Kupna zmluva €. 220223309 Z

uzatvorend v zmysle §409 a nasl. Obchodného zdkonnika

l. Zmluvné strany

1.1 Objednavatel:
Obchodné meno: Fakultna nemocnica Trnava
Sidlo: A. Zarnova 11, 91775 Trnava, Slovenska republika
ICO: 00610381
DIC: 2021191084
IC DPH: SK 2021191084
Bankové spojenie: IBAN: SK 5481800000007000281238
Telefén: 421 335938159
1.2 Dodavatel:
Obchodné meno: MEPIS HEALTHCARE, s.r.o.
Sidlo: 1. maja 220/19, 05801 Poprad, Slovenska republika
ICO: 36605751
DIC: 2022160910
IC DPH: SK2022160910
Bankové spojenie: IBAN: SK48 0900 0000 0051 7438 1010
Telefén: 0904508149
Il. Predmet zmluvy
21 VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Klucové slova:
CPV:

Druhly:

Endorektalna manometria

manometria, gastroenteroldgia, endoskopia, chirurgia
33124100-6 - Diagnostické pristroje

Tovar; Sluzba

2.2 Funkéna a technicka Specifikacia predmetu Zmluvy:

Zoznam polozZiek:
1. Endorektalna manometria
2. Pazerakova sonda
3. Anorektalna sonda
4. Software
5. alebo EKVIVALENT

Polozka ¢. 1: Endorektalna manometria

komplexny systém na monitorovanie, zaznam a analyzu prepulzivnej peristaltiky gastrointestinalneho traktu vo vysokom
rozliSeni ( tzv. high-resolution manometrie — HRM) a 3D high-resolution manometrie anorektalnej oblasti vratane zatazovych
funkcii zvieracov (3D AR HRM) s moznostou dalSieho rozSirenia na high-resolution manometriu pazerakovu s impedanciou a
3D monitoringu dolného pazerakového zvieraca

moduly na zaznam a spracovanie hameranych hodnét vratane autokalibraéného systému a kalibracnych valcov

modul na spracovanie 3D nameranych dat
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manometria s vysokym rozliSenim vratane 3D
manometrie, polovodicovy (solid state) systém ureny na
meranie tlakov, prepulzivnej aktivity pazeraka vo
vysokom rozliSeni a 3D rekta

kus 1

Polozka ¢. 2: Pazerakova sonda

pocet kanalov (cirkuferenénych senzorov), minimalne pozadované mnozstvo 35, zabezpecujlucich meranie minimalne v 400
bodoch

pazerakova sonda vo vysokom rozliSeni kus 1
priemer pazerakovej sondy mm 5
pocet pouzitia pazerakovej sondy krat 200

Polozka ¢. 3: Anorektalna sonda

pocet kanalov (cirkuferenénych senzorov), minimalne pozadované mnozstvo 15, zabezpecujucich meranie minimalne v 220
bodoch

meranie tlaku v baléniku

anorektalna 3D sonda — meranie vo vysokom rozliSeni kus 1
priemer sondy mm 11
pocet pouzitia rektalnej 3D sondy krat 200

Polozka ¢. 4: Software

kompatibilita so systémom pH metrie a impedancie vyrobcu METRONIC — prenos nameranych anatomickych pomerov
pacienta do obsluzného softwaru pH metrie

pracovna stanica vratane OS (Win), prisluSenstva a software (min. 2,0GHz CPU, 4GB RAM, 256 GB HDD/SSD, LAN, 4x USB,
DVD mechanika)

software k obsluhe merania, automaticka analyza
nameranych vysledkov vratane aplikacie najnovsich kus 1
noriem, archivacie a exportu dat

dotykovy monitor, uhlopriecka palec 21

farebna laserova tlaciarer kus 1

Polozka ¢. 5: alebo EKVIVALENT

V pripade, Ze sa technicka Specifikacia pozadovanej zdravotnickej techniky vid. Priloha €. 1 - Technicka Specifikacia
zdravotnickej techniky a navrh uchadzaca na plnenie kritéria — Endorektalna manometria bude odvolavat na konkrétneho
vyrobcu, vyrobny postup, obchodné oznacenie, patent, typ, oblast alebo miesto pdvodu alebo vyroby, verejny obstaravatel
pripista pouZitie ekvivalentu, prisom pontkany ekvivalent musi spifiat véetky poZiadavky na predmet zakazky stanovené
verejnym obstaravatelom.
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2.3 Osobitné poziadavky na plnenie:

Predmet zakazky ma byt novy, nepouzivany a nerapasovany.

