Anexa 1. Unitate ecografic%a

Specificarea tehnica deplina solicitata

Specificatia tehnica ofertata
Versana Premier (GE Healthcare)

TR . : s
Ecograf multidisciplinar, stafionar conceput pentru examinari abdominale,

obstetrice §i gmccologwe parti moi, musculoscheletale, vascu]are/slstem

|
vascular periferic, urologice, pediatrice, tlanscrama]e cardiace, Veterinare.

Ecograf multidisciplinar, stafionar conceput pentru examindri abdominale,
obstetrice 51 ginecologice, pari moi, musculoscheletale, vasculare/sistem
vascular periferic, urologice, pediatrice, transcraniale, cardiace, veterinare.

CARACTERISTICI CONTRUCTIVE, STRUCTURALE SI |
DIMENSIONALE

CARACTERISTICI CONTRUCTIVE, STRUCTURALE $I
DIMENSIONALE

Sistem stationar cu urmatoarele caracateristici:

Sistem stationar cu urmétoarele caracateristici:

- patru rofi pentru stabilitatea in deplasarea si pozitionarca
cu posibilitate de blocare a cel putin 2 roti

- patru rofi pentru stabilitatea in deplasarea si pozitionarea
cu posibilitate de blocare a cel putin 2 roti

- rotile sa poata fi blocate pentru deplasarea in;linie dreapta

- rotile sa poata fi blocate pentru deplasarea in linie dreapta

Tehnologie moderna la gabarit redus;

Tehnologie moderna la gabarit redus:

Dimensiunea ecografului: 1475 x 525 x 740 mm

Dimensiunea ecografului: 1475 x 525 x 740 mm

Echipamentul nu cantireste mai mult de 60 kg

Echipamentul nu cintaregte mai mult de 60 kg

Consum maxim: 240 VA - inclusiv cu periferice

Consum maxim: 240 VA - inclusiv cu periferice

Echipament prevazut cu 3 porturi active pentru traductori de
tip imagine ‘

Echipament previzut cu 4 porturi active pentru traductori de
lip imagine

Posibilitatea instalarii celui de-al 4-lea port

Posibilitatea instalarii celui de-al 4-lea port

Consola cu filtre de particule. Acestea pot fi accesate i
curatate usor, fara a fi nevoie de instrumente suplimentare
sau de demontare. ‘

Consola cu filtre de particule. Acestea pot fi accesate i
curatate usor, fard a fi nevoie de instrumente suplimentare
sau de demontare.

Sistem cu difuzoare integrate pentru ﬁecvente\]oase ce
asigurd o acustica fidela |

Sistem cu difuzoare integrate pentru frecvenie joase ce
asigurd o acustici fideld

Consola prevazutd cu un sistem de asigurare al cablurilor

Consola prevazutd cu un sistem de asigurare al cablurilor

Suport integrat pentru tubul de gel

Suport infegrat pentru tubul de gel

DESCRIEREA CONSOLEI

DESCRIEREA CONSOLE]

Monitor de tip LED de Inaltd rezolutie

Monitor de tip LED de inalta rezolufie

Diagonala monitorului: 21,5”

Diagonala monitorului: 21,57

Posibilitate de ajustare a luminozititii si contrastului monitorului

Posibilitate de ajustare a luminozitatii si contrastului monitorului

INTERFATA CU UTILIZATORUL

INTERFATA CU UTILIZATORUL

Ecran de comanda tactil de tip LED

Ecran de comanda tactil de tip LED

Diagonala ecranului de comanda tactil: 10.4"

Diagonala ecranului de comanda tactil: 10.4"

Tastaturd alfanumerica ergonomicd pentru inttoducerea
pacientilor

Tastatura alfanumerica ergonomica pentru introducerea
pacientilor

Interfata software ofera posibilitatea de a fi edjtata pentru creared unor
profiluri individuale de utilizator

Interfata software ofera posibilitatea de a fi editata pentru crearea unor
rofiluri individuale de utilizator

Echipamentul dispune de platforma ce ofera utilizatorului suport tehnic la
distanta atat in domeniul de aplicatii cat si pentru cel service prin accesare
|_rapida

Fchipamentul dispune de platforma ce ofera utilizatorului suport tehnic la
distanta atat in domeniul de aplicatii cat si pentru cel service prin accesare
rapida

Aceasta platforma permite monitorizarea de la distanta,
suport in timp real pentruiaplicatii si probleme de diagnoza

Aceasta platforma permite monitorizarea de la distanta,
suporl in timp real pentru aplicatii si probleme de diagnoza

MODURI DE OPERARE

MODURI DE OPERARE

Moduri de functionare fundamentale:

Moduri de functionare fundamentale:

