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Technicka specifikace a cenova nabidka j
piistroje - Ohmega R

G2-1,Ohmega R

Ohmega R je ambulantni, maly a lehky pH-impedancni z6znamnik, ktery
\ pomadhd pii diagnostice gastroezofagedini Refluxni nemoci (GERD) a bolesti
na hrudi kterd nemd piivod srdeéniho charakteru. Detekuje reflukéni activity
pomoci Impedance a kategorizuje epizody jako kyselé a nekyselé. Ohmega
R vyuzivd technologie Bluetooth k zobrazovéni pH Impedanéniho prabéhu a

Kiivek v reéiném Ease na monitoru. Pripojeni je mozné i klasicky kabelovym

piipojenim. Bluetooth také nabizi pribézné kontroly (quality check)

z6znamu. Diagnostikujte pacienty na PPI terapii. Zdznam aZ 12 impedanci a

The Ohmega Ambulatory 1 4 pH kandli. Lokdtor LES. Software pro analyzu priznaku poskytuje uZivateli
pH-1mpedance Recorder
f,?% ;;sli)ﬂ in the diagnosis informace o korelaci mezi pFiznaky a uddlosti.

L Kombinovany zdznam impedance @ pH je Klinicky uziteény pFi hodnoceni

symptomd pii 16Ebé PPI, stejné jako na chrapot a nevysvétlitelny kasel,
kysely a nekysely reflux jicnu. Virtual Instructor Program™ uzivatele navede kompletnim postupem méreni refluxu
s minimélnim tréninkem, zcela prirozené. Bezdrdtovd technologie Bluetooth umozriuje prubéinou kontrolu

zaznamenanych dat. Je ovéren vysoce kvalitni zdznam signdlu pred tim, neZ pacient opusti kliniku, aby se potvrdil

262nam udaji béhem nahrdvan. Modely Ohmega jsou dostupné i s tlakovym senzorem. Vysledky déti mladsich
18 let podle na referenéni hodnoty (1. Dr. Misra, mohou kyselé (pH) refluxy predpovidat vicekandlové
intralumindlini impedanéni refluxy? Korelaéni studie, Journal of Gastroenterology and Hepatology 25 (2010) 817
822)
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REKAPITULACE KUPNi CENY

Nabidkova
. cena za Nabidkova
Pocet :
Parametr Ml ol jednotku | cena celkem
: bez DPH v | bez DPH v K&
K¢
pH impedancni zaznamnik ks 1 330 000,00 330 000,00

Porizovaci cena zarizeni

(cena uvedena ve smlouvé) e
Celkova cena v K¢ bez DPH 330 000,00
vysSe DPH (21%) v K¢ 69 300,00
CELKOVA CENA v Ké s DPH 399 300,00

(cena zafizeni v&. pfisluSenstvi a nakladd na
instalaci, montaz, pro§koleni personalu, nakladd na
pojisténi, odvoz a likvidaci obalt atd.)...
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Laborie nabizi Sirokou $kély impedanénich a pH
katétﬁ) s Sirokou Skdlou kandli o prumeéro. Laborie
katétry jsou flexibilni, snadno se 2avddéji a maji
vnitini referenéni elektrodu.

* Katétry s impedanci pH na Jedno pouiti

* Viceucelové impedanéni katétry pH

* Antimonové pH katétry
opakované pouziteiné

na jedno pouziti o

* Sady pro kalibraci pH
® pH pufrovaci roztoky
* Tlakové katetry

Souddsti zékladniho 1 setu je:

Ll
®  Bluetooth komunikace, kabelové pripojeni, Buffery,

L]
do nové databdze.

Set pH-Impedanénich katetrd dle poZadavku

MMS 10.1, Softwore piné v ¢, Datovy kabel, Névod Obsiuhy v ¢4

zkumavky, stojdnek

Piné kompatibilni se stdvajicim manometrickym systémem MMS, 2ajiSténi pfevodu datobdze pacientu

HIS 628 — HIS export option (HL7) 120.000,- K€ bez DPH
DIC 640 - Dicom report engine - report v PACS v DICOM formatu,

DIC 660 — Dicom worklist - im port z DICOM modality worklist

SYSTEM 330.000,- K¢ bez DPH
DPH 21% 69.300,- K&
| cena cerkem 399.300,- K&s DPH T
Doplitkové moduly:

- 170.000,- K& bez DPH

- 120.000,- K¢ bez DPH
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EU Declaration of Conformity
to Medical Device Regulation 2017/745

Legal Manufacturer Laborie Medical Technologies Corp.
180 International Drive
Portsmouth, New Hampshire
03801

USA

SRN: US-MF-000022925

European Authorized Medical Measurement Systems B.V.
Representative Colosseum 25

7521 PV Enschede

Netherlands

SRN: NL-AR-000010438

Declaration of Conformity

Document Number MDA-DRC-18

Medical Device{s) Family Ohmega Gastrointestinal pH Monitor
Basic UDI-DI 87177759500G2G6

Device Name(s) Refer to Appendix 1

The Ohmega is intended to record, store, view and analyze pH and
impedance in the pharynx, esophagus and stomach to assist in the
Intended Use diagnosis and evaluation of gastrointestinal and swallowing disorders
by medically trained personnel. Designated catheters and accessories
are required for measurement in each specific area.

EU Declaration of Conformity based on a quality management system
Conformity Assessment (Annex IX), excluding assessment of the technical documentation
Route (Chapter 2)

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066EP

Amsterdam
Notified Body Netherlands
NB Number: 2797
Risk Classification Refer to Appendix 1
EC Certificate MDR 759231

Quality Management System
Certificate

Reference to Common
Specifications

{SO 13485:2016 Certificate = MD 746425

N/A

FRM-00623 [B] page1of4
MDR-DoC-XX
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EU Declaration of Conformity

to Medical Device Regulation 2017/745

Declaration

We hereby declare under our sole responsibility that the products
listed herein are in conformity to General Safety and Performance
Regquirements (Annex 1) of the Medical Device Regulation 2017/745
and applicable transposed laws.

Person Responsible for
Regulatory Compliance or
Designee

Thomas Hirte
Senior Director, Regulatory Affairs

Place and Date of Issue

Portsmouth, New Hampshire, USA; 14 April 2024

Signature

For, and on behalf of Laborie Medical Technologies Corp.:

Digitally signed by Thomas Hirte
Date: 2024.04.14 09:57:42 -04'00'

| Senior Director, Regulatory Affairs

FRM-00623 [B]
MDR-DoC-Xx
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EU Declaration of Conformity
to Medical Device Regulation 2017/745

Revision Prepared By Revision Description
01 Ingrid Dirtzu Initial Release
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