
Kúpna zmluva č. Z20223309_Z
uzatvorená v zmysle §409 a nasl. Obchodného zákonníka

I. Zmluvné strany

1.1 Objednávateľ:

Obchodné meno: Fakultná nemocnica Trnava
Sídlo: A. Žarnova  11, 91775 Trnava, Slovenská republika
IČO: 00610381
DIČ: 2021191084
IČ DPH: SK 2021191084
Bankové spojenie: IBAN: SK 5481800000007000281238
Telefón: 421 335938159

1.2 Dodávateľ:

Obchodné meno: MEPIS HEALTHCARE, s.r.o.
Sídlo: 1. mája 220/19, 05801 Poprad, Slovenská republika
IČO: 36605751
DIČ: 2022160910
IČ DPH: SK2022160910
Bankové spojenie: IBAN: SK48 0900 0000 0051 7438 1010
Telefón: 0904508149

II. Predmet zmluvy

2.1 Všeobecná špecifikácia predmetu Zmluvy:

Názov: Endorektálna manometria
Kľúčové slová: manometria, gastroenterológia, endoskopia, chirurgia
CPV: 33124100-6 - Diagnostické prístroje
Druh/y: Tovar; Služba

2.2 Funkčná a technická špecifikácia predmetu Zmluvy:

Zoznam položiek:

1. Endorektálna manometria

2. Pažeráková sonda

3. Anorektálna sonda

4. Software

5. alebo EKVIVALENT

Položka č. 1: Endorektálna manometria

Funkcia

komplexný systém na monitorovanie, záznam a analýzu prepulzívnej peristaltiky gastrointestinálneho traktu vo vysokom 
rozlíšení ( tzv. high-resolution manometrie – HRM) a 3D high-resolution manometrie anorektálnej oblasti vrátane záťažových 
funkcií zvieračov (3D AR HRM) s možnosťou ďalšieho rozšírenia na high-resolution manometriu pažerákovú s impedanciou a 
3D monitoringu dolného pažerákového zvierača

moduly na záznam a spracovanie nameraných hodnôt vrátane autokalibračného systému a kalibračných valcov

modul na spracovanie 3D nameraných dát

Technické vlastnosti Jednotka Minimum Maximum Presne
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manometria s vysokým rozlíšením vrátane 3D 
manometrie, polovodičový (solid state) systém určený na
meranie tlakov, prepulzívnej aktivity pažeráka vo 
vysokom rozlíšení a 3D rekta

kus 1

Technické vlastnosti Hodnota/Charakteristika

Položka č. 2: Pažeráková sonda

Funkcia

počet kanálov (cirkuferenčných senzorov), minimálne požadované množstvo 35, zabezpečujúcich meranie minimálne v 400 
bodoch

Technické vlastnosti Jednotka Minimum Maximum Presne

pažeráková sonda vo vysokom rozlíšení kus 1

priemer pažerákovej sondy mm 5

počet použitia pažerákovej sondy krát 200

Technické vlastnosti Hodnota/Charakteristika

Položka č. 3: Anorektálna sonda

Funkcia

počet kanálov (cirkuferenčných senzorov), minimálne požadované množstvo 15, zabezpečujúcich meranie minimálne v 220 
bodoch

meranie tlaku v balóniku

Technické vlastnosti Jednotka Minimum Maximum Presne

anorektálna 3D sonda – meranie vo vysokom rozlíšení kus 1

priemer sondy mm 11

počet použitia rektálnej 3D sondy krát 200

Technické vlastnosti Hodnota/Charakteristika

Položka č. 4: Software

Funkcia

kompatibilita so systémom pH metrie a impedancie výrobcu METRONIC – prenos nameraných anatomických pomerov 
pacienta do obslužného softwaru pH metrie

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

Technické vlastnosti Jednotka Minimum Maximum Presne

software k obsluhe merania, automatická analýza 
nameraných výsledkov vrátane aplikácie najnovších 
noriem, archivácie a exportu dát

kus 1

dotykový monitor, uhlopriečka palec 21

farebná laserová tlačiareň kus 1

Technické vlastnosti Hodnota/Charakteristika

Položka č. 5: alebo EKVIVALENT

Funkcia

V prípade, že sa technická špecifikácia požadovanej zdravotníckej techniky viď. Príloha č. 1 - Technická špecifikácia 
zdravotníckej techniky a návrh uchádzača na plnenie kritéria – Endorektálna manometria bude odvolávať na konkrétneho 
výrobcu, výrobný postup, obchodné označenie, patent, typ, oblasť alebo miesto pôvodu alebo výroby, verejný obstarávateľ 
pripúšťa použitie ekvivalentu, pričom ponúkaný ekvivalent musí spĺňať všetky požiadavky na predmet zákazky stanovené 
verejným obstarávateľom.
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Technické vlastnosti Jednotka Minimum Maximum Presne

Technické vlastnosti Hodnota/Charakteristika

2.3 Osobitné požiadavky na plnenie:

Názov

Predmet zákazky má byť nový, nepoužívaný a nerapasovaný.

