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Seznam poddodavateld
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Jd, jako jednatel spolecnosti @ osoba opravnénd jednat za spolednost CHIRONAX ESTRAL spol.srt. a.
jako uchazece, timto prohladuiji, Ze:

e hodldme pinit prostfednictvim poddodavatele uvedeného nize &dst verejné zakdzky, a to
zajisténi montdze, instalace, zdrucniho servisu a instruktdze die § 61 zdkona & 268/2014 Sb., o
zdravotnickgch prostredcich

Seznam poddodavateld:

£

E;lectric Medical Service, s.1.0., servisni stfedisko Praha
Zirovnickd 3124/1
Praha 10

Uchazec:

CHIRONAX ESTRAL spol.sr. 0.

Klausova 1441/28, 155 00 Praha 5

IC: 44848315,

zapsana v obchodnim rejstfiku u Méstského soudu v Praze, oddil C, viozka 7198

L
V Praze dne 3 {Q- 2@{ /

Ing. PetrCetap o v ev L
jednatel
CHIRONAX ESTRAL spol.sr. o.
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GE Healthcare

EC DECLARATION OF CONFORMITY

{Following the provisions of the medical devices directive 93fu2fEEC)

Wwe
Manufacturen
GE Vingmed yltrasound AS
strandpromenaden 45, |
#3194 Horten, Norway

Declare under our sole responsibllity that the cings lio device:

Vivid ES
Ultrasound system, Imaging, Cordiovasculer
including systerm components und sccessoties - See Addendum.

GMDN Code: #0763
LIMDNS Code: 17-422 '

Classification rule {93/82/EC Amnex wr 10

T which this decloration relotes 15 in conformity with the requiraments of the madical devices diraciive
92jszfEEC which apply O 1L

This conformity is bused en the following elemenis:

. nformation included in the technical docurnentation, ref "Design History File D08 16768 of the
oroducts to which this Jecluration refotes.

. EC certificate: approvai of full quality ossurance system tonnex i of the redical davices dirgClive
5347 EEC) delivered by Nemko iNotified Body 04701 Cartificote N° £U1111401

. Lt of harmonized standards applied for C& marking:
Medice electrical equiprment, general requiremants for safety, EN 60601-1:2006
wadical electrical equipment, particulor requitements for ultrasonic equipm, EN £0801-2-37:2008
Madicol electrical equipment, ~ollaterat standard, EN 60601-1-2:2007
wedical electrical equiprment, colioteral standard, EN S0601L-1-4:1998
Madicol electfical equiprnent, cotiateral standord, N B0601-1-6:20067
giologicot evoluation of rredical devices, EN 150 10993-1:2008, with relevont tests
Medicot Devicg coftware, Software ffecycle process, EN 62304:2008
information supplied by the rranufacturer of madical devices, EN 1041:2008
Symbols for use in the labeling of medical devices, EN 980:2008
application of fisk monagement to medicol davices, EM 150 14971:2(
Quality monogement systems, £ 150 134852003

Horien, 12-Januory-2012

/
4
This £C declaration of conformity for Vivid E9 replaces the previous version doted 06 Jonuary 2012

BOCOuBBE14 rev 05 : foge 1of &
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GE Healthcare

ADDENDUM TO THE EC DECLARATION OF CONFORMITY dated 12-january-2012

Vivid E9 - Product, options list and 170

CONSOLE

PRODUCT / DESCRIPTION GEVingmed Port £ GEMS Lat#¥
Vivid £S, 100-230VAC, 4D Expert Gption w. 17 1CO monitor GARDOSA0 H4S561R7
Vivid £9, 300-230VAC, 2D w. 17" LCD menitor GAQUQYS0 HAS561RW
Vivid £9, 100-230VAC, 4D Expert Option w. 187 LCD monitor GADOCS4S HES5E1RY
Wivid £8, 100-Z30VAC, 20 w. 19 LLD monitor GACODISS HABEH1RY

OPTIONS CONSOLS ]
PRODULY 7 DESCRIPTION GEVingmed Port €W | GEMSCot#@
LYO{ontrast Imeging GAZ00831 Ha5561MY
Vascular Controst (A200832 HASEETMZ
L AF Propluctivity Pockage GAZ00807 HESEE1E%
#4T GAZOOR0S HE55618Y
LY Mass Only GA200841 HEB5RINA
40 Syainond LV Moss GAZ00842 HASSE1NE
Shress A2008%9 HASE0INE
Auin 2D EF GA200843 HEs56IND
4y Enable GAZ00889 C H4SEBIRD
Advanced Qscon irnaging GAZ00881 H4SEEIRK
1758
PRODUCT / DESCRIPTION GEVingmed Port i 8 GEMS Cor B ]
Heort Souhd Microphong, POG MA-300 w. cdapter FD260036 HE500INE
Pulse Prasoure Transducer, PLG TY-306 w.adopter FOZ200037 HE3O0LNF
o033 Cobles JEC, 412831002 18410026 £80022C
ECG Coble Multidink 3-lead ECGNeonatal (BHa) 4128464-001 412844001
£05 Cabie Multidink 3-lead ECG Neonttal IEC] 412945002 #12084-007
ECG Leadwires 1EC, 412682-003 16410028 EO0G3CH
ECG Cabieset FC200388 HMGSH21AL
BCH ¢ofole with bonono-iype 38401849 ERLIZ0HA
£e-electiodes, snap-type 431920232 1820232
eCt-glectrodes SiverTRACE 2014777-001 2044777001
£05 cable Morguetie IECS leads 16810026 HE5531K
£CG Coble adapter Multi-ink 5-leod DI adapler 414370-001 414370-001
ECG Coble adaptar Multi-ink 3-lead DiN adopier 414%71-001 414373001

Notes

1. GEVingmed Port # identifies the devicels! in the monufacturers design, manufacturing ond service documentation, itls
usunlly offixed to the devicels in the form of o product identification or rating label,
2. LEHC Cot # identifies the devicels! in the manufocturer's cotelog and is usuclly included on commercial decuments fike

sufe conwact, arder processing documents gnd shipping decuments.

