
Anexa I

ECOGRAF DEDICAT EXAMINARIT,OR CARDIOLOGICE

CARACTERISTICI TEHNICE SOLICITATE

CARACTERISTICI TEHN ICE OFERTITTE

MODEL:

Versana Premier (GE, Healthcare)

UNITATEA DE ]BAZA UNITATEA DFBAZA
Mir-rim 3 poftr-rri de sonda active 4 oorluri de sonda ar:tive

Sistern de blocare a celor 4 roti Sistem de blocare a celor 4 roti

Ecosrafi sa dispuna de spatiu pentru periferice Eco,graful sa dispuna de spatiu pentru perifi:rice

Srrnort nr lurtrrr tubul de gel Suporl pentru tubul de gel

Maner pr ntru deplasarea cu usulinta a echipamentului Maner pentru deplasarea cu usut'inta a

echipatnentului

Posibilitz e de atasare a unui incalzitor de gel Posibililate de atasat'e a unui incalzitol de p;el

HDD mihirn 500 GB HDD 5OO GB

Zsomot lTenerat rnaxim z[0 dB Zgcttnot generat 36 dB

Putere consur-nata (cu tot cu periferice) max 65OVA Put,:re consulrata (cu tot cu periferice) 45OVA

Monitor Monitor
Diasonala rrin 2l inch Diagotiala 21,5 inch

Tehnolosie LED sau superiot' TetLnologie LED sau supet'ior

Rezolutio Full HD (1920 x 1080) Rez:olutie Full IID (1920 x 1080)

16.7 M rrlori 16.'7 M culori

Posibilitt lte de reslare a lun-rinozitatii Posibilitate de reslare a luminozitatii

Monitolr
oermita:

trebuie sa fie fixat pe un brat arljculat care sa Monitorul trebuie sa fie fixat pe un brat arljculat
care sa permita :

Rotire pe orizonlala +160 grade Rotile pe orizoutala 170 grade

otire oe vefijcaia +251-10 Srade Rotire pe vefiicala +251-90 gracle

Leslarea inaltimii min 1B cm Reglarea inaltirnii 1B cm

Panou d Panou de control
Milrirn 4 taste confisurabile de catre utilizator 9 t,aste contlguablle de catre utlllzatol

Minin-r 5 suporluri Dentru sonde 6 suporl.uri penl.ru sotrde

Inaltime reglabila pe rninirn lB cttt Inaltime reelabila pe 18 cm

Pentru simplificalea flr-rx.ului de lucrr-t, ecograful trebrrie

sa disouna de eclan tactil
Pentru sin-rplifir:area fluxului de luct'u, ecoS;raful

disuune de ecran tactil

Ecran tz ctil Ecran tactil
Tehnologie LED Tehnologie Ultra-hight lesol ution LED

Diasona a minirr 10 inch Dia,gonala i0 irrch

Rezolut rnirrirl t280 x 800 Re;lolr-ttie minirl 128Q \-
Tastatura alfa-nurnerica disponibila pe ecranul tactil Tasltatura alfa-n Lnul

tacl.il

Ecrhn taqtil de tip capacitiv
Anlicati disnonibile ne cchipament
Abdlome I Abdorreu \\P: ,z .'::

Carldiolosle
. \ t- .L\/Cardiologie' ?"-'lk'qr, '.:5'

Ginecologie Ginecologie (

lt /+ lil\2



Musculo cheletal Musculoscheletal

Obstetric Obstetrica

Pediatrie Pediatrie

Parti mo Parljmoi

Uroloeie Urologie

Vascular Vascular

Presetur standard Preseturi starndard

Abdomer Abdomen

Cord adt t Cord adult

Adnexa Adnexa

Aorta Aolta
Arc aorti Arc aortic

Afierial Art;rial
Yezicau inara Yez:ica urinara

Intestine Interstine

San San

Carotida Carotida

Penetrar Penetrare

Cord feta Cord felal

Cap (nec ratologie) Cap (neonatologie)

Transluc nta nucala Translucenta nucala

Abdorneh pediatrie Abdomen pediatrie

Cord per ialirie Cord pediatrie

Sold ped atrie Sold pediatrie

Prostata Prostata

Renal Renal

Tiroida Tiroida

Testicul Testicul

Doppler ranscranial Doppler tt'anscranial

Uter Uter

Venos Venos

OB Trin I OB Trirn l

OB Trin 2 OB Trirn 2

OB Trin 3 OB Trirn 3

Moduri le oDerare Mc,durfl de operare

2D 2D

Doppler olor Doppler color

Doppler bulsat Doppler pulsat

Doooler :ontinuu Doooler continuu

Power D oppler Power Doppler

Power D oppler directional Porver Doppler directional

M M
M anato IC M anatomic

Sinfle,DualiOr-rad Sinele/Dual/Ouad -4+-
3D 3D AcY.'#i.Y.le\ ,/'
4D 4D //*:E- ,/ =\i ,/,
STIC (S ratio Temporal Image Corlelation) STIC (Spatio Tem rflla

Doppler :olol tisular Porylslgelerltlll
Doppler pulsat tist

fr.

Doppler rulsat tisular I



Elastogra fie E,lastosrafie

Irnaftirre )anoramlca Imagine panoramica

Imagine Imagine Irapezoidala

Mod de I

a trarecto
rcru ce Lrsureaza vtzualizarea acului de biopsie st

:ioi acestuia

Mod de lucru ce usureaza vizualizarea acului de

bioosie si a traiectoriei acestuia

Transductori Trarnstluctori
Echipam( rntul sa fie comoatibil cu : Ecl-ripanrentul este colnpatibil cu :

Sonde liniare in gama totala de frecventa minim 3-16

MHz
Sor:rde liniare in gama totala de frecventa 3-lB
MF[z

Sor-ide cq
MHz

rvexe in gama totala de ft'ecventa minim 2-u Sorrde convexe in gama totala de frecventa 1.5-

10l\4Hz
Sonde mi
4-9 MHz

clb-convexe in ganra totala de frecventa mitrim SorLde nricro-convexe in ganta totala de

frecventa 3,5-10 MHz
Sonde en

9 MHz
locavitare in gama totala de fi'ecventa n-iiniln 4- Sorrde endocavitare in gama totala de frecvetlta

rnirriur 3,5-10 MHz
Sonde ph
4 MHz

ased array in gama totala de fi'ecventa minirn 2- Sorrde phased array in gama totala de frecventa
2-4 MHz

Sonde aQ

frecventa
lominale volumetrice in gama totala de

nrinim 4-8 MHz
Sorrde abdorr-rinale volumetrice in gama totzLla de

fi'ecvertla 3-5 MHz
Sonde eri

frecventa
Cocavitare volumetrice in gama totala de

minim 5-9 MHz
Sorrde endocavitare volumetrice in gama totala
de lrecventa rninim 5-9 MHz

Sondacreidn de2 MHz Sorrdacreion de2 MHz
Caracte istici standard ale echipamentului Caracteristici standard ale echipamentului

Folmato{ de unde digital Formator de unde dieital

Ganra totala de fi'ecventa acooerita min 2-16 MHz Garra totala de frecventa acoperita 7,1 -18 lvlHz

Minim 570 000 canale de procesare Minim :t70 000 canale de procesare

Adancin-r de scanare min 2-38 cm Adancirne de scanare 0-38 cm

Minim 4 focare 8 focare

Soft de ir
conturltri

rbunatatire a imaginii 2D si 3Dl4D prin intaritea
or si reducerea artefactelor

Soft de imbunatatire a imaginii 2D si 3D/4D prin

i nteLri rea contulttti I or si reducerea attefacte I or

Reglabil in 5 trepte Reslabil in 5 trepte

Minin 2 i6 tonuri de gri 256i tonuri de gri

Carla dinamica nrinint 256 dB Garna dinamica224 dB

Sistemu a atinga un frame ra1.e de minim 950 fps Sisrfemul sa atinga un fi'ame rate de 1774 ftrts