- mod de tipM

- mod de tip M

- mod de tip 2D

- mod de tip 2D

- mod Doppler (Color. Power, Spectral)

- mod Doppler (Color, Power, Spectral)

Moduri de functionare derivate §i/sau combinate din cele fundamentale:

Moduri de functionare derivate gi/sau combinate din cele fundamentale:

- M Color

- M Color

- Doppler Spectral Pulsal

- Doppler Spectral Pulsat

- HPRF

- HPIRF

Capacitate de a functionalcu 3 moduri de luert active in
acelasi timp (triplex)

Capacitate de a functiona cu 3 moduri de lucru active in
acelasi timp (triplex)

TIPURI DE TRADUCTORI COMPATIBILI CU ECOGRAFUL

TIPURI DE TRADUCTORI COMPATIBILI CU ECOGRAFUL

Adincimea minima de scanare: < (1,5 cm

Adéncimea minima de scanare: < 0.5 cm

Adincimea maximi de scanare: > 32.5 cm

Addncimea maxima de scanare: > 33 cm

Traductori de tip:

Traductori de tip: A%

- convex (convex, micro-convex endocavitar 2D, convex volumetric) acoperd
in intregime domeniul 2-10 MHz

- convex (convex, micro-convex endgéﬁvnar 2D t;{)rwex volumelm) acop

- micro-convex pediatric ce prezinta campul de vizualizare
de 128°

in intregime domeniul 2-10 MHz- 7
i

- micro-convex 2D ce prezinta campul de vivalizare de 132° folosita in
pediatrie

osila in

- micro-convex 2D ce pnunl’a.campul de.

- lmuo -convex pediatric ce pﬂszmta E:anu
de: 132° fol
pedmlne :

- micro-convex biplan ce acopera in intregiime domeniul

- micro-convex hiplan ce acopua in’s :
3-11 MHz -

| 3-11 MHz




- Jiniar ce acopera in intregime domeniul 4-13 MHz

- liniar ce acoperd in intregime domeniul 4-13 MHz

- sectorial arie fazatd acopmé in intregime domemul 1-5
MHz

_ sectorial arie fazatd acopera in intregime domeniul 1 -5
MHz

- permita lucru cu sonda convexa 31> planar

- permita lucru cu sonda convexa 3D planar

- permita lucru cu sonda convexa 3D integral

- permita lucru cu sonda convexa 3D integral

OBTINEREA ST AFISAREA IMAGINII

OBTINEREA SI AFISAREA IMAGINIL

Formator de unde digital

Formator de unde digital

Peste 220.000 de canale efective digitale de procesare

Peste 225.792 de canale efective digitale de procesare

Rata de reimprospatare a imaginii: aproximativ 1.400 cadre/secunda
(dependent de traductor si aplicatie)

Rata de reimprospatare a imaginii: 1.447 cadre/secunda (dependent de
traductor si aplicalie)

Gama dinamica: aproximativ 260 dB

(Gama dinamica: 260 dB

Optimizare automatd a imaginii la nivel de pixel, pentru
reducerea interactiunii operatorului cu echipamentul

Optimizare automat a imaginii [a nivel de pixel, pentru
reducerea interactiunii operatorului cu echipamentul

[n vederca imbunatatirii calitatii imaginii, echipamentul incorporeaza o tehni

de procesare adaptiva a imaginii prin !
analiza comparativa a tuturor pixelilor ce formcaza imaginile,
in relatie cu pixelii din imediata vecinatate

In vederea imbunatatirii calitafii imaginii, echipamentul incorporeaza o
tehnicé de procesare adaptivi a imaginii prin

analiza comparativi a tuturor pixelilor ce formeaza imaginile,

in relatie cu pixelii din imediata vecinétate

Tehnologie de compunere spatiala a mai multor cadre obtinute

prin interogarea din mai multe unghiuri ale acélca:;i zone de

interes, avand ca scop Mntarirea contururilor structurilor

vizualizate, reducerea diverselor artefacte i 1mbunat(n,1rea rezolutiei de
contrast

Tchnologie de compunere spatiala a mai multor cadre ob{inute

prin interogarea din mai multe unghiuri ale aceleasi zone de

interes, avand ca scop Intérirea contururilor structurilor

vizualizate, reducerea diversclor artefacte si imbunatatirea rezolugiei de
contrast

Compunerea spatiala a mai multor imagini ale aceleiasi zone scanate intr-und

singura este posibila penttu reducerea
zgomotului de fond si este compatibila cu urmatoarck mdouri dé¢ lucru/tehni

Compunerea spatiala a mai multor imagini ale accleiasi zone scanate inir-t
singura este posibila pentru reducerea

zgomotului de fond si este compatibila cu urmatoarele mdouri de
lucru/tehnici:

Echipamentul prezinta posibilitatea largirii cmpului vizual
la functionarea cu traductori liniari in scopul afigdrii pe ecran a unor zone
suplimentare de tesut — imagine trapezoidald |

[:chipamentul prezinta posibilitatea Iargirii cAmpului vizual
la functionarea cu traductori liniari in scopul afisdrii pe ecran a unor zone
suplimentare de {esut —imagine trapczoidala

MODURI DE AFISARE A IMAGINILOR

MODURI DE AFISARE A IMAGINILOR

Posibilitate de afisare a imaginilor ecografice in modul 2D astfel:

Posibilitate de afigare a 1mag1mlor ecograﬁC( in modul 2D astfel:

- Stanga/Dreapta (atat in modul live cét si in post-procesare)

1ang,a/]_)rcapta (atat in modul live cit $i'in post-procesare)

- Imagine 2D Color

- Imagine 2D Color

Afisare simultana a imaginii 2D in scala de gri i a imagini
2D color posibild in modul Doppler Color

Afisare simultana a imaginii 2D in scala de gri gi a imagini
2D color posibild in modul Doppler Color

Posibilitate de afisare multi-imagine (imagine live si imagine inghetaté)

Posibilitate de afisare multi-imagine (imagine live si imagine inghctaté)

BAZA DE DATE PACIENTI

BAZA DE DATE PACIENTI

Echipamentul inglobeazi o baza de date pacienti capabili s stocheze date
demografice ale acestora, imagini statice si inimiscare, rapoarte

Echipamentul inglobeaza o baza de date pacienti capabild s stocheze date
demografice ale acestora, imagini statice si in migcare, rapoarte

Formatul de stocare a imaginilor asociate pacientilor este
unul brut si permite la accesarea ulterioard a pacientilor modificarea:

Formatul de stocare a imaginilor asociate pacientilor este
unul brut si permite la accesarea uiterioara a pacientilor modificarea:

- Amplificarii (la toate modurile de lucru - M, 2D, Doppler Color, Power,
spectral)

- Amplificarii (la toate modurile de lucru - M, 2D, Doppler Color, Power.
spectral)

- Baseline si unghi de corectie la modul de lucru Doppler spectral

- Bascline si unghi de corectic la modul de lucru Doppler spectral

Informatiile stocate in baza de date au p051b1htatea de il
exportate in urmatoarele formate:

Informatiile stocate in baza de date au posibilitatea de fi
exportate in urmétoarele formate:

- format tip DICOM

- format tip DICOM

- format tip MPEG si/sau tip JPEG

- format tip MPEG si/sau tip JPEG

Permite exportul si/sau stocarea informatiilor pe urmétoarele dispozitive:

Permite exportul si/sau stocarea informatiiior pe urmatoarele dispozitive:

- USB

- USB

- CD-R

- CD-R

- DVD-R

- DVD-R

POST-PROCESAREA IMAGINII

POST-PROCESAREA IMAGINII

Ofera posibilitatea afisarii volumelor achizifionate in urmétoarele moduri:

Oferd posibilitatea afigérii volumelor achizitionate in urmatoarele moduri:

- singular

- singuiar

- imagine duala (Planul A/3T))

- imagine duala (Planul A/3D)

CONECTIVITATE SI TRANSFER DE DATE

CONECTIVITATE S| TRANSFER ) p’avm"r;;

Ecograful permite conectarea ta retea prin cablu cu conector
de tipul RJ45

Ecograful permite coneclarea la" SeH | pnn cablu ¢l
de tipul RJ45 f /9"

Dispune de soft ce permite comunicare DICOM

Dispune de soft ce permite u)n mcarc DI(_Q‘M /

B) CONFIGURATIE DE LIVRARE:

B) CONFIGURATIE DE LIVRARE: . [/ / 17

R.1) Consola ecografica multidisciplinara indeplinegte toate cerinfele de la
punctul A}

B.1) Consola ecografica muiud:smpﬂnnrﬁ i

W ¢toate cerintele de la
punctul A) - da .

| B.2) Traductori:

B.2) Traductori:

1 bucata traductor de tip'convex pentru aplicatii abdominale, obstetrice-
ginecologice, pediatrice, urologice, vasculare ce prezintd urmatoarele
caracteristici:

! bucatii traductor de tip convex pen.f.'"u rpra;u ab !r;mumh* obstetrice-
einecologice, pediatrice, urologice, vasculare ee prezintd urmatoarele
\caracteristici: inclus

- banda de frecvente de lucru acoperd minim intervalul: 1 -5

- banda de frecvenie de lucru acoperd minim intervalul: 1 -5




MHz

MHz

urmatoarele caracteristici:

I bucatd traductor de tip endo-cavitar pentru aplicafii pediatrice ce prezintd|l bucatd traductor de tip endo-cavitar pentru aplicatii pediatrice ce prezir.