Minimalna poZadovana dizka trvania zaruénej doby - 24 mesiacov.

Pozadovana doba nastupu servisného technika k pripradnému servisnému zasahu - do 48 hodin.

Vratane dopravnych nakladov.

Vratane montaze, indtalacie, nastavenia €i oZivenia tovaru a zaskolenia obsluhy.

Verejny obstaravatel pozaduje lehotu dodania do max. 8 tyzdriov od nadobudnutia G¢€innosti zmluvy.

Zdravotnicka technika bude financovana zo $tatneho rozpoctu - z kapitalovych zdrojov.

Lehota splatnosti faktury bude 60 dni.

Dodavatel tovaru, poskytovatel sluzby, resp. zhotovitel diela je povinny vystavit faktiru za dodavku tovaru, poskytnutie sluzby,
resp. zhotovenie diela do 5 dni odo dia jeho riadneho dodania, najneskér vSak do piateho pracovného dria v mesiaci,
nasledujuceho po mesiaci, v ktorom bol dodany tovar, resp. poskytnuta sluzba, resp. zhotovené dielo.

Zmluvné strany sa dohodli, Ze svoje vzajomné pohladavky nepostupia (ani s nimi nebudu inak obchodovat) tretej strane bez
predchadzajuceho pisomného suhlasu druhej zmluvnej strany (pisomny suhlas Objednavatela je podmieneny
predchadzajucim pisomnym suhlasom Ministerstva zdravotnictva Slovenskej republiky, inak je tento suhlas neplatny. Pre
vyluc€enie akychkolvek pochybnosti postupenie pohladavky bez predchadzajuceho pisomného suhlasu druhej strany
spbsobuje neplatnost’ takéhoto ukonu.

V objednavkovom formulari bude Objednavatel pozadovat vlastny navrh pinenia zakazky: 1.) vyplnenim prilohy €. 1 Technicka
Specifikacia zdravotnickej techniky a navrh uchadzaca na pinenie kritéria; 2.) predlozenim Certifikatu alebo vyhlasenie o zhode
k ponukanej zdravotnickej technike; 3.) predlozenim Technického listu ponukanej zdravotnickej techniky alebo iného
informaéného materialu, v ktorom budu uvedené vSetky Objednavatelom poZadované technické parametre na predmet
zakazky uvedené v prilohe €. 1; 4.) predloZenim podrobného aktualizovaného rozpoétu predmetu zakazky.

Miesto dodania: Fakultna nemocnica Trnava, Andreja Zarnova 11, 917 02 Trnava, Pavilén chirurgickych disciplin.

Tovar musi byt dodany spolu s dodacim listom, ktory podpiSe zodpovedna osoba Objednavatela, ¢im potvrdi prevzatie tovaru.

24 Prilohy opisného formulara Zmluvy:

Priloha €. 1 - Navrh uchadzaca na plnenie kritéria a opis Priloha €. 1 - Navrh uchadzaca na pinenie kritéria a opis
predmetu zakazky - Endorektalna manometria.xlsx predmetu zakazky - Endorektalna manometria.xlsx

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Stat: Slovenska republika
Kraj: Trnavsky

Okres: Trnava

Obec: Trnava

Ulica: Andreja Zarnova 11

3.2 Cas / lehota plnenia zmluvy:
25.04.2022 09:41:00 - 20.06.2022 09:45:00

3.3 Dodavané mnozstvo/ rozsah zmluvného plnenia:

Jednotka: kus
Pozadované mnozstvo: 1,0000
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3.4

4.1
4.2
43

5.1

5.2

5.3

5.4

5.5

5.6

Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronickej platformy
verzia 1.1, u€inna odo dha 14.4.2022 , ktoré tvoria neoddelitelnu prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova cena predmetu Zmluvy bez DPH: 75 100,00 EUR
Sadzba DPH: 20,00
Celkova cena predmetu Zmluvy vratane DPH: 90 120,00 EUR

V. Zaverecné ustanovenia

Tato Zmluva bola uzavretd automatizovanym spdsobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.1, G¢inna odo dfia 14.04.2022, ktoré tvoria jej prilohu &. 1.

