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EC DECLARATION OF CONFORMITY

EG Konformititserkldrun,
(Following the provisions of the medicol devices directive 93/42fEEC)

iGernaB den Vorschriften der EG-Richtinie 93/42/EWG Uber Medizinproduktel

We (Wir}
Manufacturer EU Authorized Representative
Hersteller Autorisierter EU-Vertreter
GE Medical Systems Ultrasound ond GE Medical Systems Information
Primary Care Diagnostics, LLC. TechnologiesGmbH
9900 Innovation Dr - Munzingerstrasse 5
_ Wauwotosa, Wi 53226 79111 Freiburg, Germany
Declare under our sole responsibility thot the class lla device: ¥

Erkléren unter unserer alleinigen Verantwortung, dass das Produkt der Klasse lig angeber:

LOGIQ E9 Ultrasound System
UMDNS-Codle: 15-976

Technicat File : DOC1136093

GMODN Code: 40761
Classification rufe [93/42/EC Annex 1) - Rute 10 of Annex IX
Kigssifizierungsregel (93/42/EG Anhang 1%}

To which this declaration relates is in conformity with the requirements of the medical devices
directive 93/42/EEC which apply to it.

auf das sich diese Erkiarung bezicht, den Anfarderungen der Richtlinie 93/42/EWG lber
Medizinprodukte, die fir das Produkt gelten, entspricht.

This confosmity is bused on the following elements:
Diese Konformitat bosiert auf den folgenden Elementen:

. nformotion included in the documents:
Technical File Ref/ réf : DOC1136093, of the product t¢ which this declaration relates.
Informationen, die in diesen Dokumenten enthalten sind:
enswicklungsverloufsdated Ref fréf: DOC1136093, des produkts, ouf das sich diese Erklarung bezieht.

. £C certificate; approval of full quality assurance system {Annex Hl of the medical devices
directive 93/42 EEC) delivered by LNE / G-MED 0459 ) on 21Dec2011 / Certificate N*12474

£G-Zertifikat: Genehmigung des kompletten Qualitdtssicherungssystems {aAnhang ! der
Richtiinie 93/42/EWG Uber Medizinproduktel, ausgestelit von (NE / G-MED 0453 am
sTTMMJahr/Zertifikat Nr. 12474

Page 1 of 6 DOC11360%4 rev.?
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1. Council Directive 93/G2/EEC of 14 June 1993 concerning medical devices

7 ENE0601-1:2006 +C1 2010 Medical electricol equipment - Port 1: General requirements for safety {IEC 60601-
1:2005 + C1:2006 + C1:2007}

3. EN 60601-1-2:2007 + C1:2010 Medical electrical eguipment - Port 1-2: General requirements for sofety - Cellaterdl

standard: Electromagnetic compatibility - Requirements and tests §EC 60601-1-2:2007} )

EN 60601-2-37:2008 Medical electrical equipment - Part 2-37: Particular requirements for the sofety of ultrascnic

medical diagnostic and monitoring equipment {IEC 60601-2-37:2007}

€N 623662008 Medical devices — Application of usability engineering to medicol devices

EN 980:2008 Symbols for Use in the Labefing of Medical Devices

EN 1041:2008 Information Supplied by the Manufochurer of Medical Devices :

EN £2304:2006 + C1:2008 Medical device software — Softwore life-cycle processes IEC 62304:2006 + C1:2008)

| EN SO 14971:2009 Medical devices — Application of risk managernent to madical devices IS0 143721:2007}

0. ENISO13485: 2003 + C1:2007 - Quality Systems ~ Modei for Quality Assurance

&

Do ®aon

21-January-2013 Bryon Behn

Regulatory Affairs Monager
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ADDENDUM TO THE EC DECLARATION OF CONFORMITY dated 11.Dec 2012