3. dD-devices are compatible with sther GERC ultrosound systems, and corry the NB rumber correspanding o the £C
Decloration under which the products ore CE-marked, GE Vingmed Ultrosound AS hos verified the mutuol compotibility
of the devicas in combination with Vivid £9, and included relevant information to users with the Vivid £9 instructions for

use.

DOCORGEERLL 1ev 05
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Vivid £9 ~ Probes with accessories
PROBES w. Accessaries Bl
PROBE NAME TYPE 19 GE Vingmed Port #10 GEMS Cot 49
#55-D BF GE-IMIX HA555INH
4493 BF 51560208 H4001BY
852 BF 47236955 HAS021R8R
125-D BF 2360743 HA5021RT
4C-D BF 5162351 HE0018C
-0 BF 5212848 ) H40H42LM
- BF 5175908 Ha043 N
Mi6-15-D Bf 5271060 HA0452L6
S-D 8F KN100160 HAS571CE
£1c Bf KN100185 H4S855120
5Tc-Ro 8fF KN1OU104 HA55512E
a1 BF KM100082 HA55710%
5T-R5 4 BF RA10G083 H45531MZ
31 BF RN100072 HEESZ10Y
57-R5 @ BF KN100073 HARS31YH
22n i TEI00024 H4B30IE
B0 BF 1100602 HAS30G
13t Cf KE100011 HYBELINT
TEE Cleaning and Storing Sustem NiE KX200168 HASESINK
TEE Srorage Rack NA KX200272 HE5551NM
TEE Probe Adapter -RS B N/A FDZODLeT HASSLIPY
TEE Seanhead Prolection Cover NiA KZ307808 HEE5Z1CK
Scanhend protection, odult, 25pcs N/A KR30721 HA5551148
Ped TEE Scanheod Protection Cover NIA KZ307976 _ HAE54IRN
Seanhend pratection, pediatede, 25D¢s N/A KK307219 H45651MT
TEE Clin-On Bite Guard Adult Ni& KZ200687 H4SS511EE
Clip-On Bite Guord, 28pcs N/A KX307214 H45851MM
TEE Clip-0n Bite Guord AdultOR N5 KZ2200693 HE5521(8
Clip-On Bite Suard OR, 250¢s NiA KR307215 H45551MN
TEE Conventionol Bite Guord Adult N/A ORGALDIS HAEE 2134
Bite Guurd odull, 250¢s nis KK307217 HASEEIMR
TEE Conventional Bite Guard Ped, NIA 0BBACO10 H4ES21IG
Bits Guard pedictric, 25pcs Nia WG07218 H455514p
fite Hole Indicator A Kz200800 H45531HS
sMulfiorigle replacement Xthied) NfA N/A E83B5RC
4¢ Biopsy bracket N/A N/A ER385NA
S Big culds starter (L NiA 5178413 H49088K
12L-RS Multi Siopsy Guide for 111-0} NIA 5176498 HaD4z21 L
#55-D Blopsy kit N7& 642-368 HAESS1FC
#{8-15-D Biopsy starter kit Multi ongle N/A WA Ma04328
GEL Ultrosound Blusston 260g W& 9882601 H&5531HR

fotes:

1. Gf Vingmed Port # identifies the devicals! in the manulocturers design, monufacturing and service documentation. it i
usually affixed to the devicels} in the form of o product identification or rating label

2. GEMC Cot # identifies the devicels) in the monufacturers catolog and is usuolly included on commercial documents fike
sale contract, order processing documents and shipping documents,

3 ifo-devices ore compatible with other GEHC ultrosound systerms, ond carry the NB number corresponding ko the £C
Declarotion under which it is CE-marked,

4. Probas with uccessories are computible with other GEHC ultsosound systems, and carry the NB number correspoending 1
the BC Declarotion under which it is CE-marked. GE Vingmed Ultrasound AS has verified the mutuol compolibiiity of the
devives in combination with Vivid £6, ond included relevant informuation to users with the Vivid B¢ instructions for use.

5. Type identifies the degree of protection ugainst eleciric shock for each probe, as labeled onthe probe itsell.

6. The probes 5TC-RBS, 7-RS and 97-RS can only be used on Vivid E9 when used together with the TEE Probe Adopter -RS,

The adopter itselfl is not on applied port.