Tato Zmluva nadobuda platnost driom jej uzavretia a U¢innost 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.

Této Zmluva je vyhotovend 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 dopliat za podmienok stanovenych prislusnymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a Cislovaneho dodatku podpisaného oboma zmluvnymi stranami.

Tato Zmluva mé nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronickej platformy verzia 1.1, u¢inna odo dfia 14.04.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 220223309

V Bratislave, dna 22.04.2022 12:38:01

Objednavatel:
Fakultna nemocnica Trnava
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
MEPIS HEALTHCARE, s.r.o0.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220223309

Zakazka

Identifikator 720223309

Nazov zakazky Endorektalna manometria

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/322407
Dodavatel

Obchodny nazov MEPIS HEALTHCARE, s.r.o.

ICO 36605751

Sidlo 1. maja 220/19, Poprad, 05801, Slovenska republika

Datum a Cas predlozZenia 21.4.2022 11:49:41

Hash obsahu navrhu pinenia /x5u33iyJOXID6RF8uAMHo0041DfsQmgFHpdAWAvVLxhw=

Dodavatelom uvedeny popis viastného navrhu plnenia:

Prilohy:

Prohlaseni o shodé_ManoScan™ System 2020 EN.pdf (Prohlaseni o shodé_ManoScan™ System
2020 EN.pdf)

Q5 094769 0012 Rev. 00 EXP 2022-08-23.pdf (Q5 094769 0012 Rev. 00 EXP 2022-08-23.pdf )
manoscan-ar-brochure.pdf ( manoscan-ar-brochure.pdf )

manoscan-eso-product-brochure.pdf (manoscan-eso-product-brochure.pdf )

Vlastny navrh pinenie MEPIS HEALTHCARE sro, Z220223309.pdf ( Vlastny navrh pinenie MEPIS
HEALTHCARE sro, Z20223309)








Vlastny navrh plnenie k zakazke: 220223309

Identifikdcia uchadzaca:
Obchodné meno:

Sidlo:

Statutarny organ:

1€o:

Telefdn:

e-ma

Platca DPH:
Sadzba dane:

MEPIS HEALTHCARE s.r.o.
1.maja 220/19, 059 81 Poprad
Ing. Martin Kurnava - konatel
36605751

0904508149

kurnava@mepis.sk

Som platca DPH
20%

Technicka $pecifikacia zdravotnickej techniky

Pozadovany technicky parameter

Pozadujeme uviest, ¢i ponukana
zdravotnicka technika spifia
pozadovany technicky parameter
(uviest ano/nie, resp. uviest
ponukany &iselny parameter)

Cena v Eur bez DPH za 1 ks

Endorektalna manometria 1 kus

Pontkany typ zariadenia: ManoScan™

vyrobca zariadenia: MEDTRONIC

komplexny systém na monitorovanie, zaznam a analyzu prepulzivnej peristaltiky

gastrointestinalneho traktu vo vysokom rozliSeni ( tzv. high-resolution manometrie —

HRM) a 3D high-resolution manometrie anorektélnej oblasti vratane zataZovych . .

funkeii zvieracov (3D AR HRM) s moznosfou dalSieho rozsirenia na high-resolution e ane

manometriu pazerakovl s impedanciou a 3D monitoringu dolného pazerakového

zvieraca.

manometria s vysokym rozlisenim vratane 3D manometrie, polovodicovy (solid

state) systém ureny na meranie tlakov, prepulzivnej aktivity pazerdka vo vysokom 1 kus ano

rozliseni a 3D rekta

moduly na zaznam a spracovanie nameranych hodnét vratane autokalibracného , ,

systému a kalibracnych valcov ane ano

modul na spracovanie 3D nameranych dat ano ano

pazerakova sonda — vo vysokom rozliSeni 1 kus ano

pocet kanalov (cirkuferenénych senzorov), minimalne pozadované mnozstvo 35, 3 , .
Yo e e ano 35 kanalov - 420 meracich bodov

zabezpecujucich meranie minimalne v 400 bodoch ,

priemer pazerakovej sondy max. 5 mm 4 mm

pocet pouzitia pazerakovej sondy min. 200-krat ano

anorektalna 3D sonda — meranie vo vysokom rozliseni 1 kus ano








pocet kandlov (cirkuferencnych senzorov), minimalne pozadované mnozstvo 15,

.