Product Description Catalog Part Numbef?
Designutioni
LOGIQ E9 R4
Console 100-120V H49132Z 5205000-7
Console 220-240V
LE9 Upgrade to R4 H4313Y
T ; NFA 5454367,
LOGIOQ E9 R4 Applications SW Nsu54367-2
Compatible Ultrasound Transducers :
{Probesk
3CRF Micro-convex Transducer H404421 P 5196216
9L-D Linear Transducer H404421LM 5212849
11tL-D Lineor Transducer H40432LN 5176908
C1-5-D Convex Transducer HA0452LE 5304539
1C5-9-D Micro-convex intracavitary H40442LK 5212417
Transducer '
M45-D Matrix Array Sector H404421LN 5224357
Transducer
MBC-D Matrix Array Convex H40432LM 5182312
Transducer ;
MLE-15-D Matrix Array Linear HA40452LG 5271060
Tronsducer g
RAB2-5-D 4D Convex Transducer H48651MN 5189544
RIC5-9-D 4D Intracavitary Jransducer | H48651MS 5189803
RNAS-9-D 4D Micro-convex Transducer | H48651MY 5260751
RSPE-16-D 4D Linear Transducer H48651MR 5189162
$1-5 Sector Transducer H49085C 5269878
RAB4-8-D * 4D Convex Transducer H48651MP 5189715
M55-D Sector Transducer H45551NH (GE-3MIX .
S4-10 Sector Transducer H49085N 5336208
1.8-18i-D Linear Transducer H404521L 5335525
1= Transesophageal Transducer {H455517D KN100105
65-D Sector Transducer HA45021RR 5326843
P2D Pencil Transducer H4830JE TELOQOZ24
P6D Pencil Transducer . H4830JG T(Q100002
$4-10-D Sector Transducer H45302LA. 5394804
$1-5-D Sector Transducer H49135D 5438302
RABG-D 4D Convex Transducer H48681MG N/A
C2-9-D Convex Transducer Ha0462LN 5405255
C1-6-D Convex Transducer H40472LT 5441597
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SW & Hardware Options

Tissue Velocity Imaging H4910TY 5340252
DICOM H49080M 5312244
Req} Time 40 H4908D 5206592 ©
Contrast maging H4908C 5312252
Vocal H4908HL 5312247
Volume Contrast imaging (VCIl H4908HM 5312210
Volume Navigation H4308NA 2394558
Scan Assist H49085A 5311827
Elastography H4910E 5340250
Stress Echo H4911SE 5412997
Elastogrophy Quantification H4911EN 5412998
Color Fiow Quantification H4911CN 5412999
Auto IMT H4910MT 5340251
Continuous Wave Doppler H4910CW 5340247
LOGIQVIEW HA90BLW 5311914
DICOM H4908DM 5312244 .
Report Writer H4908RW 5312264
Real Time 4D H49080D 5306592
4D with VCI H4908MD N/A
Tomographic Uitrasound Imaging H4908TM 5313538
Tissue Velocity Imoging H4910Y 5350580
B-Flow Upgrade H4913BG 5459934
B Flow +i49138BF 5458449
Breast Progductivity Package H4913BP 5454447
Thyroid Productivity Package H4913TP 5448316
Measure Assistant OB H4913AM 5437098
Measure Assistant Breast H4913A8B 5451114
Compare Assistant H4913CM 5452802
Advanced ProbeDption H4913AP 5452131
Continuous Wave Doppler Upgrade H4910HW 5350721
Continuaus Wave Doppler Upgrade - Juneau H4911CW 5472131
3 DLP Connector Option H4913DL - 5438013
4 DLP Connector Option H49130P 5437101
LCD Arm Upgrade H4913LC 15456885
Cardiac Package H4910CE N/A
Cardiac Package Short Cable H4910CF N/A
Cardiac Package Plus H4911CE N/A
Cardiae Package Short Cable Plus H4910EG N/A
ECG Module H4910EG 5454982
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Accessories
VNav Systemn includes: H4908N N/A

VNav Brackets: H4908NA ;