DOCORERELL rev B5 ' Page 36 4
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! vivid E9 - Accessories and Upgrodes
| Axcessories ™
PROOLCT / DESCRIPTION | GE Vingmed Part # 1! GEMS Cat 31
j Tripedal footswitch 5331575 H4910FT
i BRW printer, digitol with US8 £€100942 H45531HK
; Color Loser Printer 1109 EY100148 HE554IMH
Color Lose! Printer 280V £Y100149 HA5541M)
: Celar Video Printer GA10GRT7 RA556184
158 Memory Kelf AGB CEGE0T54 HASS61VH
LS8 Memaory 8GB 0B6EQTS3 H45561YF
; Baernol Use hord disk EY100147 HESSGEIEL
! Tisitol Video Stream Recorder GA 200855 HAESEING
: Brotertve Cover Vivid Bxpart 5316837 HA5551000
Stereo Glosses fof 3D visunlization, Set FEZ00123 H4555 1M1
Spectucle Casing DEGEOITO H45551M)
, | Anccrere 30 glosses 0BBEGITL H45551MK
M Anacrorne 3D giasses Clip-On Flips QBBEO3 T2 Ha555114L
UPGRADES
BUCT / DESCRIPTION GE Vingmed Part ¥ [ GEMS Cot # % |
€3 B4 to B112 Upgrade GAZDO3L H45561R2
£G 8115 4D TEE HW Upgrade GA200932 Has5718L
PMI B BI12 °20 Option” Upgrode 1o BT12 “AD Expent Gplian” [ GA200833 Hu556134
hates:
1. GEVingmed Parl # identifies the d: evicels) in the monufaciurer's desigs, manufacturing ond service decumentation. it
! is usually offiued to the davicets)in the form of a praduct identificotion or reting iabel,
2. GEHC Cot # identifies the devicels] in the mamiacturar’s cotolog ond is usu luded o commerciol dotumants
ke sale contract, order pracessing documents and sipping documents.
COCES6E61L rev 05 poga Lol &
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. ‘ - GE Healthcare
ES PROMLASENI O SHODE

{Podle ustanoven! smémice o 2dravotnickich zafizenich 93742/EH5 |

Wyrobee:

GE Vingmed Ultrasound AS
Strandpromenaden 45,
N-3191 Horten, Norsko

 prohlaujeme na svou vyhradni odpovddnost, ¥e zafizeni tHidy lia:

Vivid £9

ultrazvukovy pistroj, snimani, kardiovaskuldrni

vietné systémovych kormponent a pHisludenstvi — viz dodatek
kod GMDN: 40763

Kéd UNVIDNS: 17-422

Kiasifikatn! pravidlo (93/42/EC Pifloha 1X): 10

* ke kterému se toto prohlsseni vztahije, splfivje poZadavky smérnice 93/42/FHS o zdravotnickych
 zaffzenich, kieré se na toto zafizen] vziahuji.

| Tato shode se zakldds na nasledujicich skutefnostech:

&

informace uvedené v technickych dokumantech, sloika konstrukéni dokumentace zn.: DOCORASTES
pradukiu, na ktery se toto prohiagens vztahuje.

Certifikat ES: schvdlend dpiného systémuy zZajisténi kvality (Piloha l smérnice G3/42/EHS o
zdravotnickych zafizenich) udéleny spoletnosti Nemko { Notifikovany orgn 6470, Cervifikar 2
£4111401

Seznam harmonizovanych standardg aplikovanych pro znadeni CE:

Zdravotnicks alektrickd zafizent, obecné poadavky na bezpelnost, EN 60801-1:2006

Zdravotnicks elektricks zatizeni, konkrétni poZadavky na ultrazvukova zafizeni, EN 60601-2-27:200%
Zdravotnicks elektrickd zafizeni, vedlejdi standard, EN 60601-1-2:2007

Zdravotnicka elektrickd zafizeni, vedlejsi standard, EN 60601-1-4:1999

Zdravotnicks elektricks zafizen), vedlej$i standard, EN 60601-1-6:2007

Biologické vvhodnoceni zdravotnickych zafizent, EN iSO 10993-1:2009 5 plisluSnymi testy

Software zdravotnickych zafizeni, Proces Zivotniho cykiy softwary, EN 62304:2008

Informace dodané vyrobcem zdravotnickych zafizen!, EN 1044:2008

Symboly pro pouditi pfi oznatovént zdravotnickych zaffzeni, EN 980:2008

Aplikace fizen rizik na zdravotnickd zafizeni, EN iSO 14971:2009

Systémy Fizeni kvality, EN 1SO 13485:2003

[netiteiny podipis]

Horten, 12, ledna 2012 Jan Tore Thollefsen

Vedouc! regulaénich zdleditost]

Tote E5 prohidSeni o shods pro Vivid £9 nahrazuje piedchoz! prohtdSeni ze dne 6. ledna 2012,

: DOLCSEsE1S rav 05 Strana lze 4
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PRILOHA K ES PROHLASENT O SHODE 26 dne 12, ledna 2012