zabezpecujlicich meranie minimalne v 220 bodoch e 15 kanalov, 240 meracich bodov

meranie tlaku v baléniku ano ano

priemer sondy max. 11 mm 4 mm

pocet pouzitia rektalnej 3D sondy min. 200-krat ano 200x

software k obsluhe merania, automaticka analyza nameranych vysledkov vratane s goo

aplikacie najnovsich noriem, archivacie a exportu dat

kompatibilita so systémom pH metrie a impedancie vyrobcu METRONIC — prenos s s

nameranych anatomickych pomerov pacienta do obsluzného softwaru pH metrie

pracovna stanica vratane OS (Win), prisluSenstva a software (min. 2,0GHz CPU, 4GB s 2

RAM, 256 GB HDD/SSD, LAN, 4x USB, DVD mechanika) ang Ane

dotykovy monitor, uhlopriecka min. 21" ano 21"

farebnd laserova tlaciaren ano ano

Iné poziadavky

predmet zakazky musi byt nowy, nepouZivany a nerapasovany ano ano

pozadovana dlzka trvania zarucnej doby min. 24 mesiacov 24 mesiacov

pozadovana doba nastupu servisného technika k pripadnému servisnému zésahu max. do 24 hodin ano

lehota dodania d0::aniissnseis ano 8 tyzdnov

vratane dopravnych nakladov ano ano

vratane instalacie a zaskolenia obsluhy ano ano

Certifikat alebo vyhlasenie o zhode ano ano

Cena v Eur bez DPH spolu 75 100,00
DPH 15 020,00
Cena v Eur s DPH spolu 90 120,00

Datum: 21.04.2022
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MANOSCAN™ AR
anorectal manometry system

Medtronic







MANOSCAN™ AR
anorectal manometry system

Anorectal manometry is the most widely used tech- This high-resolution anorectal manometry also:
nigue for the detection of abnormalities of sphincter * Helps assess and quantify normal reflex pathways
function and/or rectoanal coordination.* including relax, squeeze, and push functions of

In one setting a physician can comprehensively eval- the anal sphincter muscles and rectum *

uate patients with fecal incontinence or constipation, * Helpsidentify patients who can benefit from
including difficulty with defecation.! High resolution biofeedback therapy

manometry can record and display detailed informa-
tion simultaneously from the whole anal canal and
distal rectum.!

= Helps define functional weakness of the anal
sphincter, diagnosis of dyssynergia, and abnormal
rectal sensation

ManoScan™ AR 3D HRM system

AR 3D HRM records point pressures longitudinally
and radially from sensors mounted on arigid probe
with morphology represented in both two and three
dimensions.!

This three-dimensional imagery and topographical
mapping enables increased diagnostic capabilities,
such as the creation of physiological maps. Incor-
porating a single probe placement, the clinician can
assess function and visualize symmetry of the anal
canal.!

Manoscan™AR 3D HRM system
asymmetric anterior pressure

Full featured workstation

This portable workstation system features:
= LCD flat panel touchscreen with articulatingarm

g

= Modular data acquisition controller

= Windows™-based operating system

= LAN connection and WiFi-enabled

* Integrated catheter auto-calibration system
= Large lockable wheels

= Patientisolation transformer

,\\:
\
/ = High-speed quality printer

Manoscan™AR 3D HRM system analytics







Manoview™ Software

This intuitive suite of manometry
study tools enables physicians

to effectively identify motility
disorders. The software features:

* Advanced tools that yield reliable
measurement and comprehensive
data analysis

= High-resolution and conventional
displays for versatile, complete
motility visualization

* Remote study capabilities when
installed on any Windows™-based
computer

Manoscan™ HRM Catheters

The Manoscan™ HRM catheters:

= Integrate with Manoshield™
disposable sheaths to minimize
risk of cross-contamination

= Provide 5.6 cmlength of
continuous circumferential
sensing with Manoscan™ AR
probe, eliminating involuntary
squeeze artifacts

= Displays high resolution data
through 16 circumferential
sensors by 16 longitudinal
sensors generating 256 total
measurement points

..
&

e

,\7’

Manoshield™ Disposable
Catheter Sheath

Single-use sanitary catheter
sheath helps prevent gross
contamination of the catheter or
probe to reduce manual cleaning
efforts. These sheaths:

= Serve as adisposable
protective outer cover that
is removed and discarded
immediately after procedure

= Reduce exposure of staff and
equipment post-procedure,
leading to decreased manual
cleaning efforts

* Incorporaterectal
compliance balloon for use
with ManoShield™ AR and
Manoshield™ AR 3D sheaths

= Meet CDC recommendation
to use probe cover or condom
to reduce the level of microbial
contamination when one s
available.?