Minimálna požadovaná dĺžka trvania záručnej doby - 24 mesiacov.

Požadovaná doba nástupu servisného technika k prípradnému servisnému zásahu - do 48 hodín.

Vrátane dopravných nákladov.

Vrátane montáže, inštalácie, nastavenia či oživenia tovaru a zaškolenia obsluhy.

Verejný obstarávateľ požaduje lehotu dodania do max. 8 týždňov od nadobudnutia účinnosti zmluvy.

Zdravotnícka technika bude financovaná zo štátneho rozpočtu - z kapitálových zdrojov.

Lehota splatnosti faktúry bude 60 dní.

Dodávateľ tovaru, poskytovateľ služby, resp. zhotoviteľ diela je povinný vystaviť faktúru za dodávku tovaru, poskytnutie služby,
resp. zhotovenie diela do 5 dní odo dňa jeho riadneho dodania, najneskôr však do piateho pracovného dňa v mesiaci, 
nasledujúceho po mesiaci, v ktorom bol dodaný tovar, resp. poskytnutá služba, resp. zhotovené dielo.

Zmluvné strany sa dohodli, že svoje vzájomné pohľadávky nepostúpia (ani s nimi nebudú inak obchodovať) tretej strane bez 
predchádzajúceho písomného súhlasu druhej zmluvnej strany (písomný súhlas Objednávateľa je podmienený 
predchádzajúcim písomným súhlasom Ministerstva zdravotníctva Slovenskej republiky, inak je tento súhlas neplatný. Pre 
vylúčenie akýchkoľvek pochybností postúpenie pohľadávky bez predchádzajúceho písomného súhlasu druhej strany 
spôsobuje neplatnosť takéhoto úkonu.

V objednávkovom formulári bude Objednávateľ požadovať vlastný návrh plnenia zákazky: 1.) vyplnením prílohy č. 1 Technická
špecifikácia zdravotníckej techniky a návrh uchádzača na plnenie kritéria; 2.) predložením Certifikátu alebo vyhlásenie o zhode
k ponúkanej zdravotníckej technike; 3.) predložením Technického listu ponúkanej zdravotníckej techniky alebo iného 
informačného materiálu, v ktorom budú uvedené všetky Objednávateľom požadované technické parametre na predmet 
zákazky uvedené v prílohe č. 1; 4.) predložením podrobného aktualizovaného rozpočtu predmetu zákazky.

Miesto dodania: Fakultná nemocnica Trnava, Andreja Žarnova 11, 917 02 Trnava, Pavilón chirurgických disciplín.

Tovar musí byť dodaný spolu s dodacím listom, ktorý podpíše zodpovedná osoba Objednávateľa, čím potvrdí prevzatie tovaru.

Názov Upresnenie

2.4 Prílohy opisného formulára Zmluvy:

Popis Názov súboru

Príloha č. 1 - Návrh uchádzača na plnenie kritéria a opis 
predmetu zákazky - Endorektálna manometria.xlsx

Príloha č. 1 - Návrh uchádzača na plnenie kritéria a opis 
predmetu zákazky - Endorektálna manometria.xlsx

III. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Štát: Slovenská republika
Kraj: Trnavský
Okres: Trnava
Obec: Trnava
Ulica: Andreja Žarnova 11

3.2 Čas / lehota plnenia zmluvy:

25.04.2022 09:41:00 - 20.06.2022 09:45:00

3.3 Dodávané množstvo/ rozsah zmluvného plnenia:

Jednotka: kus
Požadované množstvo: 1,0000
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3.4 Práva a povinnosti zmluvných strán podľa tejto Zmluvy sa spravujú Obchodnými podmienkami elektronickej platformy 
verzia 1.1, účinná odo dňa 14.4.2022 , ktoré tvoria neoddeliteľnú prílohu tejto Zmluvy.