Vivid £ ~ Produkt, seznam valitelnych molnosti a Vstup/stup
KONZOLA
4 P0PIS PRODUKTY L. soudstky GE Vingmed™ | Katalogové 2. GENGD
Vivid ES,100-230VAC, 40 voiba Expert s LCD monitorem 17° GAG00940 HASSE6LRT
1 Vivid £9,200-230VAC, 2D 5 LCD monitorem 47" HABOOSSY HA556IRW
Yivid £5,100-230VAC, 4D volba Expert s LCD monitoram 15" GADDOG4S H45301RX
: Vivid £9,100-230VAL, 20 5 10D monitorem 18" GADDOSSS HAS562RY
- MOTHOSTI KONZOLY
PORIS PRODUTIY £ soulistky GE Vingmed® Katalogové £, EEMED
: Rontrastal zobrazovani LVO GAZ200831 HE5581MY
{ Vasiularnd kontrast GAZ00832 H4S361IMZ
1 Balik AF] Productivity GA00807 HA55616X
1T GAZ00808 H455518Y
-Pruze hmotiost LY GA200841 HAB5B1INA
1 4D deformace 8 hraothost LV GA200842 HEB5GINE
§ Napéri {steess) GA00838 HE5581NC
Auto 2D EF BAZ00843 H4B561ND
i Aktivaceqv £ 64200888 HA5561R}
£ Pokeodilt zobrazovint Qscan GA200893 H4S5B1RK
7y
%’yﬁwfwmp o
~ F0PIS FRODUKIL £, souldsthy GE Vingmed™ | Katlogovs & BEMED
Mikrofor na sedudni zyuk, POG MA-300 s adaptérem FOZC0036 HASBDINE
Transdacer puisového tuky, PCETY-306s sdaptérem FO200037 HES001LHE
£KG kahely IEC, 437951002 18410028 - E90022C
B kabel dMulti-ink 2-voditowd ECE Neonatal (AHA) 412944-001 412984001
B kabel Mbitidink 2-vodiovy ECE Neonatal {IEC) 412844-002 412884002
Vodite EXG £C, 4£2682-002 16410028 ES003CN
tada kabell BKG FC200389 HAS521AL
Kabel EKG s bahdnevii typem 28401848 £81320HA
Elaldrody EKG, typ snap 31520237 83920232
Feldrody EXG SilverTRACE ILE777-D0L 2014777004
Lahet £KE Margquetis (BC, 5 voditl 15410028 H4B531YK
Fabalovy adantér BKE Multidink S-voditow) DIN adaptér 414376-004 ALART0-001
#abelovy adaptér £KE Muiti-ink 3-voditovy DIl adaptér 43143714001 34371001
; Pozndmiy:
. 1. . soutisiy GF Vingmed j& cznadent mfizen v projeklova, vrobni a senvisnf dokumentagy vytobes. VESinou se piipojule & zifreni ve fonnd identifkaiafio neho
neirtindinito Sitk, -

2 Kaalgove & GEHS ja ozatent zaflzeni v kaalogu vrobce 2 o cbwykle wiiBno v komerdnich dokumerderh nap?. smiouva 6 prodef, dokumenty o zorenouin
: Zakdzky a pleptayni doidady.
B 3. VsioosiVistupat zafizent soe kompaiiblin s ostatnimi ulsazvukovymi systémy GEHS a sou czateny Cistem NB edpovidaicim S Prohtileni ve kerém jsou
3 produtiim pifazeny maZky CE. Spolefnost GE Vingmed Ultrasound AS ovifile weajpmnon sompatiblite zafizent ve spafent s Vivid B9 a uvedla oiistuling informacs
uivatelimn v ndvody k poudtl Vivid B,

i

| DDCOUBAES rev. 115 Strana22e 4
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GE Hegltheare

SR

Vivid E9 — Sondy s pFisiudenstvim

SONDY 5 pﬁs!ﬁe{&&f;m
Ewiaey sonpY NET &, soudsthy GE Vingmedi™ Katalogovd £, GEMSEY
Tyesp 8F GE-3MIX HA5E510H
| BF 5160208 H40018T
55 BF 47236955 Ha507188
fisn BF 2360743 HASORIRT
i oF 5162354 . H400IBC
i af 5217849 H40442LM
T BF 5176508 HAG432LH
IME15D B¢ 5271060 HA045216
THTD aF KN1O0100 HASS7ICE
L BF KN100105 H485847D
Fareps® 8F £N100104 H458517F
£5 a8F KN1G0gg2 HAS5210M
TR Bf KM100033 H45531047
Ty 8F KN1DDOT2 455240y
foras ® 88 KN1GOGT3 HAS831YM
oo BF TEIGG024 H4d30i8
SEn 8F TQL00002 HAS301E
131 CF KWI00011 HASSTINT
%iﬂda ulladad systém TEE ashodi se KX2001568 H45551NK
UkAdadt policks TEE nehodi se KX2006272 . HASES MM
FAdapter sondy TEE — R5C. nehodi ze FD200127 HA55417Y
0thranny kryt skenovaei hlavy TEE nehodige KZ3G7208 HAS521CK
'Cthrang skenovaci Blawy, dospéli, 25 ks niehodi se R¥307248 HAS551MS
Dby kvt skenovact havy TEE PED nehodi se KZ307876 - HASS4LRN
Oehrares skenovacl blavy pediatricksd, 25 ks nehod! se KX307219 HASS51MT
L nasaditelny zubnd chedni€ pro dosnilé nehodise KZ200687 HA554EE
Rasaditeiny zubnj chramz, 25 ks nehodi se ¥X307214 HIS5510Mt
 JEE nasaditelay zubini chednil pro dospéls Of nehodi se KL200892 HABSZES
| & Hasaditeinyg zubnichrdni€ OR, 25 ks nehodi se KX307215 HESESIMN
HIEE konventni zubni chrdni2 pro dosn8ié yehadi sa OZEATOLE HASSI
Zubnf chranif pro dospBls, I5ks nehodise KNB07237 HABESIMR
Honvengni zubnf chrénid TEE pedistricky nehodise 086A0GLO HES52916
Zubni chanit pediatricky, 25 ks nehodl se KX307218 HAZS51MP
ndiktar Dtvery xSy nehodi se KZ208800 HES531HS
Hahradni sada vicethiovs fi24) nehodi sg nehodise ERATSRE
Konzola biopsie 47 nehoti se nzhodi se E33B5NA
Saxla spouitéie bio voditka SL néhodi se 5178413 - HABUSEK
1 $H-HS Multi tioptické voditks {pra 112-D) nehodi se 5175499 HAD4Z2LL
iSeuprava pro biopsli MES-D siehodf se 643-369 H4ESB1FC
#ALS-25- Sada spouftEe bivpsie, vicedhlovd nehodi se nehodi se Ha0432:;
FGEL Ultrazvukovy Bluasean 260g nehodi se D98B200L H45534HR
sPoznimby: ]
: 1. G ooulhstky O Vingmed i cxnalteni zafizeny projektové, virekni g servisni dokumentacs visobee, Vatiinou se piipcjue kzafizent va formd Mentifikatnme
Tiebo novinalniho Stk
2. Radlogowt & GEHS je oznatent zafizenl v kataloge vitobes & o chvykls uvidano v komardnich dokutmentech napt smlouva o prosel, doltimenty o zpmcavin
zakazky & pepravol toklady,
3. Vsupaliystupni zafizent isou kompatibitd s ostatmimi ultrazvukovimi systémy BEHS a jsou omateny &islem NB edpovidaficim £S ProhiaSenive derém jsou
produkly pitazeny znatky CE.