- DriveBAY 3D Tracking System 5168286

- Multiple Probe Biopsy Starter Kit with

Vnav Support 5304800

-V navneedle tracker H4910NT 5350924

-V nav needie tracker 18/20g H4913NT 5451117

-\ navvirtual tracker H4910NY 5350925
~\/Nav Stand (Stand for True 3D - VGU H4908N5 5268740
Transmitter)
- VNav on board stond H4913NP 5438848
Vhav v2 H4913NA 5459022
VYNav Flat Transmitter H4913NF 5437445
Active tracker Starter Kit H4913AT 5438658
VNav Bracket Kit HA90BNK 5304800-2
91.-D VNav Bracket H4908NB 5391041
C1-5-D VNav Bracket H404324F 5391411
C1-5-D VNav only Bracket H4913NL 5460200
$1-5 VNav Bracket H4908ND 5391042
Mi6-15-0 VNav Bracket H40432LK 5391412
ML6-15-D Biopsy Kit H404320) 5264178
C1-5-D Biopsy Kit Ha0432LE 5268272 .
51-5 Biopsy Kit H49085D 5182579-21
S4-10 VNav Bracket H4908NN 5363955-2
1C5-9-D VNav Bracket H4908NF 5365938-2
RIC5-9-D VNav Bracket H4908NG N/A
3CRF VNav Bracket HE604521K 5357560
L8-18i-D VNav Bracket H4908NH 5363959-2
M5S-D VNav Brodket H4908NM 5396357
RAB4-8-D Biopsy Kit H46701AE N/A .
C2-9/C1-6 VNav Bracket H4913NK 5459116
(2-9 Biopsy Kit H49138A 5452714
C1-6 Biopsy Kit H4913BB 5455207
Nav Upgrade to Needle Tracking H4910NS 4391043
ECG Cables - Short Ha401Z2LK 5336816
Secondary Monitor H49105M N/A
DVR H4908DR 5263884
DVR H49130R 5263884
IS8 Footswitch H4910FT 5331575
Sony B/W Printer Model UP-D827TMD H41392L2 5171608
Sony Color Printer Model UP-D25MD H4911JW 5389822
Sony Color Printer Model UP-D55MD H4904PA 5116559
HP470 Report Printer H4910RP N/A
Scan Converter H49115C N/A
Scan Converter H49135C 5439457
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¥

Wwireless Connectivity H4910WR 5342574

Wireless Connectivity ' H4913WL 5435215

Notes: [1] Catalog number identifies the device(s] in the manufacturer's catatog ond is usually included on eommercial
documents like sales contract, order processing documents and shipping docurnents.
(7] Model number identifies the devicels) in the manufacturer's design, manufacturing and service
docurnentation. ft i usualy affixed o the devicels! in the form of product identtification or sating label.
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ES Prohliseni o shodé
(Podle ustanoveni smérnice o zdravotnickém zafizeni 93/42/EHS)

My

Vyrobce: Autorizovany zastupce EU:

GE Medical systems Ultrasound and GE Medical Systems Information
Primary Care Diagnostics, LLC. Technologies GmbH

9900 Innovation Dr Munzingerstrasse 5

Wawatosa, W1 53226 79111 Freiburg, Némecko

Prohladujeme na svou viastni zodpovédnost, Ze zafizeni tFidy ta:

LOGIQ E9 Ultrazvukovy systém
Kod UMDNS: 15-976
Technicka slozka: DOC1136093

Kéd GMDN: 40761
Klasifika&ni pravidlo (93/42/EC Pifloha (X} : Pravidlo 10 Prllohy IX

na které se toto prohlaseni vztahuje, je v souladu s poZadavky smérnice o zdravotnickych zafizenich
93/42/EHS, které pro ného plati.

Tato shoda se zaklada na nésledujicich prvcich:

- Informace obkaiené v nasledujicich dokumentech:
Technicka sloka ref.; DOC1136093 vyrobku, kterého se toto prohlaseni tyka.

- Certifikit ES: schvdleni iplného systému zajisténi kvality (Pnloha Il smérnice o zdravotnickych
zafizenich 93/42/EHS) dodany spoletnosti LNE/G-MED 0459 dne 21. prosince 2011 / &

certifikatu 12474

Strana 126 ' DOC1136094 rev. 7
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GE Healthcare

1. Smérnice rady o zdravotnickych zafizenich 93/42/EHS ze dne 14. éervna 1993

5. EN 60601-1:2006 Zdravotnicka elektricka zafizeni - Cast 1: Obecné poZadavky na‘bezpecnost
{IEC 60601-1:2005 + C1:2006 + C1:2007)

3. EN 60601-1-2:2007 + €1:2010 Zdravotnicka elektricka zakizeni- Cast 1-2: Obecné poZadavky.
na bezpeénost — vedigj3i norma: elektromagnetickd kompatibifita — poZadavky a testy (IEC
60601-1-2:2007) _ '

4. EN 60601-2-37:2008 Zdravotnicka elektricka zatizeni - Cast 2-37: Konkrétni poZadavky na
bezpetnost ultrazvukovych diagnostickych a monitorovacich zafizeni (IEC 60601-2-37:2007)