.l’l
? ‘








Procedure complications are rare but may occur. The risks of
ManoScan™ AR high-resolution manometry include perfo-
ration or bleeding of the intestinal wall. Patients with previous
rectal surgery, bowel inflalmation, or bowel obstruction may
have a higher risk for iatrogenic bowel perforation. Medical,
endoscopic, or surgical intervention may be necessary to
address any of these complications, should they occur. The
systemis not compatible for use in an MRI magnetic field.
Please refer to the product user manual or medtronic.com/gi
for detailed information.

Indications

The ManoScan™ system provides mapping of pressures
and, optionally, impedance within organs of the human
gastrointestinal tract. These include the pharynx, upper
esophageal sphincter (UES), esophagus, lower esophageal
sphincter (LES), stomach, sphincter of Oddi, small bowel,
colon, duodenum, and anorectal organs.

Itis usedin a medical clinical setting to acquire pressures
and then store the corresponding data for visualization and
analysis.

The real-time data as well as the analysis information can
be viewed by medically-trained personnel for diagnostic and
analytic purposes.

The ManoScan™ HRM modules provide high-resolution
and/or 3D (three dimensional) display of the pressure and
impedance data.

The ManoScan™ CLT module provides conventional line
trace mapping of the pressure data and can be used as a
stand-alone system or as a module of the ManoScan™
High-Resolution manometry system.

Contraindications

The use of the ManoScan™ system for anorectal manom-
etryis contraindicated for patients with known anal stricture
obstruction preventing insertion of the instrument

Risks

Anorectum insertion:

Potential adverse events associated with he use of the sys-
tem and catheter insertion into the anorectum may include;
discomfort, pain, minor bleeding, irregular heartbeat with
dizziness , and perforation.

In rare instances, the catheter may curl during insertion and
catheter position may move during the procedure.

Medical, endoscopic, or surgical intervention may be nec-
essary to address any of these complications, should they
occur.

The system is not compatible for use in an MRI

magnetic field.

References

1. Emma V. Carrington, S. Mark Scott, Adil Bharucha, et al.
Advances in the evaluation of anorectal function the Interna-
tional Anorectal Physiology Working Group and the Interna-
tional Working Group for Disorders of Gastrointestinal Motility
and Function. Nature Reviews Gastroenterology & Hepatology
volume 15, pages 309-323.

2. Rutala WA, Weber DJ, The Healthcare Infection Control
Practices Advisory Committee (HICPAC). Guideline for disin-
fection and sterilization in healthcare facilities. 2008 Centers
for Disease Control (CDC).
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 094769 0012 Rev. 00

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Given Imaging, Inc.
15 Hampshire Street
Mansfield MA 02048

USA

DINEN ISO
13485 4

tuv-sud.com/ps-cert

Design and Development, Production, Servicing
and Distribution of Devices for the Detection of
Pathologies as a tool in the Diagnosis of
Gastrointestinal Disorders and for Physiology
Visualization such as Pressure, pH, Impedance and
Video Capture Systems.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 094769 0012 Rev. 00

Report No.:

Valid from:
Valid until:

Date, 2021-09-07

Page 1 of 2

72170681

2021-09-07
2022-08-23

C@IL\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany




http://www.tuvsud.com/ps-cert?q=cert:Q5%20094769%200012%20Rev.%2000%C2%A0
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

&

Product Service

No. Q5 094769 0012 Rev. 00

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

Given Imaging, Inc.
15 Hampshire Street, Mansfield MA 02048, USA

Management of: Design, Development, Production, Distribution
and Servicing of Devices for the Detection of Pathologies as a tool
in the Diagnosis of Gastrointestinal Disorders and for Physiology
Visualization such as Pressure, pH, Impedance and Video Capture
Systems.