4. Sondly s plisheSenstyim jsou kompatiinl s ostatnimi ultrazvukovymi systémy GEHC 3 jseu czmadeny Gislem N8 odpovidajicim E8 Prohiatent ve Hetém jsau
produildy plitazeny anatiky GE. Spolefaost GE Vingmed Ulasoind AS oviiia vzijemnou kompativiitu 2afizent va spoient s Vivid 58 2 wedls piisluSné
formace uZvaleiim v nvedu k ol Vivid £9.

Typ oznafiuje stuped cchrany prof elektrickym Sokiim pro kadou sondu, tak jak je uvedeno na ¥tk samotné sendy,

Sonty BTe-RS, 6T.R8 2 9T-RS Ize poudit na Vivid £9 pouze pfi sutasném poudili sondoveho adapién TEE ~RS, Atapisr sam o 5ob5 nert aplikovanoy
souBisticou.

o en

E
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;;" N Vivid E9 - pislufenstvi a aktuslizace
& pHsiugsnst | i
FPOPIS SRODUKTY £ soutdsthy GE Vingmed™ Katalogové £, GEnSH
1 Teipeddiovs noni prenimat 5331575 HAZIOFT ?
T78 tiskérna digitdint s USH FC100942 HASE310E |
#-Baremn jaserovd tiskdrma 110V EY100148 HAS5440H
| Barsvnd faserovd tiskdrna 220V EY100148 HES54UMM
J Barevnd video tskdrna GALOOE77 . HASSEIAR
- Pamblovy Wi USE4GR UEOEDTS4 H3SSELYIM
- Parndiovy KIS USB 838 GB6EG7S3 HA5561YP
 Euternt peung dick USE EYID0147 4556181
- Rekortér digitdinilio video stresmu GAZDDB58 HASSSING
L2 Ochanny keyt Vivid Expert 5316837 HESESINT
“Steres bivle pro 3D zobrazovand, seda FDZ00123 ) HA5555MH
$i0bdina bejle D66EH370 HA5551
» 38 brfie Anacrome 06680371 HASSSIMEK
£:30 briie Anacrome nasazovac Q660372 HASERIRAL
= ~
i
H
B AKTUALIZACE N
SOPIS PRODUITY €. souldstky G Vingmed® Ratalogové & GEMSTS
¥ Upgrade Vivid ESBTI1 ng BT12 GAZ00931 H45561R2
Upgrade Vivid £3 8712 45 TEE HW GA200032 TASETIEL
- Upgrade Vivid £3 8712 "2DOption” na BTX2 *4D Expent Optior® GAZ00933 HASBEISA
Pazndmiy

1. o souldstky GE Vingmead je omadeni mitzeniv projekzové, vyrobni 2 servisnf dokumenzaci virobee. Y&Sinou se piinojuje k zaffrent ve formé
identifiketaiho rebo nomindinihe Hitka.

<. Yamiogove Sisio GEHS je oznadeni ratheni v katalogu virobee 2 e obwyide uvédEno v komertnich Gokumentath napf, smiouvs o proded, dokumanty
o zpracovani zaldzky a plepravnl duklady. i

%ﬁzmeﬁzﬁck& dolozka
;. duke tumotfnik juzvke angfﬁgf;éﬁo,' jrﬁénovaﬂ}? rozhodnutim

§ Krajského soudu v ?;;?gé ze' dne 23, 5. 1994, &J. Spr. 2204793
sturzfl, Ze plekiod soublast s anglickym textem pripojeng listiny.,
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DECLARAT!ON OF CONFORMITY
Konformitc’itserk/drung

Following the provisions of (he medical devices directive ‘BS/QZ/EEC, Annex il and of e directive 2011/65/£y

gemaB den Yorschrifien ger £G-Richtlinie T3/42/EGG Gber Medizinprooukse, Anheng il ung der Richtiinie
011/65/EU zyr 8eschrdnkung ger Verwengung bestimmter gefdiniichdr Sioffe

we/ Wir

Manufacturer/ Hersteller EU Authorizeg Representative/ Autorisierter Ei-v riroter

GE Medical Systems Israe| Lig GE Medical Systems S¢S
4 Etgar Street 283 rue de lo Miniére
32120 Tirat Carmel, Isrge] 78530 BUC

