
Ma n ufactu rer's

To: CENTRUL PENTRU ACHlzlTll PUBLICE

Ref:ln relation to the tender no.2t0047I4

WHEREAS

We, GE MedicalSystems SCS, having a reg

France, with Commercial name of GE Healtl
medical equipment, in our capacity as Autho

o GE HANGWEI MEDICAL SYSTEMS CO.

North Rood, Beijing Economic ond i
CHINA

do hereby authorize the Intermed SRL, 65

the purpose of which is to deliver, install anc

us and, subsequently negotiate and sign the

GI Hee]thcare

thorization Form

ENTRALIZATE iN SANATATE

stered office at 283 rue de la Minidre, 78530 BUC,

care, established and reputable manufacturers o1

ized European Representative of

LTD., West Areo of Building No.3, No.1- Yongchong

echnologicol Development Areo, BEIJING 1.00L76

fighina Street, Chisinau, Moldova, to srrbmit a bid

service the following equipment manutactured by

:ontract:

Qty. Product c rmmercial
Name

Manufactu rer

T
Computer

Tomography
Op :ima CT520

GE HANGWEI MEDICAL

SYSTEMS CO., LI-D.

On behalf and for GE Medical Systems SCS,

Name: Veronique Soltani

Title:Tender and Offer Leader - Shared Ser

Dated on February 26,2019

3E Medical Systems Societd en Commandite Simple

Au capital de 88.845.785 euros
iidge social : 283, rue de la Minidre
78530 Buc

F ra nce

r +33 (0)1 3070 40 40

RCS Versailles B 315 013 359

GE MFDICAL SYSTEMS
Soci6t6 en Commandite Simole

283, RUE DE LA NiINIERE
78530 BUC - FMNCE

RCS VERSAILLES B 315 013 359
T6l, +sg (0)l 30 70 40 40

es Europe



Traducere

Formular de autori

Cdtre: CENTRUL PENTRU ACHlZlTll P

Ref,: in legdturd cu licitafia nr.21004714

AVAND iru vToeRE CA

Noi, GE Medical Systems SCS, avdnd st
Buc, Franfa, sub denumirea comerciald (

de echipamente medicale, in calitate de

o GE HANGWEi, *U,,"o,SYSra
No. 1 Yongchang North Road, Be
Development Area, BEIJING 100',

autorizim prin prezentul firma Intermed
Moldova, sd prezinte o ofeftd al cdreiscc
service pentru urmdtoarele echipamente
si semneze contractul:

limb

re

diul s
iE He
eprez

45 C(
ting E
76, C

iRL,;
p estr

englezd

GE

a producdtorului

:E GENTRALIZATE iI'.I SANATETE

ccialin 238 Rue de la Miniere, 78530
althcare, producdtor stabilit gi reputat
entant european autorizat al

)., LTD., West Area of Bulding No. 3,

conorn ical and Tehnological
HINA

Strada Tighina, nr. 65, Chigindu,
: sd livreze, sd instaleze gisd asigure
se de noi, iar ulterior sd negocieze gi

Cant. Produsul Den
colT

IIT'llfer

:rciali
3 Producdtor

1 Computer
Tomocraf

Optim t CTQ20 GE HANGWEI MEDICAL
SYSTEMS CO., LTD.

In numele gi pentru GE Medical Systems

(s e mndtur d inde s c ifr ab iI dl
V6ronique Soltani
$ef Licitaliigi Oferte - Servicii Distribuite
Data: 26 februarie 20L9

GE Medical Systenrs, Sosietate in Comarrditl Sirnple
cu capitalul de 88 846 ?85 euro
Scdiul social : 283, rue de la Minidri],
78530 Bug Fran[a
r +33 (0)r 30 70 40 40
RCS Versailles B 315 0l3 359

SCS

:uropp
($rampild: GE
Socielate tn Ct
Buc - Fran{al

Healthcare

I .i-:lj
'a



(Jt Heotrncolet

DECLARATION OF NTFORMITY
Following the provisions of the Medicol Devices Dir Iive93l42/EEC, Annex llond of the directive 20LL1651EU

We

Monufocturer

GE HANGWEI MEDICAL SYSTEMS CO., LTD.