Posibilita e de inversare a imasinii Posibilitate de invetsare a imaginit

rs/ios Sus/ios

Stanga/dreapta Stanga/dreapta

Rotire a nrasinii cu 90/l 80/270 erade Rol.ire a imasinii cu0l90l1B0l270 grade

Mod de oompunere a fi'ecventelor reglabil in minirn 3

pasl
Mod de compunere a frecventelol regiabil in

nirrirn li pasi

Memodel CINE rnin 45000 frame-uri Memorie CINF, rnin 45000 fi'ame-ut'i

CINE Loop minim 12t000 linii CI)'IE Loop minim l4000linii
Optimiza
aDasafea

le autornata a inaginii in scala de gri prin
unui singur buton

Optirr-rizare automata a imaginii in scala de grt
plin apasarea unui singul butou

Timp de oornire a sistenrului rnax 180 sec Tirrp de pornire a sistenrului 1 *=*- r'.

Minim 30 presetuli persoralizabile de catre r-rtilizator Minim 30 preseturi perso

r-rtilizator

Baza de date pacienti Ba;ra dc date lriiciertti llfi.'E €jl 
'// 't0.7

Posibilitate de eclitare a meniului de pe ecranul tactil Po:;ibilrtate de cditare a ritErj&'SjLri flrt



tactil
SofrLuri disponibile optional pe sistemSofluri disnonibile optional pe sislem

4D 4D

Softuri de olelucrare a volumului Sofl.uli de prelucrare a volumului

\izvalizate a volumului in slice-uri 2D cu

srosime reglabila

- Yrzualizare a volutnului in slice-uri 2D

cu grositle reglabila

Yizvalizarc a unei sectiuni in volum definita dupa

olice plan lt'asat dc catre utilizator
Yizu,alizare a unei sectiuni in volun:L

definita dupa orice plan trasat de ceLtre

utilizator

Masurare ar[tomata a intimei medii Masurare autotnata a intirnei medii

DICOM 0 DIC]OM 3.0

Elastosrr fiO de tip strain pentru parli moi ElastogJafie de tip strain pentru parli moi

Modul dt

intermed
IOS

expofiafe a imaginilor pe smartphone prln
ul unei aplicatii disponibile pentru Android si

Modul cle expoftare a imaginilor pe smafiphone
prin intermediul unei aplicatii disponibile pcntru

Android si IOS

Mod de I

a traiectc
[c1u ce usureaza vizualizarea acului de biopsie st

ridi acestuia

Mod de lucru ce usureaza viztalizarea acului de

biopsie si a traiectot'iei acestuia

Panoram Panoramic

Masulatc are semi-autonata a translucentei nucale Mas uratoat'e semi -automata a transluceutei
nucaie

Masuratr
achizirte

iarp autornata a foliculilot' ovarieni dintr'-o

3D a ovarului

Mas urtrtoare autotlata a fol i culil or ovarieni

dintr-o achizitie 3D a ovarului

Mod de reconstructie realista a tesuturilor in3Dl4D Mod de reconstructie realista a tesuturilor irt
3DI4D

STIC (Spatio Temporal Image Correlation) STIC (soatio Temporal lmage Conelation)

Strain (cardiologie) Strain (r:ardiologie)

Modul2D Modul2D
Steer 2D minirn 5 unghir"rri Steer 2D minim 5 unghturr

Chroma ninirn 11 harti Chromalninim llharti
Afisare h rnod dual2D si Doppler Color in timp real Afisare in mod dual 2D si Doppler Color in timp

reaL

Min m5 fi'ecvente selectabile M nim 5 fi'ecvente selectabile

Min m I halti de sri M nirn 12 hart.i de gri

Mod de uciu cu artnonice fundamentale Mod de lucru cu artnonice fundamentale

ivlod de ucl'u cu armonice cu inversie de faza Mcd de lucru cu arrnonice cu inversie de fttza

Posibilitate de reglare a densitatii de linii minim 3 pasi Pos;ibilitate de leglare a clensitatii de linii mintm
3 pasi

Soft de lbducere a attefactelor si intarire a contururilor So11 de t'educere a at'tefactelor si intarire a
contulurilor

Reslabil in minim 5 past Reelabil in minim 5 past

Corlput'r :re spatiala Corrpunere spatiala

eelabila in minitl 3 past Reglabila in n-rinim 3 past

Imagine tlapezoiclala Lnagine trapezoidala

Reglare urrshiului de scanare tlinim 40-100% Re,qlare a unghiului de scatlar 0% /
Zoont Zoonl Z1,e<f t.|'!'t/ n. I

Read zoom de nrinim 8 ori
Wlite zoom Write zoorrr //^'f t{nJ tJi /*f"Yt;

Modul Modul M llF rv4

lvlll]lm I halti || halti Hl;"tZ "f /il;-3

"to t!'l
\1/



It"ribilite-d.reglr* avtrezei de baleiere (sweep speed) Posibilitate de reglat'e avirezci de baleii:re

(swrep speed)

Mod M alratomic MoC M anatomic

Modul Donnler Color Modul Doppler Color

Minim 12 hafli d; culoar.e 
--

14 hart de culoare

Posibilitate de reslare a sensibilitatii Posibi late de reglare a sensibilltattt

Hide color' : on/off Hide er or : on/otl

Gama PRF nrinim 0.1 KHz - 19.5 KIlz Garna PRI'minim 0.1 KHz 19.5 KHz

Inclinarea fbrestrei doppler cu minim +30 grade Inclinarea ferestrei cloppler cu tninim +1)0 gnade

Filtru de perete reglabil in minim 4 pasi Filtru cb perete reglabil irr minim 4 pasi

Modul Doppler nrulsat Modul Doppler pulsat

Calcul automat pentru PSV, EDV, TAPV, RI, PI, S/D,
'IAMV, D/S, Max Plessure Gradient, Mean Pressure

Gradientr VTI. Peak A

Calcul automat petrtru PSV, EDV, TAPV,.FU,

PI. S/D, TAMV, D/iS, Max Plessure Gradieint,

Mean Pressure Gradient, VTI, Peak A

Harti de culoare rninirr-r 1l Harti de culoare 11

Gama PRF lminirn l-2.2.5 kHz Cama PRF minim 0.3-21.9 KIlz

Optimizzile automata a spectrului prin ajustarea baseline-

ului si reglarea PBlF-r-rlui prin apasarea unui singur butolt
Opl.imizare automata a spectrului pdn ajuslarea

baseline-ului si reglarea PRF-ului prin apas;area

unuLi sinsur buton

Reslare a d nensiunii oortii minim 0.5 - 25 mm Reillare a dimensiutrii porlii 0.5 - 25 ntnl

Corectie au olnata a unghiului de insonatie la 60 grade Corectir: autonata a ungtriului de insonatie la 60
grade

Modul Doopler Continuu Mo,dull Donpler Continuu

Garna PRF mirritn 2-51 l<Hz Ganra PRF 2-51kHz

Modul Fower Do,ppler Mc,dull Power Doppler

Minim 12harti de culoare 12 'rrair.i de culoare

Hide color Hicle color

lnversare a haflii de culoare (Powel Dopplel Dilectional) Lrversare a harlii de culoare (Power Doppl:'r
Directional)

Filtru de porete reglabil in rninirrr 4 pasi Filtru de perete reglabil in minim 4 pasi