wrmatoarele caracteristici: inclus

- ba.nda de frecvente de hucru acopera minim intervalul:
- 11 MHz

- banda de frecvente de lucru acoperd minim intervalul:
3-11 MHz

- camp vizual de peste 123°

- cAmp vizual de peste 123°

- tehnologie cu peste 125 cristale

- tehnologie cu peste 125 cristale

| bucatd traductor de tip liniard pentru aplicafii vaseulare,
parfi moi, pediatrice cu yrmdtoarele caracteristici:

1 bucatd traductor de tip liniard pentru aplicatii vasculare,
par{i moi, pediatrice cu urmdloarele caracteristici: inclus

- banda de frecvente de lu‘cru acoperd minim intervalul:
2-8MHz

- banda de frecvente de lucru acoperd minim intervalul:
2-8MHz

- ¢fimyp vizual de peste 40 mm

- cimp vizual de peste 40 mm

B.3) PERIFERICE SI ACCESORII

B.3) PERIFERICE SI ACCESORII

Printer termic alb-negru

Printer termic alb-negru — da, inclus

C) CONFORMANTA DE SIGURANTA

() CONFORMANTA DE SIGURANTA

Echipamenul respecta urmatoarele standarde de siguranta:

Echipamenul respecta urmatoarele standarde de siguranta:

IEC 60601-1

IEC 60601-1

IEC 60601-1-2

[EC 60601-1-2

ISO 10993-1

1SO 10993-1

D) GARANTIE S1 CONDITH DE SERVICE

D) GARANTIE S1 CONDITII DE SERVICE

Garantie - 36 luni pentru éonsola.

Garantie - 36 luni pentru consola, Garantia pentru sonde 12 luni. Garantia
incepe din data instalarii/

Timp de rispuns la solicitare in perioada de garantic cel
mult 48 ore la sediul beneficiarului / locatia de instalare

I'imp de rispuns la solicitare in perioada de garantie cel
mult 48 ore la sediul beneficiarului / locatia de instalare

Timp de raspuns la solicitare in perioada de garantie cel
mult 72 ore la sediul bencficiarului / locatia de instalare

Timp de raspuns la solicitare in perioada de garanfie cel
mult 72 ore la sediul beneficiarului / locatia de instalare

E) SERVICII CONEXE

E) SERVICII CONEXE

Transportul, instalarea, punerea in functiune si instruirea personalului se
realizeaza cu personal Spemahzat cad in

sarcina furnizorului i nu implica costuri supllmcntarc

|_pentru beneficiar fiind incluse in oferta financiard

Transportul, instalarca, punerea in functiune si instruirca personalului se
realizeaza cu personal specializat, cad in

sarcina furnizorului i nu implica costuri suplimentare

pentru beneficiar fiind incluse in oferta financiara

Instalare si punere in functiune de catre personal autorizat si
instruit de producator

Instalare i punere in functiune de catrc pn.r«mml autorizat si
instruit de producator

[nstruire personal medical si tehnic la sediul beneficiarului
in locatia de instalare

Instruire personal medical si tehnw la se(jmi b Glai‘
in locatia de instalare

F) TERMEN DE LIVRARE

F) TERMEN DE LIVRARE /- /7 f//’"’

45 de zile de la primirea comenzii

45 de zile de la primirea (.mmrism




Manufacturer's Authorization

Date: 02.04.2019
Procurement number: 21006092

To:  “IMSP SR Falesti”

WHERE{\S,

We GE Medkaf Systems (China} Co. Ltd. 0 company duly existing under the laws of Ching, having factories
at No. 19, Changjiang Road WuXi National Hi-Tech Development Zone Jiangsy, P.R. China, 214028, with
Commercial name of GE Healthcare, estab}llshed and reputable manufacturers of Diagnostic Imaging
equipmfmt,

in our capacity as official manufacturers of the Ultrasound System Versana Premier,

do hergby authorize Intermed SRL, our authorized distributor and service provider in the Republic of
Moldova, with registered office at 65, Tighina street, office €18, MD-2001 Citisinau, to submit 2 bid for
the pur?ose of which is to provide the following Goods, manufactured by us :

Versam;: Premler Ultrasound System {1 plece),
and to subseguently negotate and sign the Contract.

On behiif and for GE Medical Systems (China) Co, Ltd,

o,

ooy GE Healthcore

i
sinec:_Veconigue. | Sollaus
\

Name: Véronigue Soltani Vb,
Title: Tender & Offer Leader — Shared Services Euﬁ%ﬁ,‘e} '
! o5

Dated &n 26™ day of March, 2019

GE Medich! Systems {Ciilna} Co, Utd
18 Changflang Road

Natianal Hi-Tech Bevelopment Zone
214028 Wuxi City Jiangsu

Peopie’s Republic of Ching



GE Healthcare

DECLARATION OF CONFORMITY

Following the provisions of the medical devices directive 93/42/EEC, Annex i
and of the directive 2011/65/EU.