. France

Declore under oyr sole responsibili ty thot the class lta device/ ErkiGren unter unserer alleinigen
\-/E:'onzwcrz'ung, dess dos Produk: der Kinsse lig:

Vivid 870 System

GMON-Code: 40 763: Ultrosound Systems, imaging, Cordiovascular
UMDNS-Code: 15-975

Ref: Technical File / Techn@sches Dossier: DOC1518239

Clossification ryfa 193/62/5C Annex 13y K/ossif/zierungsrege/ 93/42/8G Anhang IX): 16

To which this deciaration rejates is in conformity with the requirements of the medicol devices directive
93/42/EEC which apply to it and with the requirements of the directive 2011/65/EU on the restriction of the
use of certain hazordous substances in elecrrica and electronic equipment,

aul des sich diege Erkitirung bezieht, den Anforderungen ger Richthnie §3/: 278w Uber Medizinorogukze, die
fur dos Procuk: gelten, entsorichs der Richtiinie 2011/65/5y 2ur Beschrédinkung der Verwendung bestimmier
geichrlicher Sipfe,

The coriormity to the medical devices directive 83/42/EEC is based on the following elemenis / Ciese
Konformitéit bosiert auf den foigenden Elementen der Medizinprodukte Richtlinie 93/42/FwG -

- Information included in the docurments/ Informaticnen, die in diesen Dokumenten enthalten sing-
: Tachnicol Documentation/ Techriische Dossier Rel/ réf.: DOC1518239 lECR-2179751 ECO-2182926}, of the
product to which this declarction relotes / des Produkts, ouf das Sich diese Erkidrung bezieht,

- EC certificate: approval of full quality QSSUrGnCe system {Annex (i of the medicol devices directive 93/62
£eC] delivered by / EG-Zertifikat: Genehmigung des xompletten Ouc/itdtssicherungssyszems {Anhang ii der
Richilinie 93/42/8WG Gber Medizinprodukte) ausgestellt von DEKRA Certification B.v, (Notified Bady /
8enannte Stelle 0344) on /am 01-Mar-2015 Certificote Ne/ Zertifikat Nr 75689CE01

Tirat Cormel, 28-april-2015 Karin Shimoni
Regulatory Affairs

Reference of the Declaration/ Referenz der Erkitrung: DOC1s 16772
Yivid $70 Declaration of Canformiy ,
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GE Heaithcare

¢ of harmonized standards opplied for CE marking/ Liste der harmonisierien Normen. die fir die C&-

Kennzeichnung angewendet wurden

I

EN 60601-1:2006 + A1:2013 Medical electrical equipment - Port 1: Genergl requirements for
safety :

2. EN60601-1-2:2007 + C1:2010 Medicol electrical equipment - Port 1-2: Generol requirements for
safety - Collateral standard: £ lectromognetic compatibiity - Requirements and tests

3. EN60601-1-6:2010 Medical electrical equipment - Part 1-5: General requirements for basic
sofety and essential performance - Collateral Standarg: Usability .

4. EN605601-2-37:2008 Medical electricol equipment - part 2-37: Particulor requirements for the
safety of ultrasonic medical diagnostic and monitering equipment

5. ENEB2366:2008 Medicof devices — Application of usability engineering to medical devices

& ENG2304:2006 + C1:2008 Medical davice software — Software life-cycle processes

& 7. ENISO 14971:2012 Medicai devices — Application of risk management to medica! devices
Tirat Carmel, 28-Aprii-2015 Karin Shimoni

Regulatory Affairs Leader

Refarence of the Decloration/ Referenz der Erklgrung: DOC1516772

Vivid $70 Decloration of Conformity e
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ADDENDUM TO THE DECLARATION OF CONFORMITY / ERGANZUNG ZUR

KONFORMITATSERKLARUNG dated / datiert 28-April-2015

Vivid 870 System ~ Product and options list

BASE CONSOLE / Ger&t

Product Description/ Produktbeze:chnung

Catalog Designation Katalogbezexchnung

VS70

H&5041SwW

ACCESSORIES AND OPTIONS / Zubehér tind Optichen

Product Description/ Produktbezeichnung

Catalog Designation/ Katalogbezeichnung

AIN kbd factory upgrade

H45051UC

ECG cable, adull, 1EC 11

H45051UA

ECG cable, ngo, IEC 1

ECG lead set, adult, 1EC 1

H45051U8

H&ss7iRE

Leod/electr nep IEC 6001 H45571RK
Adapler, £CG 3-lead & H45571RL i
Ext ECG Coble JHesd2e -
Smart Standby 1 i Ha5051A8
Tripedal footswiich H46732LF
Stereo Glasses for 3D visualizotion, Set H45551MH o
Speciacie Casing H45551MJ
Anachrome 3D glasses H45551MK
Anachrome 30 glosses Clip-On Flips Ha45551ML T
USB 8/W video printer 14 H45051AT
USB color video printer %~ Ha5051AU .
Col Laser Printer 220-240V 1l H45041RF

CONNECTIVITY / Konnektivitdt &

Product Description/ Produktbezeichnung

Catalo_g' Designation/ Kataloghezeichnung

BiCOM Network Connectivity H45051AP
_MPEG‘/ue eVye H45051A0
Embeddad DICOM viewer on DVDs 1 H45051AS
Wireless USB Adapter H45041RH

