlisen|

vani jakosin spiauge pfslusn

UKCTHIM mavrnem az? [ Valupni konir |

1 systemu frzen Osveédeeni BSI e FM 7;

Evrapska notifikovana osoha British Standards Institute. 13S) ((H86)
() ICeni nu uplneh Osvédéeni BSIHE 01233

i ROV 1 [
Evropsky oprave Carestream Health Franc

ML borue Ginlilée

YAT92 NOISY-LE-GRAND CEIM Ny FRANCT

Lplikované normy

1SCY 13485:2012 fdravomnicke prostfedhy - Svsiémy minti menty jakost - Poz
el f
I 150 | 34 M) Iravormoke | Fod} v v in nentu jakost - Po \
O el fod
N ISCO) |4 () i tek | fuddl vplil fizen Ika i rrostFed)
I IS0 | LRLE | n tith W bormace | fowin oy Hekymi prosifedhy
I O 12 2000 Lot " oA | tn prostfedi o
| \ 1} iH I [
¥ Ir 1111 Prostfedid I iwmin TR W\
w () ) 8] Al 1wk Lokt pf ( Y I | ik |
| I i L l
\ it} M) L1 1 10 Iravoinck it fistr Last | \ heen 1]
) Wi K skupinn 1017 Elektromaenetick
; I . ik

I 0O11:XK) 200D Proams slo \ ke (1SN pf oje - (] teristik
Skuprima | teida A radiolrek mho rusent - Linyg i
EN 30 J V2l i kompatibilitg { EMI ] h #ah j tteh - Cast |

Spodeds v - Harm g norn ok et zakladni pozadavk

lanku 3 1ib) Smémnice 201483/ i 2ik] i pozadavl lLinki wrnice 20043001 1
Datwm vvdani: 12, fedna 2018, revize W, ¢ arestream DRX Detectors I'F-007

Carestream Health, Inc.

L3 Verona Street, Rochester. New York 14608 USA






cho soudu v Prase ze dne 15

aenice jazvka ceského a anglickeho ustanovena dekretem Kraj

YO 1. ¢ Spr. 69891 stvrzujl. 2¢ mnou provedeny | n pfipoend listiny

klad soul

MY

cky ukan e san v dentku pod pot. ¢

the deciston of the

| hereby certify that my translation ¢

m the translator's be of records u