We
Manufacturer EU Authorized Representative
GE Medical Systems {China) Co., Lid. GE Medical Systems SCS
No. 19, Changjiang Road 283 rue de la Miniére
WuKi National Hi-Tech Dev. Zone 78530 BUC, France
214028 Jiangsu Ching

Declare under our sole responsibility thot the device:

Versana Premier
Ultrasound system, imaging, general-purpose
Ref: see addendum
GMON Code: 40761
Closgiﬁcotion rule (93/42/EEC Annex IX): 10 Classlia

To which this/declaration relates; is in conformity with the requirements of the medical 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 ho%crdous substances in electrical and electronic equipment.

Wuxi, 19-0ct-2018 Goo Gan Gao Gon
Regulatory Affairs

Pogeiofé \.';: %
* Printed copies are uncaontrolled unless otherwise identiﬂﬁ‘ e

Before using this document, consult MyWorkshop for the latest revisi
GE Healthcare Confidential S



GE Healthcare

This conformity is based on the following elements:

e for the directive 93/42/EEC MDD)
o Technical Documentation/DHF Ref/ réf: DOC2177084/D0C1954045, of the product to which this
decloration relates
o EC Certificate: approval of full quality assurance systern (Annex |1 of the directive 93/42 EEC)
delivered by TUV Rheinland LGA Products GmbH (Notified Body 0197) / Certificate N HD
60116081 0001 }
o Harmonized standards applied on the product to which this declaration relates
= EN 60601-1:2006 + A1:2013 Medical electrical equipment - Part 1: General requirements
for sofety
= ENB0601-1-2:2015 Medical electrical equipment - Part 1-2: General reguirements for
safety - Collateral standard: Electromagnetic compotibility
s ENGOBOI-1-6- 2010+ A1:2015 Medical electrical equipment - Part 1-6: General
requirements for safety - Collateral standord: Usability
»  ENB0B01-2-37:2008+A1:2015 Medical electrical equipment - Part 2-37: Requirements for
the safety of ultrosonic medical dingnestic and monitoring gguipment
«  EN62366:2008 + A1:2015 Medical devices — Applicotion of usability engineering to
medical devices
v EN 623042006 + AC:2008 Medical device software — Software life-cycle processes
s EN 1041:2008 + A1:2013 Information supplied by the manufacturer of medical devices
¢ ENISD 15223-1:2016 Medical devices - Symbols to be used with medical device labels
Mabelling

e Forthe directive 2011/65/EU [RoHS)
o  Technical Documentation/DHF Ref/ réf: DOC2177084/D0C1954045, of the product to which this
declaration relates

o For the directive 2014/53/FU (Radio Equipment Directive)
o Technical Documentation/DHF Ref / téf: DOC2177084/00C1954045, of the product to which this
decloration relates
harmonized standards applied on the product to which this declaration relates:
= Heolth & Sofety (Directive 2014 2014/53/EU Art. 3(L)(al): EN 60601-1-2: 2015; Directive
93/42/EEC; Directive 2014/30/EU; EN 60601-1: 2006/A1:2013
s EMC (Directive 2014/53/EU Art.3(1)(bY): EN 60601-1-2: 2007 +AC: 2010 Section 6; Directive
93/42/EEC; Directive 2014/35/EU
= Radio Spectrum {Directive 2014/53/EU Art,3(2)): EN 300 328 v 2.1.1 (2016-11); EN301 893 v
1.8.1[2015-03) + EN 301 893 V 2.1.1 (clause 4.2.8 only}-as declared in DOC2007709.

Wi, 19-Oct-2018 GooGan  (nao bovn
Regulatory Affairs

ETA
ROCLET I AN

o7, £.5

NG 24
Page 2 of 6 Reference of the Declaration: #7080
ST g
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GE Healthcare

ADDENDUM TO THE DECLARATION OF CONFORMITY DOC2177080
Versana Premier configurations- Consoels and options

CONSOLE Name with description GEHC Part U REF 4 1 GEHC Cat #
Versana Premier VS 5804137 Versana Premier VS H481528A
Versana Premier VS w flex CP 5804138 Versana Premier VS H481528B
Versang Premier VA 5804136 Versana Premier VA HAa8152BC
Versgng Premier VA w 4D 5804139 Versana Premier VA H48152BE
Optians Consoles GEHC Cat # &