5 EN62366:2008 Zdravotnické zafizenf — Aplikace pouitelnosti na zdravotnicka zafizeni

6. EN 980:2008 Symboly pouZivané na $titcich zdravotnickych zafizeni

7 EN 1041:2008 Informace dodavané vyrobcem zdravotnickych zafizeni

8. EN 62304:2006 + C1:2008 Software pro zdravotnickd zafizeni — procesy Zivotniho cyklu
softwaru {IEC 62304:2006 + C1:2008) _

9. EN ISO 14971:2009 Zdravotnicka zafizeni — Aplikace fizeni rizik na zdravotnicka zafizeni
{ISC 14971:2007)

10. EN 1SO 13485:2003 + C1:2007 — Systémy kvality — Model pro zajisténi kvality

[neciteiny podpis]

21. ledna 2013 Bryan Behn

Reditel pro zaleZitosti regulace
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DODATEK K ES PROHLASENI O SHODE ze dne 11. prosince 2012

Popis vyrobku Oznaéeni v Cislo sougasti
katalogu '
LOGIQ E9 R4 '
Konzola 100-120V H4913Z 5205000-7
Konzola 220-240V :
LE9 upgrade na R4 H4813Y .
LOGIQ £9 R4 SW aplikace nehodi se 5454367,
5454367-2
Kompatibilni ultrazvukové transducery (sondy):
3CRF Mikro-konvexni transducer H40442LP 5196216
9L-D Linearni transducer H40442LM 5212849
11L-D Linearni transducer H40432LN 5176908
C1-5-D Konvexni transducer H40452LE 5304539
IC5-9-0 Mikro-konvexni intrakavitarni transducer H40442LK 5212417
M4S-D Sektorovy transducer maticového pole H40442LN 5224357
M6C-D Konvexni transducer maticového pole H40432LM 5182312
ML6-15-D Linearni transducer maticového pole H40452LG 5271060
RAB2-5-D 4D Konvexni transducer H48651MN 5189544
RIC5-9-D 4D Intrakavitarni transducer H48651MS 5189803
RNAS-9-D 4D Mikro-konvexni transducer H48651MY 5260751
RSP6-16-D 4D Linearni transducer H48651MR 5189162
SI-5 Sektorovy transducer H4908SC 5269878
RAB4-8-D 4D Konvexni transducer H48651MP 5189715
M5S-D Sektorovy transducer H45551NH GE-3MIX
$4-10 Sektorovy transducer H49085N 5336208
18-18i-D Linearni transducer H40452LL 5335525
6Tc Transezofagedlni transducer H45551ZD KN100105
6S-D Sektorovy transducer HA45021RR - 5326843
P2D TuZkovy transducer H4830IE TE100024
P6D Tuzkovy transducer H4830IG TQ100002
54-10-D Sektorovy transducer HA45302LA 5394804
51-5-D Sektorovy transducer H49135D 5438302
RAB6-D 4D Konvexni transducer H48681MG nehodi se
C2-9-D Konvexni transducer H40462LN 5405255
Cl-6-D Konvexni transducer HA40472LT 5441597
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[ Mo¥nosti softwaru a hardwaru

| Zobrazovani pohybu tkané {Tissue Velocity Imaging) H4910TY 5340252
DICOM H4908DM 5312244
Real Time 4D HA4908D 5306592
Kontrastni zobrazovani H4908C 5312252

‘Vocal H4908HL 5312247
Objemové kontrastn{ zobrazovani (Volume Contrast H4908HM 5312210
Imaging - VCl)

Objemova navigace HA908NA 2394558
Asist. skenu HA908SA 5311827
Elastografie H4910E 5340250
Stress Echo H49115€ 5412997
Kvantifikace elastografie H4911EN . 5412998
Kvantifikace barevného priitoku . H4911CN 5412999
Auto IMT H4910MT 5340251
Dopplerovska spojita vina H4910CW 5340247
LOGIQVIEW H4908LW 5311914
DICOM ‘ H4908DM 5312244
Program pro zapisovén{ reporti (Report Writer) H4908RW 5312264
Real Time 4D 'H4908D 5306592
4D s vCl H4908MD nehodi se
Tomografické ultrazvukové zobrazovani H4908TM .5313538
Zobrazovani pohybu tkané (Tissue Velocity Imaging) H4910Y 5350580
Upgrade B-Flow H4313BG 5459934
B Flow H4913BF 5458449
Baliek Breast Productivity H4913BP 5454447
Balitek Thyroid Productivity H4913TP 5448316
Asistent méreni OB H4913AM 5437098