Gan.ra PRF minin-r 0.1 KIlz - 19.5 KHz Gama FRF 0.1 KHz.- 19.5 KHz

Inclinalea f,erestrei dopplel cu minin +30 grade Inclinarea ferestrei doppler cu nrinitl +30 gr'ade

Modul3D/4D Mcrdul3Dl4D
Yizualizaretonrografica a volr-imului in slice-uri 2D de

srosime reglabila

Yrz,salizale tomografica a volumului in slir:e-ut'l

2D de p;rosime reglabila

Calcul automat al dinrersiunilor foliculilor pornind de la

o achizit'ie 3D a ovarulut'i

Calcul automat al dimensiunilor foliculilot'
oornind de la o achizitie 3D a ovarului

Soft de teconstructie realista a tesutut'ilor Soll de recoustrttctie realista a tesuturilor

Posibilitate de reglare a unghiului de iluminare Posibilitate de reglare a unghiului cle

iluminare

Posibilitrte de lg'lare a culorii tesutulLri Posibilitate de t'eslare a culoliitesutului

Unelte de prelucrare a volumLtlui (stergere, decupare

pentru inlaturarea at'tefactelor sau a stt'ucturilor inutile)
Unelte de prel Ltcrare a volumului (stergere,

decupare pentt'u inlaturat'ea altelactelor sau a

strucir-u'ilor inutile) 7t
ROI Culve - posibilitate de curbat'e a boxului pentrLl

reconstructia 3Dl4D itr zoue cu putin licliid arnniotic)
RC)I Cr-rrve - posibilit
pentru reconstructia 3

lichid an-uriotic)

Posibilitate de t'eglat'e a unghiului de recot-istructie pentru

scurtarea timpului de achizitie

Posibilitate de reglar
leconstructie petrtrlt

r- ll
,Bil

ir,/
//'/



achizitie

Elastosn fie Elastografie

Echipan
elastogra

ntlrl trebuie sa dispuna de software de

ie de tip strain pe sonda liniara si endocavitara

Echfuamentultrebuie sa dispuna de softwale de

elastografie de tip strain pe sonda liniara si

end,ocavitara

Modul elr

utilizaton
reoroducl

rstOgrafic sa fte rcalizabil fara compresia

rlui pentru mai multa acuratete si

ibllitate a examinarii

Mor1ul elastografi c sa fie r ealizabil fara
compresia utilizatorului pentru mai mufta

acuratete si reproductibilitate a examinarii

Softul de

calitate a

elhstografie sa dispuna de un indicator de

achizitiei in timp real

Softul de elastografie sa dispuna de un indicator
de calitate a achizitiei in timp real

Minim 5 rarti de culoare selectabile Minim ii harti de culoare selectabile

Afisare i rnod dual Afisare in mod dual

Reelare trhnsoarentei hartii de culoare Reglare a transparentei hartii de culoare

Inversart a hartii de culoare Invr:rsare a hartii de culoare

A.( ONFIGURATIE D E LI\iRARE B. CONFIGURATIE DE LIVRARII.

l.Unitat
de la pu

adebaza incluzandl minim cerintele tehnice
ctul A.

l.Unitatea d.ebaza incluzand minim
cer:intelle tehnice de la punctul A.

2. Trans, uctor phased anray multifrecventa 2. flransductor phased array multifrecventa

- gama o flecventa in intervalul minim 2-4MHz - gama de frecventa in intervalul minim2-4
MF:tz

- mlnlm 0 elemente - minim 60 elemente

- unshi scanare minim 90' - urrshi de scanare minim 90'

aplicati dbdomen, cardiac, vascular, pediatric - arrlicatii: abdomen, cardiac, vascular, pediatric

3. Tranr luTctor Lin ar multifrecventa 3. llransductor Lin r multifrecventa

- gama d, ffecventa in intervalul minim 3-16l|/Hz - gama de frecventa in intervalul minim 3-16

MLIz
- minim 92 elemente 192 elemente- mlnlrn

- camp o scanare minim 35 mm - carmD de scanare minim 35 mm

- aplicat pediatrie, musculoscheletal, parti moi, vascular - aplical.ii: pediatrie, musculoscheletal, pafii moi,

vascular

Posibil tate de atasare a unui ghid de biopsie - Posibilitate de atasare a unui ghid de biopr;ie

4. Transdqctor Convex mullifrecventa 4. Transductor Convex multifrecventa

- gama d frecventa in intervalul minim 2-8l|lHz - gama de frecventa in intervalul minim 2-B

MFIz

- mlnlm 90 elemente - minim 190 elemente

- unghi r scanare minim 55' - unshi de scdnare minim 55'

- aplicatii: abdomen, obstetrica, ginecologie - aplicatii: abdomen, obstetrica, ginecologie

Posibi tate de atasare a unui ghid de biopsie - Posibilitate de atasare a unui ghid de biopsie

5. Pache
- dopplet
- masura

t qardiologie conpus din:
'continuu

lori cardiace

5. Pachet cardiologie comPus din:
- doppler continuu
- masuratori cardiace

6. Soft c

conturu
e reducere a artefactelor si intarire a

rilor pentru imbunatatirea imaginii 2D
6. Iioft de reducere a artefactelor si intarire a

contururilor pentru imbunatatirea irnaginii
2D

7. Soft c

superior
e qompunere spatiala pentru rezolutie
ra in modul2D

7. lloft de com
sunerioara in

8. Vider orinter alb-nesru dieital 8. Videoprint;er alb-{fg itq 4-/.
t/11 'thli:

COND] III DE SERVICE SI GARANTIE



Perioada
finale

l^lc 4aranlie: minirn 24 luni de la data recepJiei Perioada de garanlie: minim 24luni de la data

rece:pliei finale

Termen <

notificari
rterventie - maxim J2 de ore de la primirea Ten:nen de interventie - maxim 72 de ore de: la

nrimirea notificarii

Transpot
realizeaz
incluse ir

ul
,d
o

montarea gi punerea in funcliune se

: cdtre furnizor, costul acestor operalii fiind
et

Transportul, montarea gi punerea ?n tuncltune se

rcalizeazd de cdtre furnizor, costul acestor

operatii fiind incluse in Pre!

Personal
ounere ir fi

ificat pentru instruire personal utilizator si

nctiune

Personal cahficat pentru instruire personal

utiliLzator si punere in functiune

SERVI( E ,OSTGARANTIE SERVICE POSTGARANTIE

Perioada
piese de

n
cl

tima:7 ani pe baza de contract 9i asigurare

mb si consutnabile

Periioada minima: 7 ani pe baza de contract 9i

asipiurare piese de schimb gi consumabile

Timp mz

beneficir
tl
'u

r de interventie: 96 ore, la sediul
Lri A
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Products:
* Ulbr:ascunC Diagnostic Syslerns and trroi:es
- Aresiire*qia Lrevices
- Scne )e::sitcmetry sysfens
- ECG ModuLe

SiLes incluceci:
GH Nlediaal s\rsi-e.ms UlL::ascrrnrl & Primary Care liagnosLrcs T,LC

9900 In:iovation lrive, Walrv;al-csa, WI .53225, USA
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S;rstetns
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An 2 Specifrcafii tehnice pentru Analizator biochimia automat , sistem Inchis

Cerinte qenerale

Cerin
electr
sister

tel
:

itr

ale
ui: Toate componentele echipar-nentului

electric se vor conecta laprtza prin figd de

letea de tip F "Schuko"

DA

Electricitate : 220 Y ollt monofazic DA

Frecventa 50 Hertz DA

Cond
gi de

tiile fizice
nediu:

Temperatura mediului rnin -20 max
+40oC

DA

Umiditatea 30-100% DA

Varia
tensll
retea:

.li

11 de

Echipamentul trebuie sb funcJioneze
satisficbtor de |a -72.5o/o la +8% clin

tensiunea nominald a retelei de 220 Vol1i.