VSNIPremier DICOM H48162BA

VSN Premier Follow up tool H4816288

VSN Premier LOGIQ VIEW H481628C

VSN Premier Casy/Adv 3D H481628D

VSN Premier B-flow/color H48162BE

VSN Premier Contrast HA48162BF

VSN Premier Tricefy Uplink H48162BG

VSN Premier 4D software H481628H

VSN Premier VOCAL H48162BJ

VSN Premier Auto IMT H48162BK

VSN Premier TVI H481628L

VSN Premier AMM \ H48162BM

VSN Premier Stress Ccho H48162BN

VSN Premier Auto EF H481628P

VSN Premier CWD H48162BR

VSN!Premier Needle rec H48162BS

VSNIPremier Elastography H48162BT

VSN!Premier Breast Care ) H48162BW

VSNIPremier Thyroid prod H48162BZ

VSN Premier VA-10 B H48172BA

4D Hardware option H48172BW

VSN Premier Gel Warmer H48187BA

isolation USB for AC printer H48242BC

Battery H4B772AT

Battery kit H48192BM

VSN P Battery Install Kit H481828D

VSN Premier 4PP HW option H48182BH

VSN Premier Articular Arm H48182BJ

paper tray H48182BF

Notes used in the table :

1. GEHC Part # identifies the devicels) in the manufacturer's design, manufacturing and service documentation.

2. REF#is usually offixed to the devicels) in the form of a product identification or model on the rating label.

3, GEHC Cat # identifies the devicels) in the manufacturer's catolog and is usually included on commercial documents
like sale controct, order processing documents and shipping documents.

/
Wuxi, 19-Oct-2018 Gao Gan By ap éf}w}

Regulatory Affairs / L
j k)

This EC decldration of conformity for Versana Premier, replaces the previous dated bﬁ?ﬁfﬁ@ﬂ‘f’ﬂ
M5.82 .
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Page 3 of 6 Reference of the Deciormio}ﬁlbﬁba‘@_\
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GE Healthcare

Versana Premier - Probes with Accessories

PROBES and Accessories ¥ TYPE 151 GEHC Cat #5! ‘j
4C-R5 Convex array probe _ BF H4000SR
EBC-RS probe BF H40402LN
BC-RS Convex array probe BF H40402LS
L8-18i-RS T BF H40462LF
BE9Cs-RS BF H40482LN
65-R5 BF H45021RP
3Sc-RS Phased Array probe BF H450410L
L6-12-RS Linear Array probe BF H48062AC
EBCs-RS BF H48062AF
RAB2Z-6-RS probe B H48681WR
12L-RS BF H40402LY
125RS I | BF | Hasooia
LK760-RS BF HA44901AF
RIC5-9A-RS BF H48701E)
4C-RS Biopsy Kit N/A E8385NA
L6-12-RS Biopsy Kit N/A H40432LC
35¢-RS Biopsy Kit N/A H46222LC
RAB2-6-RS Biopsy Kit N/A H48681ML
E8C-RS Biopsy Kit N/A E8385M.J
EBC-RS Reusable Biopsy Kit N/A H&0412LN
BE9CS disposal N/A £8387M
BE9CS Reusable N/A E8387MA
12L Transverse bracket N/A H48392LL
Infinite 12L biopsy kit N/A H48392LT
Reusable Biopsy Guide for RIC5-9A-RS N/A H46721R
Disposable Biopsy Guide for RICS-9A-RS N/A H48681GF
Disposable Biopsy Guide with Covers for RIC5-9A-RS N/A H486917

Notes used in the toble ©

3 GEHC Cat # identifies the devicels) in the manufacturer's catolog and is usually included on commercial documents
like sole contract, order processing documents and shipping documents,

4. Probes and accessories may corry the CE-mark and, when applicable, the Notified Body number corresponding to
the EC Declaration under which the producte are CE-marked by their manufacturer. GE Medical Systems (Chinal Co.,
Ltd. has verified the mutuol compatibility of the devices in combination with Versana Premier and included relevant
information to users with the Versana Premier instructions for use. This activity was subject to appropriate methods
of internal control ond mspection.

5. Typeiderilifies the degree of protection against electric shock for each probe, as lobeled on the probe itself.

Wuxi, 19-Oct-2018

eS8 _
This EC declaration of conformity for Versana Premier, reploces the previous doﬁfgﬁ_&?ﬁf@m, 04
(12:20 o "9
“\’:‘) i}.%; ?‘-/ : pt
WL S O o
Page 4 of 6 Reference of the Dec!élf\e,tm BOC2LTT
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GE Healthcare