IV. Zmluvná cena

4.1 Celková cena predmetu Zmluvy bez DPH: 75 100,00 EUR

4.2 Sadzba DPH: 20,00

4.3 Celková cena predmetu Zmluvy vrátane DPH: 90 120,00 EUR

V. Záverečné ustanovenia

5.1 Táto Zmluva bola uzavretá automatizovaným spôsobom v rámci Elektronického kontraktačného systému a v zmysle 
Obchodných podmienok elektronickej platformy verzia 1.1, účinná odo dňa 14.04.2022, ktoré tvoria jej prílohu č. 1.

5.2 Táto Zmluva nadobúda platnosť dňom jej uzavretia a účinnosť za podmienok definovaných v Obchodných 
podmienkach elektronickej platformy uvedených v bode 5.1 tejto zmluvy.

5.3 Táto Zmluva vrátane jej príloh predstavuje úplnú dohodu zmluvných strán o jej predmete. Vedľajšie dohody k tejto 
zmluve neexistujú.

5.4 Táto Zmluva je vyhotovená v elektronickej podobe v štyroch vyhotoveniach,  po jednom pre každú zmluvnú stranu, 
jedno vyhotovenie bude zaslané na zverejnenie v Centrálnom registri zmlúv Úradu vlády Slovenskej republiky a jedno 
bude zverejnené v Centrálnom registri zmlúv Trhoviska.

5.5 Túto Zmluvu bude možné meniť a dopĺňať za podmienok stanovených príslušnými všeobecne záväznými právnymi 
predpismi len vo forme písomného a číslovaného dodatku podpísaného oboma zmluvnými stranami.

5.6 Táto Zmluva má nasledovné prílohy:
Príloha č.1 Obchodné podmienky elektronickej platformy verzia 1.1, účinná odo dňa 14.04.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/
                    
Príloha č.2 Vlastný návrh plnenia zákazky Z20223309

V Bratislave, dňa 22.04.2022 12:38:01

Objednávateľ:
Fakultná nemocnica Trnava
konajúci prostredníctvom osoby poverenej zastupovať Objednávateľa v rámci elektronického trhoviska

Dodávateľ:
MEPIS HEALTHCARE, s.r.o.
konajúci prostredníctvom osoby poverenej zastupovať Dodávateľa v rámci elektronického trhoviska
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Vlastný návrh plnenia zákazky Z20223309


Zákazka


Identifikátor Z20223309


Názov zákazky Endorektálna manometria


Verejný detail zákazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/322407


Dodávateľ


Obchodný názov MEPIS HEALTHCARE, s.r.o.


IČO 36605751


Sídlo 1. mája 220/19, Poprad, 05801, Slovenská republika


Dátum a čas predloženia 21.4.2022 11:49:41


Hash obsahu návrhu plnenia /x5u33iyJ0XID6RF8uAMHoo41DfsQmqFHpdAWAvLxhw=


Dodávateľom uvedený popis vlastného návrhu plnenia:


Prílohy:
Prohlášení o shodě_ManoScan™ System 2020 EN.pdf (Prohlášení o shodě_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 )
Vlastný návrh plnenie MEPIS HEALTHCARE sro, Z20223309.pdf ( Vlastný návrh plnenie MEPIS
HEALTHCARE sro, Z20223309)
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MANOSCANTM AR  
anorectal manometry system



ManoScanTM AR 3D HRM system 



ManoscanTM AR 3D  HRM system 
asymmetric anterior pressure



ManoscanTM AR 3D  HRM system analytics



AR 3D HRM records point pressures longitudinally 
and radially from sensors mounted on a rigid probe 
with morphology represented in both two and three 
dimensions.1



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. 1



Full featured workstation 



This portable workstation system features:



 ∙ LCD flat panel touchscreen with articulating arm



 ∙ Modular data acquisition controller 



 ∙ WindowsTM-based operating system 



 ∙ LAN connection and WiFi-enabled



 ∙ Integrated catheter auto-calibration system



 ∙ Large lockable wheels



 ∙ Patient isolation transformer 



 ∙ High-speed quality printer 



Anorectal manometry is the most widely used tech-
nique for the detection of abnormalities of sphincter 
function and/or rectoanal coordination.1



In one setting a physician can comprehensively eval-
uate patients with fecal incontinence or constipation, 
including difficulty with defecation.1  High resolution 
manometry can record and display detailed informa-
tion simultaneously from the whole anal canal and 
distal rectum.1