DA

Echipamentul nu trebuie sd fie distrus la

varialii de -2loh pind la +12.50/o clin

tensiunea nominald a retelei de 220Yol1i.

DA

Interl
electr
a(Er

Performanla dispozitivului nu trebuie sd

fi.e afectatd de EMI rudiatd sau indusi de

liniile de alimentare ale altor dispozitive.

DA

Calitr
consl lel

Echiparnentul nu trebuie sd aib[ rnarglni
ascutite.

DA

Toate componentele echiparnentului
trebuie sd fie bine fixate.

DA

E,chiparnentul trebuie si fie sigur' 9i si
asigure o proteclie adecvatd contra

pdr{ilor in migcare gi a parfilor aflate sub

tensiune electric6.

DA

Echipamentul trebuie s[ fie construit din
materiale durabile gi sd reziste la utlliztre
si curatile tipic6.

DA

intrerupdtoarele, butoanele 9i alte

cornponente de comandd tlebuie si fie
proiectate pentru o utilizare intensivd.

DA

Terrninalele mecanice, electrice 9i

pneumatice preculn gi conectoare'le,
jacurile, articulaliile trebuie proiectiate

astfel incit sd prevind pdtrunderea

lichidelor, couectarea incorectd 9i

folosirea inadecvatd a couectoarelot'.

DA

Conexiunile tlebuie sd fie sigure
reziste la deconectdri accidentale 9i

caz sd mentind sterilitatea.

$l sa

dupd

Etic tarea: T'ot echipamentul furnizat va
putlamarcaiul CE.

Eticlietele gi marcajele trebuie sd fie cliat'e

si lizibile.

crf-;

AiB'e =;

Etichetele gi narcajele tlebuie sd

suficient de durabile incit sd reziste

curdtarea de rutind gi uzura normalS'

fi
la

L,egenda adecvatb de avertiz'\ri trebuie sb

fie plasatb pe dispozitiv.

DA(



Cerintele specifice

PARAMETRI SPECIFICATIE SPECIFICATIE OFERTATA PTOM
(Elitech GrouP/Olanda)

Certificat CE. so 9001 DA DA

Tip ..bench to1
t) DA DA

Greutate DA DA

Comparlimen re active/probe Posibilitatea de procesare nu

nrai putin de 120 seruri

concomitent

Posibilitatea de procesan: nu

mai putin de 86 seruri concomitettl

Sistem de raci 'e al reactivelor Nu mai sus de 15oC DA

Teste/ord Nu mai pulin de 200teste /ord DA

Tip probe anal zAte Plazma DA

Urina DA

Ser DA

Compartimenl reactive Posibilitatea de utiliza.re
- nu rnai pulin de 50 de leactivi
plasati concomitent .

Posibilitatea de utilizare - 64 de

reactivi plasali concomitent .

Compaftiment p eparareldozarc Dozare reactiv: 10+4'40

rncl-,cu pas 0.126mcl
Dozare ser: 3+'40

mcl;cu pas 0.126 rncl-
Yiteza de disPensare :

nu mai putin de BB0 mcl/sec

Dozare reactiv: 10-440 mcl-

,cu pas 0.126ncL
Dozare ser: 3+40 rncl;cu pas

0.126 mcL
Yiteza de dispensare : uu mai

putin de 880 mcl/sec

Comparlimen
probelor

de reacJie/citile al Rotor cu 100-120 de

cuve de unicd folosinld de

reacfie/citire,volutr de reac[ie

200-800mcl-,lungimea oPticd
6mm,37oC

Ro1.or cu 56 de cuve de

rnultipla folosinld de

reacfie/citire,volutn de reacfie 200-

800mcl-,lungimea opticd 6mnt,37 " C

Numar de prc
peaparat (lar

rbq se pot programa
r libtd de lucru)

Nu rnai pulin de I20
seruri olasate cottcomitent

DA

Mecanizn de rrotectie Detectie verticala a

obstacolului, cu oPrirea
analizatorului (protectia de

obstluctie a acului dozator')

DA

Consum de ap r didtilatd Mai pulin
ora

Analizorul
necesita conectare
apd externI

de 0,5L

llu
la sursa

pe

VA

de

DA

6{i:,f"l*t}>
Dilutie autom Ltd a probelor' DA

Autoverificare DA ?.: t- 'g. - |

T.E I

Marcare valor anolrnale DA

Afigare rcztlttrte Calculator extern

Cititor al cod ui de bare OPTIONAL DA --\i 'v"2



Sistenr Analizator automat sistem

deschis, cu procesarea testelor

mono si bireagente. Ofertanttul

este obligat sa nu includa
sistemul optional la nivel de

soft in timpul exPloatarii

aparatului.
Complet automat, acces

aleatoriu. discret

DA

Exportul date DA DA

Teste progran Da DA

lnterffafa com er BidirecJional , DA

Teste difinite e ftilizator DA DA

Metode de tes Punct final DA

Cinetic DA

Timp fix DA

Turbodimetrie DA

Diferenlial DA

Bicromatic DA

Diferential cu blank de DA

Teste de bazd Creatinina DA

Ureia DA

Proteina total[ DA

Albumina DA

Acid uric DA

Colesterol DA

Trigliceride DA

Glucoza DA

Bilirubin total qi direct DA

Kaliu DA

Natriu

Calciu t."
Fosfor anorganic l!{=

Clor ?;!.ri"
Calciu

Magneziu

Fier DA

ALT DA

AST DA

Fosfataza alcalind DA



Lipaza DA

Amilaza DA

Garna GTP DA

Creatin Kinaza DA

Lactat dehidrogenaza DA

Colesterol HDL DA

Microalburnina DA

SA DA

Tip reagent Lichid DA

Rezultate stoc 10 (memorate) Minimum 100 000 DA

Intrerupere te pprard a lucrului Posibilitate de a

intrerupe lucru temPonar

datoritd unor factori externi (

lipsa ser, lipsa reactiv, liPsa aPa,

bidon reziduri plin)

DA

Sistem optic Filtre cu gama intre
340-6J\nm, 8 filtre,reverrsie
optica

Citire bicromatiica

sustinuta de orice Protocol "end
point", "diff mode", "QinetitJ",

"fixe time"

DA

Rezolufie 0,0001 Abs D,A,

Interval de mi su[are 0-2.5 Abs ,convetsat la1Omm DA

Sursa lumind Lampd cu halogen DA

Sistema opert
Licentiat[

iqnala Windows XPori nlal
performantd

DA

Alimentare el ctiricd 220Y (50160H2) DA

Calculator COM port (RS-232) DA

PENTIUM 4I
2000MHzlIMbl800MHz

DA

RAM 1024 MB DA

HDD 256G8 7200rPm DA

DVD ROM+CD-RW IDE/,
tastaturd, rrlouse

DA

LCD 17 ''

Sistern UPS 220v ,2000YA, AVR
fd: \\
,'.L \

Printer Laser A4, t:nin

1 200x600dpi,20ppm,USB
Albinegru

D 3li

,y
Putere cousu nata Mai putin de 300VA DA

DAI
REAGENTI In set se va o.fleri

reagenfii pentru un ciclu de

lucru (indicati lista Ei cantitatea)

DA



CERINTELE PENTITU ASISTENTA

Piese Indica{i perioada in care piesele de

schirnb pentru echipamentul oferit vor
fi disponibile.

10 ani

Termen de g: tie Nu mai pulin de 3 ani, indiferent de

distribuitorul de reagenli

2 anl

Service ingi
producdtor

l€ I certificafi de DA DA

Autorizalia
pentru de

utilajului ofet
e

rt

producitorului
virea tehnicl a DA DA

Intrefinerea ; rl [ilactici O descriere a intrefinerii profilactice
necesarb pentru echipamentul oferit,
inclusiv frecventa.