VVersand Premier - Accessories

Accessories [6) GEHC Cat # B!
1_.SONY UPD25 Color Printer USA Kit H4854217
SONY UPD25 Color Printer EUP Kit H485521LA
SONY UPD25 Color Printer CHN Kit Ha4g8542LY ) ‘
SONY UPD25 Color Printer JPN Kit H485521B \
SONY UPD25 Color Printer Brazil Kit H48312AN |
BW PRINTER (UP-D898MD) H48492AZ
UP-D8980DC Printer | H48052BG
Versana Premier printer shelf H48192BF
898 printer paper H41402LS
UP-D8398MD DC Printer OFC H48192BN
Footswitch MKF 2-MED USB GP26 H41642LS
1-Pgodl type footswitch ‘Whanam FSU-1000° H41882LD
USBIStick H48962LC
1TBimobile USB HDD H4B8492A8
| Transcend TS8XDVDS-K DVDRW kit with SW H48192BL -
USBIECG Module [IEC)-MFG Germany H48502AR
USBIECG Medule (AHARMFEG Israel H418521LK
USB ECG Module {EC)-MFG Israel H418521L
ECG ASSY w/ Chinese Label H418521L.M
wirdless Adaptor H48832AC
Bluetooth Adaptor " H4B8122BT
SonpStore White Label H48902A)
SonpStore Blue Label H48902AH
EMIFilter H48242BD

I

Notes used in the toble :

3. GEHC Cutj # identifies the devicels) in the manufacturer's catolog and is usually included on commercial documents like
sale controct, order processing documents and shipping documents.

6. Accessories may carry the CE-mark and, when applicable, the Notified Body number corresponding to the EC
Decloration under which the products are CE-marked by their manufacturer. GE Medical Systems (Chinal Co., Ltd. has
verified the mutual compoatibility of the devices in combination with Versana Premier ond included relevant infermation
to users \Mth the Versana Prernier instructions for use. This activity was subject to appropriate methods of internal
control and inspection. j

Wus, 19-Oct-2018 Gao Gan (aao o
Regulatory Affairs

. W

This EC declaration of conformity for Versana Premier, replaces the previous do'_aﬁ'-

Page 5 of 6



GE Healthcare

\{ersuno Premier - Vet Consoles and Options

Vet Consoles and Options GEHC Cot # I
VSN!Premier VS vet console H48152B6G
VSN|Premier VS w flex CP vet console H48152BH
VSNIPremier VA vet console H481528)
Vet probe caution label H48492AW
Vet probe caution label H48992LR
Versana Premier Vet kits H48182BE

Notes used in tfhe table :

3. GEHC Cati# identifies the devicels) in the manufacturer's catalog and is usually included on commercial documents like
sale controct, order processing documents and shipping documents.

Wuxi, 19-Oct-2018 | Gao Gan (o b
- Regulatory Affairs

This EC declaration of conformity for Versana Premier, replaces the previous dated Sep.

3 ot 7 £
Poge6of 6 Reference of the Declaration®B0E2L7F {Rev. 02)
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EC Certificate TUVRheinland

Directive 93/42/EEC Annex ii, exciuding Section 4
Fuli Quality Assurance System
Medical Devices

Registration No.: HD 80116081 0001

Report No.: 15094929 004

Manufacturer: GE Medical Systems
{China) Co., Ltd.
No. 19, Changjiang Road
Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu
China |

Products: Medicail Devices

(see attachment for products and additional sites included)

Replades rpproval, Registration No.: HD 60110059 0001

|
Expiry Date: 2021-05-02

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex M.
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex fl, section 4 is required.

Effective Date: 2017-61-03
Date: 2017-01-03 ({
TUV Rheinland LGA Products GmbH - TillystraRe

TUV Rheinland LGA Products GmbH is a Notified Body according \f =»‘
concerning medical devices with the identification nu

i T VO TOB e VOV Toastered wadiran TTEaRSH 5 s oS i G




. &
TUVRheinland

TUV Rheinland p- ik BEe
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Atftachment to

Certificate
Registration No.: HD 60116081 0001
Report No.: 15094928 004
Manufacturer: GE Medical Systems
(China) Co., Ltd.
No. 19, Changjiang Road
Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu
China
Products;: }

- Ultrasound Diagnostic Systems and Probes
- Anestheeia Devicesg

- Bone Densitometry Systems |

-~ ECG Module

Bites included:

GE Medical Systems Ultrasound & Primary Care Diagnostics LLC
9900 Imngvation Drive, Wauwatosa, WI 53226, USA

Manufacture of Ultrasound Diagnoséic Systems

GE Medical Systems (China) Co., Lid.
No.22, Gap Lang East Road, Wuxi National Hi-Tech
Development Zone, Jiangsu 214028, P.R.China

Storage of Ultrascund Diagnostic Systems

Notnfled

Date: 2017-01-03 ;'
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TUVRhsinland

TUV Rheinland e el RRR
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: HD 60116081 0001
Report No.: 15084929 005
1
Manufactdrer: GE Medical Systems

{China) Co., Ltd.

