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NABIDKA 24NV-PH-0022

DODAVATEL ODBERATEL
SNT Plus s.r.o. Zlin / N/ INT. kardio
Novodvorska 994/138 Havlickovo nabf.600
142 00, Praha 4 76275, Zlin

Ceska republika
1&: 25701576 IC:
DIC.  CZ25701576 R . big: -
Platnosi od  02.12.2024 Platnosido 02.01.2025 Misto dodani-
Zaruka 24 mésich

Dodaci hita: 12 tydni
Referent dod.

Philips CX50 v kardio-vaskularni konfiguraci.

Polesku i el el e i din ; : :
NUSNO001 Philips CX50 Cardiology 794 000,00 21% 166 740,00
Celkem: 794 000,00 166 740,00 960 740,00 K&

REKAPITULACE DPH - CELKEM

210 % 794 000,00 "16;7‘40.00 960 740,00 K&
Cena bez DPH: 794 000,00 K&
Celkem DPH: 166 740,00 K&
Celkem s DPH: 960 740,00 K&

SNT Plus sr.o
Raffeisenbank 85 Pratia Cisle Gt 112 130 35025500 (023

Strana 171 IBAN CZ605500000000112 1103502 (C32K) K6d banky 5500 SwiR ke RZBCCZER @
I8 25701576 DIC CZ25701576 Méstshysoud v Praze. odeH C. viotka 62478 reg 14 10 1998
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DECLARATION OF CONFORMITY SRS bLETE
In accordance with ISO/IEC 17050-1 @ PHILLE
Philips Ultrasound inc.
2100 Bothell E
ce (€ s

2797 i

e e GRS B~ S
CX50 Diagnostic Ultrasound System
| €X50 Diamond Select System
5.0
40761
| Read product user manual for acceptable optional equipment.
Below lists the compatible transducers and additional hardware.
GMDN Code

$4-2 Ultrasound transducer 40768 R
R X8-2t Ultrasound transducer - 37891
T L15-Ti0 Surgical ultrasound transducer _ 40770 o
X gical o d transducer 40770 o
C10-3v Ultrasound transducer 40771 -
L10-4lap Surgical d transducer 40770
L12-5 50/L12-5 Ultrasound transducer ) 20768
C8-5 Ultrasound transducer 40768
S8-3 Ultrasound transducer 40768
S14  Uftrasound transducer 0768
§51 " " Ultrasound transducer B 40768 -
X7-2t Ultrasound transducer 37891
D2cwe Transducer, non-imagi 40768
- TLi23 Ultrasound transducer - 40768
i cs1 ~Ultrasound transducer ) 40768
" DScwe Transducer, non-imaging 40768 B
$7-3t Ultrasound transducer 37891

Signed for and on the behalf of Philips Ultrasound:
Date: May 22, 2020
Location: Bothell, Washington, USA

inior Regulatory Affairs Manager

......... Page 10f 29




KRAIJSKA
NEMOCNICE
TOMASE BATI

PROHLASENI O SHODE PHILIPS
V souladu s ISOAEC 17050-1 Philips Ultrasound Inc.
22100 Bothell Everett Hwy
(Obr.) (Obr.) Bothell, WA 98021-8431 USA
Niazev vyrobku Diagnosticky ultrazvukovy systém cxXs0 o
Ultrazvukovy systém Diamond Select System CX50
Revize od 5.0
Kod GMDN 40761
Modely produkiu/ Ctéte manual pro uzivatele vyrobku s informacemi o piijatelném
PrislusSenstvi volitelném vybaveni.
Seznamy uvedené nize uvadéji kompatibilni snimace a doplijici
hardware ]
Cislo modelu nebo dilu Nizev vyrobku / Popis Kod GMDN
S4-2 Ultrazvukovy shimat 40768
X8-2t Ultrazvukovy snimac 37891
L15-7io Chirurgicky ultrazvukovy snimaé 40770
q’. C9-3io0 Chirurgicky ultrazvukovy snimat 40770
C10-3v Ultrazvukovy snimac 40771
L10-4lap Chirurgicky ulirazvukovy snimac 40770
L12-5 50/1.12-5 Ultrazvukovy snimaé 40768
i C8-3 Ultrazvukovy snima¢ 40768
! Sg-3 Ultrazvukovy snima¢ 40768
{ S12-4 Ultrazvukovy snimat 40768
| S5-1 Ultrazvukovy snimaé 40768
X7-2t Ultrazvukovy snimac 37891 !
| D2cwe Snima¢, bez zobrazovani 40768 !
! L12-3 Ultrazvukovy snimaé 40768 f
Cs5-1 Ultrazvukovy snimad 40768
! DSewe Snimat, bez zobrazovani 40768
i i, §7-3t Ultrazyukovy snimac 37801 |