Conform documentatiei de

exploatare

Documente gi n rnuale. Tot echipamentul trebuie sd fie livrat
cu copii ale instrucliunilor de utilizare
gi intrejinere in limba de stat sau

DA

CERINTE
7F.^ ll r

Certi lc rcq rso I l/f,if:- q .E\IDA
: " ll

Autc re de la producdtor I \a".RE "6 .r-lrDA
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To whom it

ELlTech Dist

headquarters
SRL, located a

Puteaux, 29 March 2017

Letter of Authorization

ution, a contpany of the ELlTech Group distributing taboratory diagnostic products with

t [-3-1S rue Jean Jaurds, 92800 Puteaux * France, hereby contirms that the company GBG-MLD

Mun. Chisinau. Str, Tiehina 65 of.607, MD-2001 - Moldova (the "Cornpany"), is authorized to

market the p Ucts as listed beiow (the "Prodttcts"), in Moldova (the "Territory"):

All products manufoctured by ELITech Ctlinical Sysfems 5AS

All products manufactuted by ELlTerch6roup B'V.

Company her y accepts (i) to market and promote Products in Territory as per the provisions set out hereunder

and (ii) to be s bject to General Conditions of Sales of ELlTech Distribution'

Company is nJt entitlerl to assign nor transfer, totally or partially, its respective rights and obligations arising out

of this Letter of duthorization, and particularly, it is not entitled to rnarket Products through the intermediary ot a

sub-distributorl anrd/or an affiliate wlthout the prior written c nsent of ELlTech Distrlbution.cll

This Letter of Authorization is (i) valid for a period of three (3) years untess terminated with a written notice bY

the issuer, (ii) s(bject to the signing of the Regulat and Quatity assurance Agr

mentioned coln$anv and ELlTech Clinical Systems and ELtlechGroup B'
.- r !.- - ^^^,-l---^ ..,i+L- tr-^^-

the

governed by apd construed in accordance with Frencr r rcw

REN
7

'7.

:!n.q,

538 673 716 _ RCS NANTEBRE



ance with:
nrlex lliof the IVD Directive

cle 4 of the RoFl52 Directive

of Confon *ty
I

I

I

I

i

I

EGN

pchGruurp E"V.

fiensseEeerweg 4

$ A1/ Spe*keren
Netheriands

declare sole responsibElity that the product indicated below (includEng all aecesssries) and to wlrieh

th[s deelar relates, ecnforms to the provisions af:

95179/EC of the European Parliament and of the eouncil of 27 Oetaber 1"998 on in

d ia gnostic med iea I deviees i"lVD Di reetirre" )

ZC1U6S/E| of the European Farliement amd r:f the Council af I June 2013 on the

n of the use of ce?'cair': hazardous substa*ees in electrical and eleetronie equipn:ent

2 Directive")

It is certi this product !s registered in accordance with the requirements of above mentioned EU

Direetives carries the CF marking.

Pradurit ClEnieaA ehen'tistry analyzer, automated

Seleetra FroMl

6S03-400 (Break-in number from 37-7503)

*366154060G3S2

56678

See Annex

Model

GTII\!

GMD cfde

Fnoduet
As per e 9, section 5- the products are categcrized as othelr devices {"self deciaration"}.

assessFTEesBt p roeedu re

ln aecc
j

e

Selectra ProM rcv" fi$



( Dee Hanat$on of#l

E-6st sf app{Eed {harexoxt$zed} standaa"ds

Stpndard version **scriBtleln
Tested I
eertified hy

$af*ty

) 61010-1r2010

Safety requirements for electricel squipment fcr
measurement, contrsl, and laboratory use'

Part 1: Generffl requirerYlents

DEKRA

E C 61S1.S-2-S10:?014

Safety rer{uirerflents for electrical equipment fai'

rneasurement, cantrol and i;rboratcry used -
Part 2-010: partieular requirenrents for iaboratcr.l
equit:ment far the heating of rnater!a1-

It 61"010-2-081:201.5

Sa{ety requirernerrts for electrical equipr'nent for
measlrreffieRt, c*ntro!, and labor*tory use -
Pfirt 2-C81; Fartlcular requirei'nents for autor$atic

and semi-autcma*ic laboratsry equipment for
analysis and other PurPoses _

I 61010-2-101:2015

Safety requirements for eltctrieal equipment for
measurement, coittrsl a.rd ia boratctry us€ -
Part 2-1G1: partie tilar requirements for in vitro

dia gnsstic {tVE} medical equipnet:t

HMC

C 61326-1:?006

Electrical ecluipn':eni for rnea:;ilrement, control and

laboratory use - f;Mf requirernenis -
Pafc 3: S€neral requirements;

:C 61325-?-6:2006

Electrieal equlpment for meal;uremeni, ecntrol nnd

labc,ratcry use - HMC requitements *
P*rt 2-$: Particular requireme:nts - ln Vitr$

diagnoctic (lV*) rnedleal equipnrent

QualitV
sy$tems

-T-

qN rsa 13485:?012
Medi ca I devices--Qu*litY rna na ge r,']ent systems--

Requirements f+r regu latory pu rpsses'
LRQA

IANICSA lSO 13485:2*C3
Medical devices*Quality ma nagement systefi s-
Requirem€:rts for regulatory purpeses'

t/R
i""
n.
P"

PrsM rev.0$Cf DOC



Declaration of ConformitY

,Agtnex - $.ist of !\fD accessorEes

Frecision Test Solution

lectra ProM rev.09



Lot. 3 Analizator hematologic, automat (5 diff), cu sistem de tip inchis

Descriere

Analizator hematologic automat

(5 diff) cu sistem de reactivi de tip

inchis destinat analizei

componenlei sanguine

Analizator hematologic automat (5 diff) cu

sistem de neactivi de tip inchis destinat

analizei aomponentei sanguine, Model Cell-

Dyrr Emerald OT-22 (Aboott, SUA)

Parametru Specificatia Specificalia ofertata Cell-Dyn Emerald OT-22

Tip sistem inchis inch is

Metode de ta ura re

im oenda nsmetrici

leucocitara: flow-citometrie cu laser care

permite citire optica pe toate cele 3 linii

celulare WBC, RBC si PLT de la Prima
procesare a hemoleucogramei

fotometricd

fotometriicd - Sistemul are tehnologie flow

cytometrie de rezolutie inalta si Multi-Angle

Polarized Scatter Separation (MAPSSE) pentru

diferentierea celulelor albe si masurarea

numarulr"ti de cellule rosii si trombocite'

opticd (5 diff) opticd (5 diff)

Procedura d C rdtire automata a uto mat;

Parametri r

gi calculali:

nafi

WBC WBC

RBC RBC

Hsb Hgb

Hct Hct

MCV MCV

MCH MCH

MCHC MCHC

PLT PLT

LYM # LYM #

MON# MON#

NEU# NEU#

BAS# BAS#

EOS# EOS#

LYM% LYM%

MON% MON%

NEU% NEU%

BAS% BAS% z.6nlh
EOS% EOS%

RDW RDw //^c"#r
PDW PDW

MPV 7ar

55frDa

MPV
!



P-LCC P,LCC

t

P-LCR P-LCR

LIC% LIC%

LIC# LC#

ALY% ALY%

ALY# ALY#

PLT

Clumps#

PLT

Clumps#

PLT Clumps% PLT Clumps%

Lp# Lip#

LipY" Lp%

NRBC# NRBC#

NRBC% NRBC%

Blast# Blast#

Blast% Blast%

PCT PCT

Capacitate ( rC relord) >60
Vitreza de lucru: aprox 84 HLG/ora

Diluarea a uto m at5

Sistemul asigura masurarea corecta a tuturor
parametrilor, a numarului de celule albe si in

orezenta eritrocitelor rezistente la liza RRBC

precum :;i a celulelor albe fragile FWBC ( ex.