Given Imaging, Ltd
2 Hacarmel St. New Industrial Park POB 258, 20692 Yogneam,
ISRAEL

Design and Development, Production and Distribution of Devices
for the Detection of Pathologies as a tool in the Diagnosis of
Gastrointestinal Disorders and for Physiology Visualization such as
Pressure, pH, Impedance and Video Capture Systems.

GIVEN IMAGING LTD
7 Hamarpe St, 9777407 Jerusalem, ISRAEL

Production of Devices for the Detection of Pathologies as a tool in
the Diagnosis of Gastrointestinal Disorders.

Given Imaging Vietnam Co., Ltd.

Suite # 6A, 6th Floor, Standard Factory Building, 14th Street, Tan
Thuan EPZ, Tan Thuan Dong Ward, District 7, Ho Chi Minh City,
VIETNAM

Production of Devices for Physiology Visualization such as
Pressure, pH and Impedance.

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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 TÜV SÜD Product Service GmbH 
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MANOMETRY
WITH

ManoScan™ Esophageal Manometry System

High resolution and 3D esophageal manometry

Medtronic

Further, Together








Full Featured Workstation

Pressure and impedance data are downloaded to
the workstation for review and diagnosis. The full-
featured ManoScan™ ESO workstation includes:

Portable cart system

LCD flat panel touchscreen with articulating arm
Modular data acquisition controller

Windows™ -based operating system

LAN connection and WiFi-enabled

Integrated catheter
auto-calibration system

Large lockable wheels
Patientisolation transformer

High-speed quality printer

ManoView™ Software

ManoView" software provides an intuitive suite
of manometry study tools, enabling physicians to
effectively identify motility disorders

Procedural tools yield precise measurement and
detailed data analysis

Anatomical profile display includes graphical
pointers to identify landmarks, including LES, UES,
and PIP

eSleeve function instantly measures and ensures
that sphincter barrier pressures are correctly
recorded, despite movement of the LES/EGJ
during swallowing

High-resolution and conventional displays provide
versatile and complete motility visualization

ManoView" software can be installed on any

Windows™'-based computer, enabling

clinicians to review
studies remotely








IN THE UPPER GI TRACT

The ManoScan™ esophageal manometry system allows you to
better map, display, and evaluate esophageal motor function.
This easy-to-perform procedure

providing the clinician with reliable and consistent data for the
accurate assessment of Gl diseases.

Included with this advanced system are Chicago Classification
algorithms and automatic findings as well as HIS/HL7
compatibility to support the "“meaningful use” requirement.

Advantages over conventional manometry
= Canbe performed and with minimal specialized training®

= Data are depicted in spatiotemporal contour plots,

= Enhanced sensitivity
of conditions such as dysphasia, achalasia, and hiatal hernia®

= Provides additional motor correlates for esophageal hypermotility and GERD*








IN A SINGLE PLATFORM

ManoScan™ ESO Z Module

ManoScan™ESO Z module and catheter provide
circumferential assessment of bolus movement
as well as physiological mapping of esophageal
motor function

= Maps from the pharynx to the stomach,
with a single placement of the catheter

Incorporates impedance measurements to

improve the ability to predict the success ManoScan™ ESO Z Module
or failure of bolus movements through

the esophagus

ManoScan™ESO 3D Module

ManoScan™ESO 3D module and catheter allow
for 3D visualization of the esophagogastric
junction (EGJ)®

= Includes radial EGJ pressures, length
measurement, and symmetry

= Provides information useful for the
assessment of EGJ physiology

ManoScan™ ESO 3D Module

ManoScan™V

The ManoScan™ video module works in conjunction
with high-resolution manometry to allow for
synchronized, simultaneous video and pressure
collection, providing a previously unseen
diagnostic picture
= When used with the ManoScan™ ESO
manometry system, this module pairs
pressure mapping with real-time video
visualization of swallow coordination

Fluoroscopic studies can provide
complementary information to HRM
in order to confirm diagnosis and treatment

ManoScan™V








ManoScan™ ESO Catheters

These advanced catheters incorporate proprietary
circumferential capacitive pressure sensing technology

= 36 channels provide 432 points of measurement to
create a pressure image from pharynx to stomach

= Allsensors are true circumferential

= 18impedance channelsin ManoScan™ ESO Z catheters
display bolus transition from pharynx to stomach

= 96 3D channelsin ManoScan™ ESO 3D catheters
provide 3-dimensional EGJ visualization