Podepsal za a jménem Philips Ultrasound:
(1] Datum: 22. kvétna 2020
i Misto: Bothell, Washington, USA
|
H
| Necitelny podpis

Hlavni manaZer pro regulagni zalezilosti

| Necitelny podpis
i Deep Pal »
} Reditel pro regulacni zdleZitosti Razitko: MIRANDA CHANG  (podpis)
; Philips Ultrasound Iuc. Stani notarka 14/7/2020
| Sttt Washington
Povéreni €. 134345
Mé povéreni plati do 26.4.2023
%
% Dokument ¢, 221447 Revize: 0 Strana 1229
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DECLARATION OF CONFORMITY T IBEE L €
In accordance with I1SO/IEC 17050-1 @ E}H g ﬁ' E @a &

Philips Ultrasound Inc,
( € c € 22100 Bothell Everett Hwy

2797 Bothell, WA 98021-8431 UsA

This declaration of confor,

mity is issued under the sale responsibility of the manufacturer,
The cbject of this declaration is in conformity with:

*  Council Directive 93/42/EEC concerning medical devices;
*  Directive 2011/65/€U of the European Parliamen

. Class 1z in accordance with Annex IX, rule 10 of the Medi
| 93/42/EEC and CE Marked in accordance with Annex ||

Class 1 Radio Equipment according to the Radio Equipment Directive (RED)
2014/53/EU.

cal Device Directive

The manufacturer has been certified by the notified b

ody noted below to 150 13485:2016, and complies
with Annex Il of the Medical Device Directive.

The British Standards Institution (BS1),
Say Building, John M. Keynesplein 9,

: : | R ___1os6Eep Arqgerdary,ﬂeih»erlands

Note that the notified body number does not apoly to the RaHsS Directive nor RED.

For additional information regarding this Declaration, please contact your local Philips Ultrasound affiliate
or the Philips Ultrasound European Authorized Representative noted below.

esentative Philips Medica! Systems Nederland B.v,,

o Egl%@p‘eavn.{xq!hori‘ledﬂ_épr
e L T Veenpluis 6, S684PC Best, The Netherlands

Supplemenlary Information:

The product was tested in a typical configuration as described in the Manufacturer's accompanying
documents, and is fully compliant with the document(s) noted below.

Medical Electrical Equipment, Particular requiremens Second/2008 +
EN 60601-2-37  for the basic safety and essentiaj performance of A1:2011
ultrasonic Eggigalidiagnqgﬁg and monitoring equipment )
Medical electrical equipment Part 1. General h . o
EN 605011 requirements for basic safety and essentia| performance Third/2006 + A1:2013

A‘E’N‘ﬁﬁd =1 ﬁ%?&wmﬁ&f ~Software Life Cydle Processes ﬁm”{osoe
See page 1 for list of products, accessories and authorizing date and signature
Document No. 221447 Revision: 0 Page 2 of 29
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PHILIPS
!'h*’!';w Ultraseund Inc

2100 Bothell Evere tiwy
b\ thell, WA 9802 1-8471 1iSa

Toto prohlaseni o shod@ o vyding ve v¥hradni odpovédnast; v¥robee.

ze dne & Cervna 207 0 omezeni
ciektronickyeh zatizenich

ze dne 16. dubna 2014 o]

se dadavéni ridiovieh zafizeni na

1 ple ‘i D1sh
2 1993

T ngrmn 07 *dr.nnt'ml\ygh T
v iu s Prilohou oo
€ o ridiovy¥ch zarzenich (RED)

s

!

Vyrobee je certifikon

Ntem uvedenym nize podle ISO 13485:2016 2 splnuje
Prilchu I Smémice o

tredeich.

ding, John M. Keynesplein 0
1066 I3 1
(x ) P Amsterdam, \1zozcx;jsko ) |

mion’(‘fa'snfj
|
subjeliy neplat fvrn Smémice RoHS zn; RED.

mistni deefinoy spolednost
s’?”]u “nostt Philips Ulirasound

Pro dalsi mfony

ems N’tdn‘ land £ B. \’ ’
Evropsky autorizosany zastupes 6. 3684PC Best, Nizozen:sko "

Depliujici informace:

robek byl tesie
pIné v souladu s de

v doprovodné doxumenzaci ¢l Vvrobee, a je

: roje. Z\I;észh.i
Laf» ladni lwn*"t 08! 2 nez
“vukowveh z

I
h

Flaou

! ‘#I::o;: |

Viz strann 1 se ses &L pFislugensing o datum auter

Dekumeny ¢ 221447 Ievize