Leucemier) prin 3 moduri de lucru, cu dilitia

automata a probelor.

Afigaj grafic

Posibilitatea vizualizarii a I scattergrame

diferite- color, Capacitate stocare: 1-0.000 de

rezultate & grafice

lntroducerei dptelor manual

Posibilitate de introducere informatii

complete pentru pacient, posibilitate de a

genera lis;ta de Iucru pacienti atat manual cat

si prin scanare de cod de bare.

Interfata PC da
Sistemul are c;alculator propriu si posiblitate

legare in retea de calculatoare, interfata

bidirectionala RS 232

Afigarea hisl rgpamelor da

Sistemul are posibilitatea vizualizarii a 9

scattergria me diferite- cok:r,

stocare: 10.000 de rezultate

Stocarea dat lgt da Apa ratu I

de minin

'r.t///



a uto m ata

wBC - 5 diff

automat;- Operatorul poate face caiibrare

pentru toti parametrii masurabili cu sange

integralsau sange de calibrare comercial

urmand pasii de calibrare indicati de soft,

automat:;i maual

Program autocalibrare- ghid on line

Aparatul ilre masurare volumetrica,- metoda

de referinrta ICSH pentru rnasurarea celulelor,
pentru \ /BC, PLT si RBC pentru a asigura

precizia rezultatelor cu Posibilitatea

vizualizarii a 9 scattergrame diferite- color

ma nualSmanuald

RBC (repartizarea eritrocitelor dupd volum)RBC (repartizarea eritrocitelor

PLT (repartizarea trombocitelor dupd volum)Pll (repartizarea trombocitelor

rgrame

rezu ltate

rezultate din arhivdrezultate din arhivd
date de servisdate de servis
nu me oacient

lD pacient

numirullotuluinumdrul lotului
data exoirdriidata expird rii

volumul rdmas

Panametri determinati gi calculaParametri determinati si calcu

histograrne pe parametrii de bazS- RBC, WBC,

PLT

histograme pe parametrii de bazS

date despre pacientdate despre pacient

lndicatori d

avertizare
Managenrentul controalelor de ca litate

(grafice Levey-Jenings, regulile Westgard,

moving average)- 3 nivele de control plus

control inrclus/ sau dedicate pentru

reticu locite
rtqtrr

Construirea tabelelor gi graConstruirea ta belelor gi graficelor

> 200000 pacienti

220Y,50 Hz

tuburi penttuburi pentru reagenti



Accesorii

tuburi pentru sp6lare tuburi pentru spSlare

Calbulator extern sau integrat,

daci este necesard prezenla lui

pentru buna funclionare a

a na lizoru lu i

Sistemul are calculator propriu si posiblitate

legare in retea de calculatoare, interfata

bidirectionala RS 232

Limba de cor u tcare rom/rus rom/rus

z
t
+
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C0urt fiilchafest

e Herasira* 4e
3 ctaj 2, $€eloi 2

Rome*18

ta completarii:
27.05.2019

c u l. Ro 15s10608
R O : J40J1546?11E 11 4003

0Bgital Social 591i802 lei
ganc&: Cilibfink
:3AN R022e1T{000cc0724S85043

ABBOTF F

Tei.
F*x

+40-21-5?S 3C CC

+48-?1-5Zg 30 01

ALJTORIZARE

: iMSP SR Rezina
21007317

i. ABBOTT PRODUCTS ROMANIA $RL, replezentant autorizat in Romania (Strada Gara
,-l''l

strau, {umarul 4C, sector 2, E*curesti, inreg. ta MHe sub nr. 1069122) al companiei

bbstt Labdratori€$. producator de instrumente de hematologie Cell-Dyn Emerald 22.

iachimie Architect c+OOO, precunl si de reactivi, controale, calibratori si consumabile pentru

avand capaeitatile de productie in SU,A. Abb*tt tsark 60064, Illinois,Santa Clara

lifomia, Germania -Wiesbaden, Marea Britsnie- Dartford, autorizam prin prezenta pe

rnizorul GEotrlal Ei*cs?ankc€Eng #a"cxp - Moldeva SRL, sa oferteze in licitatie si sa livreze

le mai sus mentionate. !a IMSF SR Re:rina. Prin prezenta, garantanr calitatea si

rmanrele produselor" oferite si autorizam pc Gloh*n Fiomarketing Group * McEdicva

sa asigure, pentru produsele respective, indeplinirea abligatiilor care deeurg din

ul de furnizae.
ceasta autorizare s-a eliberat pentru a servi la licEtatia LP nr210073 17, cod CPV 33 100000- 1.

runtata in 30.G5,2019, avarrd ca si autoritate contractanta- IMSP SR R"ezina'

Produeatcr:

}IIA SR.L

enec Manager.
lia Pirvulescu
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CELL-DYN Eme uses UNI-FLOW
technology, which udes a cyanide- and

formaldehyde-f
bench. The Lyse

, flow cell, and optical

stroma and stabili

rements.

while it creates a c gen for hemoglobin

measurement us e same dilution.

For each cell e the ootical detection

area in the i n zone, two pulses are

generated - Axial Loss and Forward

Side Scatter nt. The five-part
differential is obtai by scattergram analysis

after action ofthe
or special channel

, with no dyes, stains,

Interrogation zone

The cluster separation is enhanced with the low

wavelength (455 nm) blue solid state LED. This

wavelength enha nces differentiation of i ntracell u lar

contents, improving the identification and separation

of eosinophils and m neutrophils.

Light intens ty

the red blood cell

white blood cells,

s
c
tg

&E

d Sc*af,fe rrng Effictency

The unique

source, ano

five-part di

reliable analy

LED light

e a rrue

use, and

CELL-DYN

ffitrffiffi



b_ f{ Ur**r*l;} 22 Sp*ci{sc*tl*riE

PATIENT REPORT

WBC
NEUT#%

LYM#%

[MoNo #'4__
EOS#%

BASO # %

ILL DYN EMERAL

-DYN

CEL l-DYN Ernerald 22

ELL.DYN EMERA.L CONTROLS
ND CALIBRATORS

CF.LL-DYN 22 Ph

CELL-DYN 22 Plus
(12 tubes)

CELL-DYN 22 Plus
(6 tubes)

-Pack

alf Pack

TECHNOLOGY & OPTICAL METHODS
. Optical Flow Cytometry technology
. Electrical impedance
. Absorption spectrophotometry
. Electronic valves

. Cyanide-free lyse reagent

. LCD color touch screen

. RS232 and TCP/IP LIS interface

. USB ports

THROUGHPUT
. 45 samples per houq

SAMPLE SIZE
' - 28pL

SPECIMEN DAT4 MANAGEMENT
. Search by date or seluence number
. Flagging for patient limit sets

. Flagging for panic vdlues

. 1,000 records with ftistograms
on internal memory

. Up to 300,000 reci:rds USB external
data storage

. Programmable patiefrt limits

. Programmable reporft units

. Standard barcode reider (reads code 128,
code 39, and interleaved 2 of 5)

QUALTTY CONTROL
. 6 control fiies
. 100 runs perfile
. Levey-Jennings graphs
. Upload/download control information

DEMOGRAPHICS
. Sequence number
. Alphanumeric specimen lD
. Date and time analyzed
. Patient name
. CBC with or without S-part WBC differential
. Flagging and alerts