West Areo of Building No.3, No,1 Vongchong
Be'rjing Economic ond Technologicol
BEIJING 100175 CHINA

Monufocturinq site

GE HANGWEI MEDICAL SVSTEMS CO., LTD.

West Areo of Building No.3, No.1 Vongchong
Beijing Economic ond Technologicol
BEIJING 1OOT76 CHINA

Declore under our sole responsibility thot the device

Optimo CT520

X roy system, diognostic, computed tomogrophy

Ref.: see CT oorts identified in Model C

5765404PCM

GMDN Code:37618

Clossificotion rule 93/42/EC Annex lX) : 10 Clqss

To which this declorotion relotes, is in conformitv with the

EU Authorized Representotive

GE MedicolSystems SCS

283 rue de lo Minidre
78530 BUC, Fronce

r Roqd,
AreS,

fullbody

which opply to it ond with the requirements of the
hozordous substonces in electricol qnd electronic

Reco rd 5465 lL8 3 PCM,5480626PCM, 548O626-2PCM o nd

ts of the medicoldevices directive 93/42/EEC
20I1.165/EU on the restriction of the use of certoin

This conformity is bosed on the following elements:
r Forthe directive 93l42lEEC lt4DDl

Be'f ing
Jonuory 30, 2018

This EC declorotion of conformity supersedes the

Poge 1 of 1

o Technicol Documentotion /DHF Ref./r6f.: 1064756, of the product to which this declorqtion relotes
o EC certificote: opprovol of full quolity ossur systqm (Annex llof the medicoldevices directive 93l42EEC\

delivered by G-MED (Notified Body n'0459) N'78118

o List of hormonized stondords opplied for CE

EN 60601-1:2006/AC:2010, EN 60601-1-2t20O7 | E N50601-1-3 :2008/AC:2010, EN 60601-2 -44:2009,

EN 60601-1-6:2010, EN 62366:2008, EN 62304:

o For the directive 201U65/EU (RoHS)

EN ISO 10993-1: 2009/AC:2010

o Technicql Documentotion/DHF Ref./ r6f: 064756, of the product to which this declorotion relotes

ng

#*Tl
Wong Xingv
Regulotory Affoirs

orevious declorotion doted

Reference of



(Traducere

GE

Cu respectarea prevederilor Directivei Dispozitivelor

Noi

ProducdtorLil
GE HANGWEI MEDICAL SYSTEMS CO,, LTD.
Zona de Vest a ClAdirii nr. 3, Strada Yongchang North nr. 1,

Zona de Dezvoltare Economici gi Tehnologicfl Beijing,
BEIJING 100176 CHINA

Loca\ia de ltnbricare
GE HANG\AIEI MEDICAI, SYSTEMS GO., LTD.
Zoi.la de Vest a Cl[dirii nr. 3, Strada Yongchang North nr. 1,
Zona de Dezvoltare Economicd gi Tehnologici Beijing,
BEIJ1NG 100176 CHINA

Declardnr sub unica noasf,rd responsabilitate c6 dispozitivul

EN 60601-1: 2006/ACt 2010, EN 60601-L-2t 2007/ACt 201
60601-l-6-1 2010, EN 62366:2008, EN 62304t2006/ACz20(

o Pentru directiva 2011/65IlE (RoHS)

o Documenta{ia TehnicS,/DHR Ref.: DOC1064

Beijing
30 ianuarie 2018

GE Healthcare

Rl\{I:tA
icale 93l42lEEC, Anexa II 6i ale directivei 20lll65UB

Reprezentant Autorizat IJE
GE Medical Systems SCS
283 rue de la Miniere
78530 BUC, Franla

EN 60601-r-,]: 2008/AC: 2010, EN (i060L-2-44:2009, .0N
EN ISO 1099t3-1r 2009/LC;20IA

a produsului la care se referd aceast[ declarafie.

Xing
Directorul facerilor de Reglententare

i indesrrifi'abil6)

din data de 12 decembrie2}l7.