STORAGE / Lagerung

Product Description/ Produktbezeichnung

Catalog_Designation/ Katalogbezeichnung

S8 Flash Cord

DVD Rw

H45051AV

H&502LNF

LANGUAGE SUPPORT ¥ Sprachunterstiitzuhg

Product Description/ Produktbezeich nung

Catalog Designation/ Katalogbezeichnung

INSTALLATICN and DOC, DISK ON KEY

5535180

Country Kit (xy defines different languoges)

H45051xy

Tirat Carmel, 28-April-2015

Karin Shimoni

Referenc: of the Declmodon/ Referenz der Erklérung: DOC1516772
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ADDENDUM TO THE DECLARATION OF CONFORMITY / ERGANZUNG ZUR

KONFORMITATSERKLARUNG dated / datiert 28-April-2015

Vivid 870 System ~ Product and options list

ADVANCED OP]
Erwéiterte Opt:one

Product Description/ Produktbezelchnung Catalog Designation/ Katalogbezeichnung

Smart Stress H45051AD

AUto EF H45051AE

ARD ) o ] H45051AF o

Advanced Qscan imaging H45051AH )

- L H4505 1A o

" o |H45051AK

VO Contrast ) H45051AM

Rodenﬂ_mm_" e JH4S50S1TY o
3 - H45051AN

TEE probe interface T _1H45051AL

gp i H45051CY

Advanced 4D H45051A0

TRANCDUCERS A
Ultraschallsonden i
Product Description/ Produkibezeichnung |} Catalog Designation/ Katalogbezeichnung
M5Sc-D H44901AE
: H45021RR
o H45021RT
B ) H455818)
] Hassse o oo oo e
Ha0442LM
- - HA0472LT
M5Sc-D Biopsy kit H&5561FC o
9L-D Biogsy Kit H4906BK
{C1°6°D Biopsy kit o Hwo1zBE
TEE Cleaning and Stori ing sys am H4555 1NK i
TEE Storage Rack H45551NM
TEE Clip-On Bile Guard Adult H4SS11EE
TEE Clin-On Bite Guord Adult OR H45521CB
TEE Conventional Bite Guard Pedictric H45521JG o
TEE Cunventional Bite Guard Aduft H&55210H
Adult TEE Scanhead Protection Cover H8 S K B
Pediatric TEE Scanhead Protection Cover H45541RN

dotes / Anmerkung:

1 aems thet are CE morked by their manufaciurer /Zubeho doss durch deran Hersieller CE-gekennzaichret ist.

Tirat Carmel, 28-April-2015 Karin Shimoni

Reference of the Deciorotion/ Referenz der Erkidrung: DOC1516772

vivid $70 Decleration of Coniormity ,
&l
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Pfeklad z anglického jazyka Strana 1ze 4

{logo spolecnosti] GE Healthcare
ES PROHLASEN O SHODE

v

(podie ustanoveni smérnice 93/42/EHS o zdravotnickych zafizenich, PEiloha 1l a smérnice 2011/65/EU)

My
vyrobce Povéreny zéstupce EU
GE Medical Systems Israel Ltd GE Medical Systems SCS
4 Etgar Street 283 rue de la Miniére
39120 Tirat Carmel, lzrael 78530 BUC

Francie

Prohladujeme na svou viastni odpovédnost, Ze zafizen/ tfidy Ha:

Systém Vivid 70
Kéd GMDN: 40763; Ultrazyukové systémy, zobrazovani, kardiovaskularni

Viz: Techhicka dokumentace: DOC1518239

Klasifikaéni pravidlo (93/42/ES PFiloha IX): 10,

ke krerému se toto prohlddeni vztahuje, je ve shodé s pfislusnymi poZadavky smérnice 93/42/EHS o
zdravotnickych zafizenich a s poZadavky smérnice 2011/65/EU tykajici se omezeni pouZivani urtitych
nebezpetnych latek v elektrickych a elektronickych zaffzenich.

Tato shoda se smérnici 93/42/EHS o zdravotnickych zafizenich se zakladé na nasledujicich prvcich:

~ Informace obsaZené v dokumentech:

Technicks dokumentace zn.: DOC1518239 (ECO-2179751 ECO-2182926) produktu, na ktery se toto
prohldseni vztahuje.

£S certifikat: schvaleni dpiného systému zajidténi kvality (Pfiloha Il smérnice 93/42/EHS o
zdravotnickych zafizenich), ktery vydala spolednost DEKRA Certification B.V. (Notifikovany orgén
0344) dne 1. bfezna 2015 / Cislo certifikdtu 75689CE01

Tirat Carmel, 28. dubna 2015 Karin Shimoni
[neéitelny podpis]
Vedouci zaleZitosti regulace

Znacka prohladeni: DOCL516772

Prohidgeni o shodé Vivid $71 1/4
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Pieklad z anglického jazyka Strana 2 ze 4

{logo spoleénosti] GE Healthcare

—  Sefnam harmonizovanych norem aplikovanych na znaéeni CE

1. EN60601-1:2006 + A1:2013 + A2:1995. Zdravotnicka elektrickd zafizeni - Cast 1: Obecné
pozadavky na bezpeénost

2. EN60601-1-2:2007 + C1:2010. Zdravotnické elektricka zafizeni - Cast 1-2: Obecné potadavky
na bezpednost - vedlej$i norma: Elektromagnetickd kompatibilita - PoZadavky a testy.

3. EN 60601-1-6:2010. Zdravotnicka elektricka zafizeni - Cast 1-6: Obecné pozadavky na zakladm
bezpetnost & podstatnou vykonnost - vediej$i norma: PouZitelnost.