= Smalldiameter (2.7 mm) catheters available

= Obtain a complete physiological map from the
pharynx to the stomach, with a single positioning
of the ManoScan™ ESO catheter

ManoShield™ Disposable Catheter Sheath

This single-use, hygienic, catheter protective cover
isintended to prevent gross contamination of the
catheter and reduce cleaning and disinfection efforts

= Serves as a disposable protective outer cover
thatis removed and discarded immediately after
the procedure

= Reduces contamination exposure of staff and
equipment post-procedure

= Creates more efficient workflow and minimizes
catheter deterioration by reduction of manual
cleaning and disinfection effort







INNOVATIONS

“The associated benefits of the ManoScan™
ESO manometry systemiis that you get amore
complete picture of esophageal pressure events.
You have more data points, you have a bigger
data set and acquisition, as well as displays are
computerized, so you can use software tools to
interrogate different parts of the esophageal
pressure profile.”

Dr. Gyawali, Professor of Medicine
Washington University School of Medicine

Further, Together

Medtronic is proud to partner with physicians,
hospitals and institutions in the GI community
who share our focus on advancing Gl care and
improving patients’ lives. Together, we can work
toward early detection and treatment of chronic
Gl diseases.

For more information, please contact your
medtronic.com/gi

Caution: Federallaw restricts this device to sale by or on the order of alicensed healthcare practitioner. Rx only.

Risk Information: The risks of catheter insertion into the nasal passage associated with the ManoScan™ ESO high resolution
manometry system include: discomfort, nasal pain, minor bleeding, runny nose, throat discomfort, irregular heartbeat with
dizziness, and perforation. Inrare instances, the catheter may be misdirected into the trachea causing coughing or choking,
or the catheter may shift up or down causing false results. Medical, endoscopic, or surgical intervention may be necessary to
address any of these complications, should they occur. These systems are not compatible for use in an MRI magnetic field.
Please refer to the product user manual or medtronic.com/gifor detailed information.

References: 1. Pandolfino JE, Fox MR, Bredenoord AJ, Kahrilas PJ. High-resolution manometry in clinical practice: utilizing pressure topography to classify oesophageal motility
abnormalities. Neurogastroenterol Motil. 2009;21(8):796-806. 2. Bansal A, Kahrilas PJ. Has high resolution manometry changed the approach to esophageal motility disorders? Curr
Opin Gastroenterol. 2010;26:344-351. Page 345, Coll and Page 350, Col 2. 3. Kahrilas PJ. Esophageal motor disorders in terms of high-resolution esophageal pressure topography:
what has changed? Am J Gastroenterol. 2010;105:981-987. Page 986, Col 2. 4. Mello M, Gyawali CP. Esophageal reflux disease. Gastroenterology Clinics of North America.

Volume 43, Issue 1, Page 83.5. Kwiatek MA, Pandolfino JE, Kahrilas PJ. 3D-high resolution manometry of the esophagogastric junction.

Neurogastro Motil. 2011; 23(11):e461-469.
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Expariding the scope.of &1 DECLARATION OF CONFORMITY
1. Declaration of Conformity date of effectivity: November 18, 2020
2. Issuer’s Name: GIVEN IMAGING, INC.
Issuer’s Address: 15 Hampshire Street
Mansfield MA 02048,
USA
3. Additional Manufacturing Site:
Given Imaging Ltd.

2 Hacarmel St. New Industrial
POB 258, 20692 Yoqneam, Israel

Given Imaging Vietnam Co., Ltd.

Suite # 6A, 6th Floor, Standard Factory Building,
14th Street, Tan Thuan EPZ, Tan Thuan Dong Ward,
District 7, Ho Chi Minh City, Vietnam

4. Authorized European Representative:
Medtronic B.V.
Earl Bakkenstraat 10,
6422 PJ Heerlen,
The Netherlands

5. Object of the declaration:
ManoScan® System

6. Initial Manufacturing date of the ManoScan System:
February 24, 2012

7. GMDN Code: 35053
UMDNS Code: 15036
8. Device classification: I1a

The following Annex IX definition(s) apply to the ManoScan Systems, ManoScan
Catheters, ManoScan/View Software, for the purposed of classifications: Per Rule 5,
Annex X, all invasive devices with respect to body orifices, other than surgically
invasive devices, intended for connection to an active medical device in Class Ila or a
higher class, are in Class Ila.