Optima CT'520

Sistem cu Raze X, de diagnostic, tomografie computerizat[,

Referitor: vede{i piesole CT identificate in Configurafia Mode
5 480626-2P CM qi 5765404PCM

Cod GMDN: 37618

Regula de clasificare (93l42lCE Anexa tX): l0 Clasa tlb

La cal:e se lefertr aceastd declarafie, este in confonnitate cu c
aplic6 9i cu cerinfele djrectivei 20lll65^lE privind restric{iile
elechice qi electronice.

Aceast[ Conformitate sebazeazfi. pe urmf,toarele element

. Pentru directiva 93/42|EEC (MDD)

o Documentalia Tehnici/DHF Ref, DOC
o Csrtificat CE: aprobarea inhegului sistem de asigurarea calittr{ii (Anexa II a directivei dispozitivelor

nedicale 93l42lEEC) acordat[ de G-MED (or]ganism Notificat nr. 0459) Certificat Nr. 7848
Lista standardelor armonizate aplicate penhu CE

Aceastl declaralie de conformitate anuleazI declara]ia

Nr. de al Declaral.iei: DOCl 05475 8
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Certification
Mddical-Sant€

Notifed Body N" M59

Fabricant / Manufacturer

GE HANGWEI MEDI

ATTESTATION E / EC I}ERTIFICATE
Approbatlon du Systdme Complet d'assurance Approval o1'full Quality Assurance Sysfem

ANNEXE ll excluant le polnt 4 Directive relative aux dispositils mddicaux
ANNEX Il excluding section 4 9U4?IEEC c<>ncerning medical devices
Pour les dispositifs de classe lll, certlflcat CE de conception est requis

design certific,ate ls requiredFor class ll! devices, a

AL SYSTEMS CO. Ltd
West Area of Building No.3, No.1 Y North Road, Beijing Eaonomic arld

Technological Develop Area, BI=!J|NG 100176 CHINA

Cat6gorie du(des) dispositif(sl / Device(s)

Tomodensi (scanners)
par r(isonance magn6tiqueDispositifs ou systBnles

Accessoires d'innagerie par r6sonance magn6tique
Voir

CT
MRI or sysfenls

TTESTATION / CERTIFICATE Nl" 7848 rev.8
d Paris le 31 mai 2018

in Paris on May 31st, 2018

le rapport r,6f€rencd Fl73832, Ie systime d'aesurance QU[alitE -

Itlfs mddicaux Cnum6€e ci-dessus e,st conforme aux exigences

in the file referenced P173832, the quality system - for o'esign,

ove contplies tuith the requirements of the Directive 93/42fEI1C, 'annex

tion p6riodirlue ou impndvue
Pected verilication

luded)
20 (include,d)

47 37 oo " l1a>l ; Ql 4a 43 37 37 . www.lne.fr " www,gnred.fr



Addendurn
Addendum
Dossier / F/e

MNW
l..t: p't+6ri::,, stxe p*.*tir*u.a * 6o.rtcg*i

Certification
M6dical.Santd

LNE',c-MED i 0459

I'attestation N" 7848 rev.8
the certificate l,l" 7MB rev. I
N'P173832

pagell2

On behalf of the G'MED Certlfflcati-on''Directrrr
Beatrlce LYS

ADD
Lxbcye€sise maB:?*z**$ de s${i,"fr,s$e * ** e$-e$sais - ttuur
LNVG-MIID " or€anisme nati[i6 n" t1459

l, rue Gaston Boissler - 75?24 Paf's (3eder( I 5 " T6l. ; 0l 40 43 37 00 "

ldentificalion des d I ldentitication of devices

Glasse drr Dlil

S-Y,Dtt'tt.i$

Dlsposltlfs ou systbmes d'imagerle par r6sonance
magn6fique

MRI devices or sysfems
Optlma MR360 lla

Dispositifs ou systemes d'imagerie par r6sonance
magn6tique

MFI devices orsysterns
ttrlvo MR355 lla

TomodensltomClre$ (scan ners)
CT scanners

Elrlvo CT 315
Elrivo CT 325

ilb

Tomodensltomitres (scan ners)
CT scanners

Dlsc,overy gT 590RT
Opllma CT580
Drlscovery RT

Ib

Tomodensitomitreg (scanners)
CT scanners Opllma CT520 Itb

Tomodensltom0tres (scanners)
CT scanners Ilrlvo GT3E5 llb

Tom odens itomltres (scanners)
CT scanners Opllma CT540 ilb

Tom odens ltomdtres (scanners)
CT scanners

Op{}rator Console
fot LightSpeetl Ultra / Plus / f 6 upgrade)