4. EN 60601-2-37:208. Zdravotnicka elektrickd zafizeni - Cast 2-37; Konkrétni pofadavky na
zékladni bezpednost ultrazvukovych zdravotnickych zafizeni a sledovaca zafizenf

5. EN 62366:2008. Zdravotnicka zafizeni - Aplikace inZenyrstvi pouZiteinosti na zdravotmcka
zafizeni.

6. EN 62304:2006 +C1:2008. Software zdravotnickych zafizeni - Procesy Zivotniho cykiu softwaru

7. ENISO 14971:2012 Zdravotnicka zafizeni - Aplikace fizenf rizik na zdravotnicka zafizeni

Tirat Carmel, 28. dubna 2015 Karin Shimoni
’ Ineliteiny podpis}
Vedouci zdletitosti regulace

Znatka prohiadeni: DOC1516772

pronfageni o shodé Vivid 571 2/4
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Preklad z anglického jazyka

llogo spoleénosti]

Strana 3 ze 4

GE Healthcare

DODATEK K ES PROHLASEN[ O SHODE

ze dne 28, duba 2015

Systém Vivid S70 - Produkt a seznam moinosti

ZAKLADNI KONZOLA

Popis produktu

Katalogové oznadeni

VS70

H450415W

PRISLUSENSTV A MOZNOSTI

Popis produktu

Katalogové oznaceni

Upgrade A/N kldvesnice H45051UC
Kabel EKG, dospéli 1EC ™ H45051UA
Sada vodich EKG, pro dospélé IEC H45051UB
Kabel EKG neo IEC™ H45571RE
VodiZ Jelektr. neo IEC 600 H45571RK
Adaptér, EXG 3-vodige ™ H45571RL
Ext. kabel EKG H45021LL
inteligentni pohotovostni rezim ! HA5051AB
Trojpedaiovy noin{ pfepinad H46732LF
Stereo bryle pro 3D zobrazeni, Sada H45551MH
Pouzdro na bryle H45551M4
Anachromové 3D bryle H45551MK
Anachromové 3D bryle, pfipinatelné flipy HAS551ML
USB CB video tiskarna HA5051AT
USB barevna video tiskarna' H45051AU
[Bar. laserova tiskarna 220-240 V" H45041RF

PRIPOJENI NA SIT

Popis produktu

Katalogové oznaten{

PFipojeni na sit DICOM H45051AP
MPEGVue, eVue H45051AQ
Zabudovany prohiiset DICOM na DVD™! H45051AS5
Bezdratovy adaptér USB H45041RH

PAMET

Popis produktu Katalogové oznageni
DVD RW H4S5051AV

USB Flash Card HA45021NF
JAZYKOVA PODPORA

Popis produktu Katalogové oznadeni
INSTALACE a DOC. DISK ON KEY 5535180

Sada pro réizné zemé (xy oznatuje rlizné jazyky) HA45051xy

Tirat Carmel, 28. dubna 2015

Znatks prohladeni: DOC1516772

prohiaieni o shodé Vivid S71

Karin Shimoni
[necitelny podpis)
vedouci zaleZitosti regulace




ad z anglického jazyka Strang 4 ze 4

spaleénosti] GE Healthcare
DODATEK K ES PROHLASENI O SHODE
ze dne 28. duba 2015
Systém Vivid $70 - Produkt a seznam moinosti

SRENE MOZNOSTI

Katalogové aznateni

s produktu
rt Stress H45051AD
y EF H45051AE
H45051AF
itené zobrazovéni Qscan H45051AH
H45051Al
HA45051AK
Contrast H45051AM
ent H45051TV
1 Assist Pro HA45051AN
hranfsondy TEE - . H45051AL
H45051CY
§ifené 4D H45051A0

‘RAZVUKOVE SONDY A PRISLUSENSTVI ULTRAZVUKOVYCH SOND

sis produktu Katalogové oznaleni |
S¢-D H44901AE

D H45021RR

>-D H45021RT

7-D HA5581BJ

=-RS H45551ZE

D H40442LM

-6-D H40472LT

D H4830JE

35c-D sada biopsie HA45561FC B
-D sada biopsie HAS06BK B
-6-D sada biopsie HA913B8B \
£ systém na Cidténia uklddani H45551NK

£ ukladaci policka HAS551NM

€ pfipinaci chranit skousnuti pro dospélé HA45511EE

ZE pfipinaci chranit skousnuti pro dospélé OR i HAS521CB

£E konvendni chranic skousnuti pro deti H45521)G J
EE konvendn{ chraniC skousnuti pro dospélé M455213H |
EE ochranny kryt hiavice skenu pro dospélé H45521CK _&
EE ochranny kryt hlavice skenu pro déti H45541RN J

1zndmky .
Polosky, které maji od svého vyrobce znateni CE

irat Carmel, 28. dubna 2015 Karin Shimoni

[netiteiny podpis}
vedouci zaleiitosti regulace

nadka prohlaseni: pOC1516772

rohlageni o shodé Vivid 571 4/a
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Tlumoénické doloika
Jako tumocnik jazyka anglické€ho, jmenovany rozhodnutim

Krojského soudu v Brné ze dne 23. 5. 1994, C.f. Spr. 2204/93
i, se pfeklad souhlasi s anglickym textem pripojené listiny.
icky Ukon je zapsdn pod pofadovym Cislem /(' ? é 2/ deniku.