DISPERSIONAL DATA ALERT
. Operator-defined patient limits for high

and panic values
. System-defined limits for reportable range

and analytical measurement range
. Suspect parameterflags caused by intertering

substances or sample abnormalities
. Suspect parameter flags generated when

WBC data indicates possible presence of
an abnormal population

STANDARDS & SAFETY COMPLIANCE
. uL 61010-1
. CAN/CSA-C22.2 No. 61010-1
. IEC 61010-1
. 1Ec61326-1
. lfL OISZO-Z-O

' FCC part.15
. CE Mark
. ETL Mark

PERIPHERAL DEVICES
. Inkjet printer
. USB thumb drive
. Handheld barcode scanner

PHYSICAL DIMENSIONS
. Height 13.8" (35cm)
. Width 9.8" (25cm)
. Depth 13.8" (35cm)
. Weight - 24216sflkQ (without on-board reagents)

RDW, HGB, MCH,

zz

See Operations Manual

lntended Use: The CELL
laboratories fbr the follor
MCHC, PLT, MPV in Ki

The CELL-DYN

1-877  AtSBOIT

O 2016 l,bbott Laborrror es ADD

Abbott

MAIN MENU

arF hd:marks of Abbdt Gbtrdori6 in wrioslurisdictions



Anexa 4 Coagulometru semiautomat

Descriere
Coagulometru semiauttlmat destinat pentru telstarea mostrelor preluate de

la pacienli pentru determinarea factorilor de coagulare a singelui.

Parametrul
Specifica!ia

Specificalia ofertata C-2

(Helena Bioscience, Marea

Configurati:
Capacitatea

sistemuluf
> 2 probe simultan 2 probe simultan

Termostat
integrat Pozitii

>20 20

Memorare
control calitate

>30 30

Iip misurar opticd Photo-Optic

Tip probi plasmd da da

Teste

APTT da
l^
Ud

FIB da da

Pll oa da

TT UO da

Data

managemer t

Displav LCD sau LED Z(

lmprimantd integratd
da



meel the ex1-rert I

ffiww$wffi wffi

Gertificate Number
PR 08 0B 0022 0ll3

Date of lssue
28 August 2008

Expiration Date
NONE

Test Report Number/s
E-O022-2619-00 fi/G
s-0022-2128-01 ElT

s-Q022-2128-02 tsT

Froduct Description
Coagulometer

Page
1of 1

Holder rtificate : Manufacturer;
Helena Laboratories (UK) ltd trading as

Helena Biosciences EuroPe

Queensway South, Team Valley Trading

Estate, Gateshead, T\rne & Wear,

NE11 gSD, United Kirrgdom

Helena C-1, C-2, C-4

Helena La (UK) ltd trading as

Helena B Qiences Europe
Queenswa Qouth, 

'Team 
V-alley Trading

Estate, d, Tyne & Wear,

NE11 gSD Uilited Kingdom

Type/M

Direc 2A041108/EC
2006195/EC

EN 61326-1:2006
EN 61000-3-2:2000
EN 61000-3-2:2006
EN 6 1 000-3-3: 1 995+41 :2001 + A2:2O05
EN 610'10-1:2001 (2"d Edition)
EN 61010-2-101:2002 (1" Edition)

Standa

The ce cate is issued aftertesting of the named producUs and/or
technical documentation and confirms that the testedaudit of

product with the essential protection nts of the

Ohmstrasse 1

9,1342 Strtssl(lrchen
GERMANY

l, + 49 i0) s424 94812-0

14 + 4s r:Q) s424 9482-640
-3, rvww.emitel.de
r) germany@emitel.cle

men d directives on a voluntary basis.
/f

fi21. t'
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Anex

Specificaiie tehnicd

Model: 9100c NXT + Monitor B40; Producdtor: GE Healthcarern[nra: China

Speqif ,atie tehnicd solicitatd Specifi catie tehnicI propusI

MAEn
)-*'"!,
.Moiro

1

c)Anal

Paratnr

1.MiFt
(MY)
2.VQlu
(vt)
3.FRtd

Regifn
Manira

iA DE ANESTEZIE

rator SEV,I$O
ir 1 0,Modet-Vi7g'],0 -

zator de guze,Model-Irma AX- 1

hi tehnici:
fe volum - de la 0 pinl la 30 Llmin

n inspiratol - de la 0 pind la 2000m1

; la 0 pind la 100 rlmrn

ri de lucru VCV;PCV;SIMV;
Mode.

DA MASINA DE ANESTEZIE

.EvzLporator SEV.ISL- Scria

.Monitor GE B40
1

")DtArylfzato1.4-e 
eaz"q*E 

= F C4 I O

Parametri tehnici:
1.DA Minute volum - de la 0 pind la 60

L/min (MV)
2.DA Volum inspirator - de la 0 pind la
2000m1(vt)
3.DA FR de la 0 pin[ Ia99rlmin-bataipe
minutd
DA Regimuri de lucru VCV;PCV;SIMV;
DA Manual Mode.
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iRr

T{-$VRheintrandffiC Ges'tf;f icate
rectEve g3lfizlTaHC Asrmex fiE, exe$rudlmg Sectlorl

Fu{$ OualEty Assurance Svstears

Medioai Eevices

Manufacturer:

Registnatlcn No.:

Report hlo.:

r-{D 60 t 09676 000 t

3X 591 873 CIOt

Datex-Ohmeda, Inc.
3030 Ohnreda Erive
PO Box 7S5O
MAD| SOT\N Wl 537A7 -7560
L'SA

Froducts:

Expiny

The Notified
93l42lEEC
and applies a

section 5 of th
tlris certificate

Effective

Date:

ruv

ruv

Arresthesia and Vaporizer Systems,
Ventil-ators and Patient Qircuits (singte use)

2021-04-19

hereby declares that the requirements of Ann,ex !!, excluding section 4 of the directive

ren met for the tisted products. The above named nranufacturer has established

y assurance system, whieh is subject to periodic surveillance, defined by Annex ll'
rrementioned directive. For placing on the market of class lll devices covered by

C design-examination certificate according to Annex ll, section 4 is required'

2Q].6 - Q4 -26

2016-04-26

LGA Products

and LGA Products Gmbt-{ is
ccncerning n'redical devices

inland

Body according to
identi{'ication number
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Cio iCZ -<!Pf,

Loopsi l) V, F-V lsps
Wavsforihs - Pr Esg!fe

expimtory lEinute
aJ:o 60t /rrin iinqredlents

ErFiratorytidel vdlurile
0i-o 2,i00 mL iiric,"ments

O"%r
i0 te :00% lir.remc4ts
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Potients with ocute life-threoteninq conditions need the best

nossihle core The E4O Monitor from GE l-leolthcore provides'-'i'"''
o continuous flow cif quolity rnfort-notion to enhonce clinicol

decision-moking for odult, pediotric ond neonotoll potients in

vor-tous co[e oreos.

d\dvr:z'r*eel clilftir:ml p*r" vne{ens
The B1r Monitor is pesigned with odvonced mecsurement
techno gies for occurote ond relioble potient monitoring:

. EK-Pro orrhythmio onolysis

. DINAMAP* SupertSTAT non-invosive blood pressure

. TruSignol* enhonced SpO, scturotion monitoring other
options ovoilcbld: Nellcor@ Oxi[4ctx@ SpO, ond Mosimo@ SET@

SpO, olgorithms

. Dotex-ohmedo* gos technoloqy to support non-invosive

monitoring in onesthesio ond criticol core oteos

. Entropv* monitoriing thot provicles informotion on the
potient's centfiol ne[vous system during generol onesthesiol