ltb

Tomodensllomitres (scanners)
CT scanners (fot

Opr:rator Gonsole
BrlghtSpeed Elite / Brlghtfipeed Ellte S€lect)

ilb

Tom odensltomitres (scan ners)
CT scanrters Rervoluilon ACT ilb



Addendum
Addendum
Dossier /

l'attestation h{'7848 rev" 8 page?l2
the certificate N" 7848 rev.8
N" P173832

:crrsmerelsli
#'*BreqE*q*

Dzzvis* **{{ti
€l

Tsfftsd€$t$[tsrft*tree {seerrm*r*}
0Iscan/Ters Revslutlon Fromtler

Temodensitcnn&tres (scnmnere)
Sfscen*ers Fevolutlion Frontisr ES

Ae*es*oFles d'irmessri* par r€snraa*r*e
8'$egn6tiqus

Mftt ae*essaries
GE f "ST Se F€ Fssr AstkEe SseA

turuffi
le pr*4:rBr, elm* gt:r**i** i 1ir:t irf

Certification
Mddical-liantd

13 alin6as /

Edentification du site
ldentification of

GE HAhIGWEIMEDICAL SYSTEMS CO. Ltd.

ildentf;fication des di itils i ldentification of devic'es

l3 indented lin'es

et des activitds
and activities

f{orth Hoad, BelJing Economlc and TechnologlicalWest Area of Building No.3, No.1 Yongchang
Development Area, BEUING 100176 CHINA
Conceptlon, tabrlcation et conlr6le final
Design, manufacture and final control

LNE/G-MED | 0459- 
| ^ - -- |

Bdatrice LYS
G-MED Gertlllcation Technical Dlrector

720 DM 0701-31 rev 5 du 2Ns7l2O15

ent public S r:racGue industrjel et commercisl

| 40 43 37 37 + \,r.\r,w.lne.fr " wwrvgmed.fr



Lc pro6rir, une pcssion,i pcrtlger

Certilication
Mddlcal.SanId

Organism notificat nr. 0459

Aprobarea intregului Sis
AFJEXA ll, exclusiv sectiunea 4 din Directi

Pentru dispozitivele de clasa lll, este

Producdtorul:

GE I-NANGWEI MEDI
West Area of Buitdlng No.3, No,1 Yong

TechnoIogical Development

Categoria de dispozitive:

Dispozitive sau sisteme de im

Vezi anexa pentru i

LNE-G-MED cefiificd faptul cZr, pe baza rezultatelor
calitdtii - pentru proiectarea, fabricarea gi controlul final
Directivei 93l42lCEE, anexa ll, exclusiv sectiunea 4.

Valabilitatea prezentului certificat este supuse ve

Data inceperii valabilita{ii: 3'1 mai2018 (inclusiv)
Data expirdrii'.20 decembrie 2020 (inclusiv)

LNE - 7848 rev. I
Modifici certificatul 7 848-7

Traducere di Iirnba englezd

CER.TIF CAT CE
de Asigurare a Calitetii

a 93l42lEE0 orivind disoozitivele
ecesar un r:edificat de proiectare

Scanere de tomog e computterflzatd
ticd cu rezonanfd magnetici (lRM)

Vezi
rii IRM
nexa

ormatii suplimentare

sYsTEt![s co" Lrd
ang North Road, Beijing Econornical and
rea, BElJltlG 100176 Cl-llNA

GERTIFICAT Nr. 7848 rev. I
Emis la Paris, 31 mai201i3

medicale
C;E

rerferin{5 P173832, sistemul de asigurare i;r

nredicale enumerate aici respectd cerintel:r
in dosarul

dispozitivelor

ificirii oeriorlice si neanuntate.