| Asistent méfeni Breast H4913AB 15451114
Porovnavaci asistent *H4913CM 5452802
Pokrotila moZnost pro sondu HA913AP 5452131
Upgrade pro dopplerovskou spojitou vinu HA910HW 5350721
Upgrade pro dopplerovskou spojitou vinu - Juneau H4911CW 5472131
3 DLP moZnost konektoru H4913DL 5438013
4 PLP mozZnost konektoru H4913DP - 5437101
LCD rameno - upgrade H4913LC 5456885
Bali¢ek Cardiac H4910CE nehodi se
Balitek Cardiac Kratky kabel H4910CF nehodi se
Balitek Cardiac Plus H4911CE nehodi se
Balitek Cardiac Kratky kabel Plus H4910EG nehodi se
EKG Modul H4910EG

5454982
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Prislusenstvi
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Systém VNav obsahuje: H4908N nehodi se
Nosniky VNav: H4908NA
- DriveBAY 3D sledovaci systém 5168286
- startovaci souprava pro biopsii s vice sondami s podporou Vnov «] 5304800

-V nav sledovat jehly H4910NT 5350924

-V nav sledovaé jehly 18/20g HA913NT 5451117

-V nav virtudlni sledovad HA4910NY 5350925

- VNav stojan (stojan pro True 3D - VGU pfevadéc) HA4908NS 5268740

- VNav palubni stojan ' H4913NP - 5438848
VNav v2 H4913NA - 5459022
VNav plochy pfevadéd H4913NF 5437445
Startovaci souprava s aktivnim sledovacem H4913AT 5438658
VNav souprava nosniku H4908NK 53048002
9L-D VNav nosnik H4908NB 5391041
C1-5-D VNav nosnik H40432LF 5391411
C1-5-D VNav pouze nosnik H4913NL 5440200
$1-5 VNav nosnik H4808ND 5391042
ML6-15-D VNav nosnik H40432LK 5391412
ML6-15-D souprava pro biopsii H40432L) 5264178
C1-5-D souprava pro biopsii H40432LE 5268272
51-5 souprava pro biopsii H49085D 5182579-21
$4-10 VNav nosnik H4908NN 5363955-2
IC5-9-D VNav nosnik H4908NF 5365938-2
RIC5-8-D V¥Nav nosnik H4908NG nehodi se
3CRF VNav nosnik H40452LK 5357560
L8-18i-D VNav nosnik H4908NH 5363959-2
M5S-D VNav nosnik " HA908NM 5396357
RAB4-8-D souprava pro biopsii H46701AE nehodi se
(2-9/C1-6 VNav nosnik "‘H4913NK 5459116
C2-9 souprava pro biopsii H4813BA 5452714
C1-6 souprava pro biopsii H4913B8 5455207
VNav Upgrade sledovani jehly HA4910NS 4391043
EXKG kabely — kratké HA44012LK 5336816
Sekundarni monitor H49105M nehodi se
DVR H4908DR 5263884
DVR H4913DR 5263884
USB noinf pfepinac H4910FT 5331575
B tiskarna Sony Model UP-D897MD H41392L2 5171608
Barevnd tiskarna Sony Modet UP-D25MD H4911IW 5389822
Barevnd tiskarna Sony Model UP-D55MD H4904PA 5116559
HP470 tiskarna na reporty H491CRP nehodi se -
Konvertor skenu H4911SC nehodi se
Konvertor skenu HA49135C 5439457
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Bezdratové pfipojeni HA4910WR 5342574
Bezdratové pfipojeni HA913WL 5435215

Poznamky: [1] Katalogové Cislo oznatuje zafizeni v katalogu vyrobce a obvykle se uvadi v obchodnich
dokumentech jako napfiklad kupni smlouva, dokumenty ke zpracovani objednavkyak -

doprave,.

[2] Cislo modelu oznaguje zafizeni v dokumentaci vyrobce tykajici se konstrukee, vyroby a
servisu. Obvykle je pfipojeno k zafizeni jako identifikagni nebo klasifikaéni stitek.

Tlumoénicka dolozka

Jako tlumaoénik jazyka anglického, jﬁlenovan y rozhodnutim
Krajského soudu v Brné ze dne 23. 5. 1994, &j. Spr. 2204/93

stvrzuji, e pfekiad souhlasi s anglickym textem pfipajené fistiny.
Tiumotnicky dkon je zapsén pod pofadovym Cislem b }“] deniku.

Padpis tlumocnika