Conformity Assessment Route: Annex Il with the exemption of Section 4

9. The manufacture maintains a Quality System
Quality Assurance Certificate: Q5 094769 0009 Rev. 00 Issue Date: 2020.11-09

10.  EC Certificate per Annex II,
with the exemption of Section 4: G1 094769 0011 Rev. 00 Issue Date: 2020-11-09

Ver 11
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ManoScan Modules
REF Description
FGS-4374 Manoscan® A120 Module
4189 Manoscan® Z A200 Module
3920 Manoscan® 3D A300 Module
ManoScan Catheters
1286 ManoScan ESO Catheter
800015 ManoScan ESO With Extended Tip
3890 ManoScan ESO Z Catheter
3887 ManoScan ESO Catheter, SD Regular
3886 ManoScan ESO Catheter, SD Small
FGS-8001 ManoScan ESO 3D Catheter
2192 ManoScan AR Catheter, Regular
2195 ManoScan AR Catheter, Small
3885 ManoScan AR 3D Probe
ManoScan, ManoView Software

800022 ManoScan ESO Software
FGS-8028 ManoView ESO v3.0.1 Software kit
FGS-8029 ManoView ESO v3.0.1 SW Upgrade kit
FGS-0628 ManoView ESO Software v3.3
800024 ManoScan AR Software
FGS-8030 ManoView AR v3.0 Software kit
FGS-8031 ManoView AR v3.0 Software Upgrade kit
FGS-0571 ManoScan® v3.0 software kit
FGS-0573 ManoScan® v3.0 software kit upgrade

Portable Workstations
MSE-3462 ManoScan® AR system, portable WS
MSE-3460 ManoScan® ESO system, portable WS
MSE-3460-Z | ManoScan® ESO Z system, portable WS
FGS-8014 PDU, cal chamber mounting kit
150110 PDU, holding plate & top case mount

Workstation, cart and related Accessories

FGS-8045 ManoScan® WS, Dell 3020 Win 7
FGS-8046 ManoScan® WS, Dell 3020 Win XP GT
FGS-0570 ManoScan® Notebook, Dell E6440 Win 7
FGS-0582 ManoScan® HRM/CLT WS, Dell 3020 W7
3279 Assy, ManoScan Modular Cart
FGS-8039 Assy, ManoScan Cart
3282 Calibration Set Up, Modular Cart
4279 Assy Cart Cal Chamber Rigid AR HDMVS
3283 Assy, Modular Cart Accessory Kit
800026 Cal Chamber Mount MVS
800027 Cal Chamber Mount 3DAR
800028 SSI Cal Chamber Mount
800029 Non SSI Cal Chamber Mount 3DAR

Ver 11
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4655 Assy Accessory Kit Rigid AR 3DMVS
FGS-0671 GIFD laptop, Win 10 with SW
FGS-0651 GIFD WS PC, 3050 Win 10 with SW
FGS-0684 GIFD WS PC, Win 10 with SW

Accessories

MSS-3598 Balloon, ARM 150cc, 10-pack
MSS-2599 Balloon, ARM 400cc, 10-pack
MSS-2637 Balloon, ARM 600cc, 10-pack
MSS-2155 Assy, Retail Box of 20, ManoShield EG
MSS-4360 Assy, Retail Box of 20, ManoShield SD
MSS-3599 Assy, Retail Box of 10, ManoShield AR
MSS-4581-3D | Assy, Retail Box of 10, ManoShield 3DAR

Ver 11
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11. Additional Information:

Notified Body: TUV SUD Product Service GmbH,
Ridlerstrafe 65
80339 Munich, Germany
ID 0123

I, the undersigned, hereby declare that the medical devices specified above conform to the
applicable Essential Requirements listed in Annex I of EC Council Directive 93/42/EEC of
14 June 1993 as amended by 2007/47/EC.

This declaration is supported by an audit of the quality system based upon and assessed
according to the provisions in Annex II f the EC-Directive 93/42/EEC, with the exemption of
section 4, by TUV SUD Product Service GmbH notified body authorized by the German
Competent Authority.

N
By: (=) 3 Date:  November 18. 2020
Donna Peled, Senior Regulatory Affairs Manager
At: GIVEN IMAGING LTD. New Industrial Park , Yokneam 20692, Israel

Signed for and on behalf of: Given Imaging, Inc.

Ver 11
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