,";i7'1i2 ;



Ane
Dos

l.< y|agrit, ttz* VasrTa*4 y*rtager

Certlficatidn
Mddica:.5antd

ldentificarea

la Certificatul nr. 7848 rev. E pagina 1/2
nr. P173832

ispozitivelor

Destinaf ia d ispozitivului
Accesorii marcate CE

eferinfa comenciald sau codul
dispozitivului Clasa DM

Dispozitive sau sisteme de imagisticd cu
rezonantd maoneticd (lRM)

Optinra MR360

Dispozitive sau sisteme de imagisticd cu
rezonanfd magneticd (l RM)

Brivrc MR355 d

Scanere de tomografie computerizati Brivo (1T315

Brivo (1T325
b

Scanere de tomografie computerizatd Discovery CT 590RT
Optirna CTsB0
Discovery RT

h

Scanere de tomoqrafie com outerizatd Ootirna CT520 b

Scanere de tomoq rafie computerizatd Brivo CT385 b

Scanere de tomoorafie comouterizatd Optirna CT540 b

Scanere de tomografrer computerizatd
(r

Consola ooeratorului
entru LightSpeerd Ultra I Plus / '16

uD0rade

h

Scanere de tomografie computerizati Consola, operatorului
(pentru BrilJhtSpeed Elite /
BriqhtSper:d Elite Select)

b

Scanere de tomoqrafie computerizatd Revolution ACT b

LNE-G-MED 0459

ADD

($tampild: tr.al:orato.rul nalional de metrologie ;i
tncercdri LNE)

l,s e mn d tau" d in d e s c ifr ab il d)
in numelle Dir e

Cec
Manager D

:it 
&e

r'\
'a
i<
!t720DlM0701
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,6rile-Wffi
l* 9r*6r*c1 ure garrla* & prt*ge*

Certiluarton
Mddical-Santd

Ane
Dosr

ldentiflcarea

la Gertiffrcatul nr. 7848 rev. 8 pagina 2/2
nr. P173832

ispozitivelor

Destina_tia d ispozitivului
Accesorii marcate GE

eferinfa conrerciald sau codul
dispozitivului Glasa DM

Scanere de tomoqrafie computerizatd Revolution Frontier o

Scanere de tomoqrafie comouterizatd Revoluticrn Fronties ES o

Accesorii pentru imagistici cu rezonan(d
maqneticd

iE 1.5T 8 canale, Bobin5 pentru
qleznd si laba piciorului

a

13r

ldentificarea loc

GE HANGWEI MEDICAL SYSTEMS CO. Ltd
West Area of Building No.3, No.1 Yongchang Nc
Development Area, BEIJING 100176 CHINA

Proiectare, fabricare si control final

LNE-G-MED

ADD
frx
{ llrrt)

nUL JU,sl
bror Au/o;{

0459

nduri

liei giactivttdlilor

th Road, Beijing Economical and Technological

*
+

tg
"-1/

720 DM 070 1-3 1 rev 5 dir 28 .01 ,2015
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Certification
M6dical-Santd

Le LNti certifie que le systdme de de la qualiG d6velopp6 par

sysfem developed byLNE certifies that the quality

GE HANGWEI ME CAL SYS'TEMS CO. Ltd

West Area of lBuilding No.3, No.1 Y g North Road, Beiiing Economic and

Terchnologi cal Develop Area, BIEIJING 100176 CHINA

pour
for t

activit6s
activities

Gonception, fabrication et contr6le final de tonrodensitomltres (scanners),
de dispositifs ou systdmes d'i par l'6sonance magn6tique et

d'accessoires par r6sonance mag nEtique

CERTIFICAT
C ERTI F: I CATE O F RECi/S TRA T|IOA/

N' 7849 rev. 7

D6but de validit6 / Effective dafe : December 21st

Vafable jusqu'au / E.xpiry date : December 20th

Etabli le /'/ssueaf on ; December 7th, 2017

*s$trs€ DIrector

','n, VE WllllludL E! url lcr | "["'*- '
r)'
H
tC

Renouvellet le 49-6

Qre mms'$g *e* $mg*e *K $*€SSA6$ " Etablissernent public i caractEre in r:orinmercial

me notifi6 par I'autorit6 compStenlfe franEaise err mati€re der dis itifs; m€dicaux n" O4:tg