No. 19, Changiiang Road

Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu

Qhﬁna

Products:

- Ultrasound Diagnostic Systems and Probes
- Anesthesia Devices
- Bone Densitometry Systems

- ECG Module ‘

Sites included:

GE Medical Systems Ultrascund & Primary Care Diagnostics LLC
9900 Innovation Drive, Wauwatosa, WI 53226, USA

GE Medical Svstems (Clhiina) Co., Ltd.
¥o.22, Gao Lang East Road, Wuxi National Hi-Tech
Development Zone, Jiangsu 214028, P.R.China

STANGE Pry ’
o i oy

/& Body ARN

rjl Q:"‘-t g : p ° gt [y "

aQr / e N B i acaa v AL
. i P pawd3T gl o
SJ \\&Eﬁﬁuwégjﬁ/f
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\ Tuvﬁhmnmﬁﬁ
a0
; <?‘;"‘*~= 3. I,iﬁ@. 2

~ .f-_(fifzictﬁﬂgf,/

Date: 2017-12-20
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TUVRhemiand

Certificate

| The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

GE Medical Systems
(China) Co., Ltd.

No. 19, Changjiang Road
Wuxi Natean_a% Hi-Tech Dev.Zone
214028 Jiangsu
China

has established and applies a quality management system for medical devices
for the following scope’

Design and Development, Manufacture and Distribution of
Medical Devices
(see attachment for products and additional sites included)

Proof hias been furnished that the requirements specified in
EN ISO 13485:2016
are fulfilled. The gualty ma:wag?ment system is subject to yearly surveillance.

Effective Date: 2017-12-20
Certificate Registration No.: sx 60123505 0001

An audit was performed. Report No.. 15094484 005

Deutsche
Akkrediticrungsstelle
D-ZM-14169-01-02

This Certificate is valid until: 2020-06-30
Certification Body
SARTAT tfl IS
({ DAKKS Y

Sezscos £

Date 2017-12-20

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Nurnherg

Tei: #40 221 B06-1371 Fax 4490 221 806-3935 e-mail cert-validity@@de tiy com htip iwvay Luiv comisataty
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Attachment to
Certificate

. ®
TUVRheinland

\
\
1
TUV F{helniand Doc. 1/1, Rev. ©

LGA Products GmbH
Tiﬂystra&e 2, 90431 Nirnberg

Registration No.: SX 60123505 0001

Report No,:

Organization:

Scope:

DAkkS

Deutsche
Akkredm‘,n.ngssteﬂq

D-ZM-

Date: 2017-12-20

1 5094484 005

GE Medical Systems

{China) Co., Lid.

No. 19. Changjiang Road

Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu

China

Products: |

- Uiltrasound Diégrostic Systewrs and Probeg
- An@stheg»a Dev1ges

- none Densitom ;7 Systems

- “FG Module F

| |

Sites inecluded:

OE Medical Systems Ultrasound & Primary Care Diagnostics LLC
9800 Inncvation Drive, Wauwatosa, WI 53226, USA

Manufacture and Distribution of Ulkrasound Diagnestic
Systems

OF Medical Systems (China) Qo., Lid.
No.22, Gao Lang East Road, Wuxi National Hi-Tech
Development Zene, Jiangsw 214028, P.R.China

Stoyage and Distzibution of Ultrasound Diagnestic Systems
and Probes, Anesthesia Devices, Bong Dens 31 B _i; yqtems,_
BCG Module

Certitication Bo

14169-01-02 |

Tomand odd D




Versana Premier’

Care with Confidence

BEREE

gehealthcare.com
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| | BT
An opportunity !fo
I.Ultrasound to s'er.ue you well today and set your co

+ ol 8 L § S ' "’E'

Your support teamis fully trained & GE Healthcare The Versana Club gives you access to member
qualified, deeply experienced, and close by. resournces membersithat can help expand your
Expert suppart during and after purchase ultrasound knowledge and improve your practice.|
+ In-depth product instruction It's a place to share images with your peers '
» Remote or on-site technical, clinical and from around the world.
network support

Versana Club

+ - + Educatiohal offerings
Webtbased Video tutorials

Information on Versana family .
Help your practice grow with Versana Premier. You can sarvice solutions and products |

‘probes and software. Or let GE experts help select Nitides of regional uftrasound events and other news

‘another system to suit your needs. Access to the broader family of GE ultrasound user clubs

iselect a basic package, with the option to add mare Up-tg-date content an ultrasound and patient care

Versana Premier. Care with Confidence.
Powerful, Versatile. Productive. World-class ultrasound designed for peace-of-mind.

! Local tional offerings may vary according to regions. Please check with your local GE rapresentative.
available in all cour

haring te mobile de
cing options vary from country to country. Ple

o the produ
repres G tram, V a Prer £ cam and B-Fhow