This high-resolution anorectal manometry also:



 ∙ Helps assess and quantify normal reflex pathways 
including relax, squeeze, and push functions of 
the anal sphincter muscles and rectum 1



 ∙ Helps identify patients who can benefit from  
biofeedback therapy



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











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 a disposable 
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



 ∙ Incorporate rectal 
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 is 
available.2



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 WindowsTM-based 
computer



ManoscanTM HRM Catheters 



The ManoscanTM HRM catheters:



 ∙ Integrate with ManoshieldTM 
disposable sheaths to minimize 
risk of cross-contamination 



 ∙ Provide 5.6 cm length of 
continuous circumferential 
sensing with ManoscanTM AR 
probe, eliminating involuntary 
squeeze artifacts 



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











US190739 ©2019 Medtronic. All rights reserved. Medtronic 
and the Medtronic logo are trademarks of Medtronic. 
TM* Third party brands are trademarks of their respective 
owners. All other brands are trademarks of a Medtronic 
company.



Procedure complications are rare but may occur. The risks of 
ManoScanTM AR high-resolution manometry include perfo-
ration or bleeding of the intestinal wall. Patients with previous 
rectal surgery, bowel inflammation, 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 
system is 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. 
It is used in 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-
etry is 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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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany



Holder of Certificate: Given Imaging, Inc.
15 Hampshire Street
Mansfield MA 02048
USA



Certification Mark:



 
Scope of Certificate: 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 TÜV SÜD 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 TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 094769 0012 Rev. 00  



Report No.: 72170681



Valid from: 2021-09-07
Valid until: 2022-08-23



Date, 2021-09-07 Christoph Dicks
Head of Certification/Notified Body





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








Certificate
No. Q5 094769 0012 Rev. 00
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany



Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016



Facility(ies): 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 Yoqneam, 
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.



. /.
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MANOMETRY 
WITH 
GREATER 
CLARITY 



ManoScan™ Esophageal Manometry System 
High resolution and 3D esophageal manometry











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



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 



· Patient isolation transformer 



· High-speed quality printer











ADVANCED DISEASE DETECTION  
IN THE UPPER GI TRACT



Advantages over conventional manometry



· Can be performed in 10 minutes or less and with minimal specialized training2



· Data are depicted in spatiotemporal contour plots, making study  
interpretation easier



· Enhanced sensitivity provides useful information to aid in the diagnosis  
of conditions such as dysphasia, achalasia, and hiatal hernia3



· Provides additional motor correlates for esophageal hypermotility and GERD4



The ManoScan™ esophageal manometry system allows you to 
better map, display, and evaluate esophageal motor function. 
This easy-to-perform procedure precisely quantifies the 
contractions of the esophagus and its sphincters,1  
providing the clinician with reliable and consistent data for the 
accurate assessment of GI 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.











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  
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)5  



· Includes radial EGJ pressures, length 
measurement, and symmetry



· Provides information useful for the  
assessment of EGJ physiology



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™ ESO Z Module



ManoScan™ ESO 3D Module



ManoScan™ V



MULTIPLE SOLUTIONS IN A SINGLE PLATFORM











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  



· All sensors are true circumferential 



· 18 impedance channels in ManoScan™ ESO Z catheters 
display bolus transition from pharynx to stomach 



· 96 3D channels in ManoScan™ ESO 3D catheters 
provide 3-dimensional EGJ visualization 



· Small diameter (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 
is intended to prevent gross contamination of the 
catheter and reduce cleaning and disinfection efforts



· Serves as a disposable protective outer cover  
that is 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











Caution: Federal law restricts this device to sale by or on the order of a licensed 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. In rare 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/gi for 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, Col1 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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MEANINGFUL  
INNOVATIONS



“The associated benefits of the ManoScan™ 
ESO manometry system is that you get a more 
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 GI care and 
improving patients’ lives. Together, we can work 
toward early detection and treatment of chronic 
GI diseases.



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



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 IX, all invasive devices with respect to body orifices, other than surgically 
invasive devices, intended for connection to an active medical device in Class IIa or a 
higher class, are in Class IIa. 
Conformity Assessment Route: Annex II 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 
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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 RigidAR 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 
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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 
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11.  Additional Information:   
 
Notified Body:  TÜV SÜD Product Service GmbH,  



  Ridlerstraße 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 TÜV SÜD Product Service GmbH notified body authorized by the German 
Competent Authority.  
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