-7j724 paris Cedex 15 " T6i. : 01 40 43 37 AO e Fax: Ol 4A 43 37 s v/wwlne.fr " rit!,^r/.,!lmed.fr



Traducere din

sffisMM
L* pr+ge**1 irn* pn+rlon.* $artq&sr

il)r triir:.tt i*-rn

\liitlic*i-S:r iiri

l-l.lE certificd faptul cd sistemul de

GE I.IANGWEI MEDIC
West Area of Building ldo.3, No"1 Yongc

T'ech nological Development

pentru

Proiectarea, fabricarea g; testarea finale a
dispozitivelor saru sisternelor de in'lagisticd

imagistica cur

efectuate la

GE I'IANGWEI MEDIC
West Area of Builciing No.3, No.1 Yongc

Technological Development

respecti cerintele sta

ISO 900'!:20'!5 -

Data inceperii valabilitEt\ii: 21 decembrie 201 7
Data expirdrii:20 delcembrie 2020 (inclusiv)

($tanzpild:

LNE - 7849-7
Prezentulcertificat este emis in conformitate cu reoulil

Reinnoieqte certificatul 7849-6

Iimba englezzd

CER.TI FIGAT EE TNREGN$TRARE
hJr" 7E49 rev" 7

nagernent a[ calitdfii elaborat de

!- SYSTEMS CO. I-td
ng North Road, Beljing Economic and

, tsEIJING,IOO,I76 CHINA

scanerelor de tornografie computerlzat5,
nezonan!6 rnagnetici gi accesoriilor pentnu

nld magneticd

Iocalia(ile):

L SYSTEMS CO. Ltd
ng North Road, Beijing Economic and

e, BEIJHNG 100't76 CIJN

or interna{!onale

SO 13485:2S'[6

usiv)

orul naliotml de i LNE)
(semndturd indescifr

ln nu le Directorului
Cecile VAUG

N/a ager Divizie Certifi

de certificare G-MED

'on^



Certificsiian
b$dieai€ancd

Rezumatul activi acopprite de certificat:

Velsiunea in limba englez6:
Pro i e cf are a, dem oltarc a, fabric ar e a, testarea fi na l[ g i ibq{ia dispozitivelor sau sistemelor de

diagnosticare radiologicd, inclusiv sisteme angi
asociat.

sistpme de mamografie, stalii de lucru Ei software-ul

Activitdti ,,Gold Seal" penhu echiparnente la m6na a

* }8 * {.,rF * * * *' {< 16 + {<,k * * * * * * * + * t * * * * + r< + tB + * + + * * * + + * * ** rF 
't<* ** * )F** t!* + * +* **++*+ {. ***{<* *rl.*<*X* {<ri** * **r}:

Prezentul certifi cat acoperl rmdtqarele activit[{i qi locafii:

GE MEDIC SYSTEMS SCS
LA MINIER,E283 RUE D

78530 , FRA,NTA

Versiunea in lirnba englez4:
Proioctarea, dezvoltarea, fabticarea, testarea final6 qi dispozitivelor sau sistemelot de

diagnosticare radiologicb, inclusiv sisteme angiografi , sisterne de mamografie, stalii de lucru gi software-ul
asociat.
Activitdli,,Gold Seal" penhu echipamente la mdna a

'B 
****!t** *r!*X( ***+{<* * * +* *{< {<***{<i< * +*****++* *:1.*rl. rfi

Prezentul certifi cat acoper[ e activitili gi locafii:

GE MEDICA
128 rue de

SYSTEMS SCS
rdonnerets

ZAC d.e Nord 2

93290 TRE Y EN FRANCE
A

Versiunea tn limba englez6:
radiologicd, inclusiv sisteme angiografice, sistemeDistribufia dispozitivelor sau sistemelor de diagnosti

de mamografie, stafii de luoru qi softwale-ul asociat.

($tampild: nalional
(semndturd

Anexi

Dosar

Certificatu.rl nr, 12957 rev. 6

P159733

pagina 1/f

LNE-9,MED

ADD

numele Directorului
Cecile VAI,JG

Manager Divizie

'720DllI0'701-32 rev 5 din 15.06.2016

0459
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