. Conrpr-ehensive pockoge of neonotoll meosurements

{'.::iic}r*rfi *{:* ff nd r*ii* bi i1i?5r

With its streomli;reQ desiqn, the portoble 840 Monitor fits into

crowded spoces orid is eo:;ily moved to different cote oreos

os needed. The syslem's rugged de:;ign stonds up to horsh

environments ond the everydoy weor-ond-teor of busy core

oreos lt will provide the performonce ond occurocy thot you

expect of GE eqr,riprnent-so you con provide the core thot your
nniran+< ovnaat
vuL,r 'LJ

6ss* cf t{${:: fsr {ffst sje*is$*n"l-mnkir:g
The B4O Monitor mokes it eosy to ocquire occurote pol.ient

doto to support timely decision-moking:

. L2.I" cr)istol-'cleor monitor disploys up to six wclveforms

simu ltoneou:;ly

. Intuitive menus ond one-button occess to common y used

functions

. 7Z-hour trenrl disploy with grophicol ond numericol doto to

review potient prog fess

. HL7 direct output ond connectivity with the CARESCAPE*

Gotewo)/ enobles communicotions to EMR systems

. Copobility to work in CARESCAPE Network ond 1i/5 l\etwork
e n vtro n rn ents

r lmpedonce respirolion is poilenls n

United Slotes Guom, Puerto

CO, meosuremenl tlrrough E

over 5kg {11 lb) only Entropy is

o der thon 2 yeors

we gnrng

rc p0ilenIS
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Disploy

Size

Resolutron

4e$f-[*e tE*n*q

12.1 in (diogonol)

800 x 600 pixels (SVGA)

Upto6

User-conf iguro ble

Trim Knob* control ond

hord keys {stondord)

Arrhythmio onolysis

5 | segment orlolysls

f*lpedanc e re^spirofion'

Ronge

Accurocy

Goin rongr:

spo,

Tru$rgn*i $p{).

Meosurentent ronge

Pulse oximetry

Pulse rote

Meosurentent eccurocy

Soturotion

Pulse Rcter

IVeJJecr G;viM*x

Meosurement ronge

Asystole, brodycordio, tochycordio,

venti-icu lo r fibri I lotion, venl riculor

tochycordio

Numeric ronge: -9 to +9 mnl
(-0 9 to +0 9 mV)

Accurccy: +0.2mm or xI)o/c',

whichever is greotel within the

meosurement ronge of
-8mm to +8mm

Numeric resolution: 0.1 mrrt

(0.O1mV)

STTrends: Up to 72 h

Adult/pediotric: 4 to 120 resp/min

Neonotes: 4 to 180 resp/mitt

t5%o or t5 resp/min, whichever
rs greoter

0.1to 5 cm/Ohm

1- to 100%

30 to 250 bpm

Without motion-odult/pediotric
Finger sensor.70lo I00%o =r2o/o

Eor sensor: 70to I0O%ot3o/o

Without motion-neonotes:

70 to I00o/o +3o/o

With motion-cdult/pediotr icl
neonotes: 70 to 100%o t3o/o

Low perfusion-od uli/ped icrtric:

70ro I00%t3%
lI-69% unspecified)

Without motion: t2 bpm

{Adult/Ped iotric/Neonotc ls)

With motion: t3 bpm
(Ad u ltlPediotric/N eonoto ls)

Low Perfusion: a5 bpm
(Ad u ltlPediotric)

Number of trocls

Disploy loyout ond colors

Controls

30 to 300 bpm, t5% or r5 bpm,
rlrhirharier ic nrentcr

Monitor: 0,5 to 40 Hz

ST: 0.05 to 40 Hz

Diognostic: O.O5 to 150 Hz

Rcnge: 2 to 700 mV

Pulse width: 0.5 to 2 ms Pulse oximetry

Pulse rcte

a Not compotible with lnonitor softwore version VSP-B-1 O5 or eorlier

nnrl norlinrrir nntiantc in I lnitprl Slr \n is lntended for u wrtf only odult ond pediotric potients in United Stoles, Guom, Puer[o Rico, Soint Croix,

5nddd for use wiLh otients weighing over 5kg (11 lb) only Eltropy is intended for use wttn ooult ord pedrot'ic
,lmpedonce respirotidn is lntended for u witf only odult ond pediotric potients in United Stoles, Guom, Puer[o Rico, Soint Croix,

Porometers ond

ECG

Configured
hemodynomic module

Resp

Spo,

NIBP

Temp

2 chcnnel nvE

Entropy E-Entropy3

Sidestreom CC F--miniC3

Sidestreom ond N-O I E-sCO3

Sidestrecm C(

ond NrO

NOTE: The monitor ol

wilhout Spirometry f

NOTE:When monitor

or low tidol volume, t
respirotion rotes ond

ECG

Leods ovoiloble

Sweep speed

Goin ronge

Q, 
ogentt I 

E-scAio3

I N-CAi034

i;[;.;;i; ;;il ;";-;;;il,; ;-;;;&.;;i;;

)onotols or other potients thot hove high respirotion rote

;Co or E-sCAiO Modules sholl be used within the limits of

volumes to ensure specified meosurement occurocy

3-leod configurotion: l, ll, lll
5-leod configurotion: l, ll, lll, oVR,

oVL, oVF ond V

I2 25 5Umm/s

0.2 to 5.0 cm/mV

e m nic voaure is intfnol
, meosurement through



Meosurement

Soturotion

Pulse Rote

Mssf*ra 5Ef

Meosurement

Pulse oximetry

Pulse rote

Meosurement

Soturotion

Pulse rote

NIBP

Meosurement

Modes

NISP Mecs

\\/qTnlta

Diostolic

Accurocy

Defoult initiol
inflction pressu

Moximum
determinotion

Over pressure

MAP

Adult: 70 to I00Vo +2o/o

Neo: 70 to I00% x3%

Low perfusion'.70 to l00o/o lZVo

13 bpm

1 to 100%

240 bpm

Witho!t motion-odult/pediotric:
70lo l00o/o !?o/o

Without motion-neonote6:

70lo l00o/o !3o/o

With motion-odult/pediotric/
neonote6: 79 19 lgQYo !3o/o

Low perf u sion : 7 0 Io I00o/o t7o/o

lO-69% unspecified)

Without motion: t3 bpm

With motion:a5 bpm

e Oscillometric with step deflotion

Monuol, outomotic ond stot

f ranges

Adult/Pediotric: 30 to 290 mmHg

Neonotel: 30 to 140 mmHg

Adult/Pediotric: 20 to 260 mmHg

Neondtel: 20 to 125 mmHg

Adult/Pediotric: 10 to 220 mmHg

Neonotel: 10 to l-L0 mmHg

Meets AAMI 5P10

Adult/Pediotric: 135 t15 mmHg

Neonotel: 100 t1-5 mmHg

Adult/Pediotric: 2 min

Neonqtel: 85 s

Adult/Pediotric: 300 t6 to
330 mmHg
Neonotel: 150 t3 to 165 mmHg

Invosive blood pressure

Meosurenrent ronge

Meosurenrent occurocY

Fronr ronntl r6cnnnqa,L/ | vJYv' 
'Jv

Tro nsducer sensitivity

Temperoture

Numericol disploy

Meosurernent ronge

Meosurernent occurocY

Disploy resolution

Probe

Networking

Compotibility

-40to320 mmHg {-5.3 to z+?.7 kPo)

x5o/o o( +2 mmHg, whichever

is greoter

4Lo 22 Hz

5 pV/V/mmHg

T1,12,T2-TT

10 to 45"C {50 to 113'F)

t0.1"C without probe

t0.1'C ot 25 to 45"C with
ror rcnhlo nrnhes

YSI probes recommended by

GE Heolthcore

CARESCAPE Network ono

S/5 Network

Thermol dot orroy

24 dots/mm {600 dpi)

8 dots/mm (200 dpi)

Selectoble L, 2, or 3 woveforms

HR, SpO,, NlBe lBP1, lBP2, ETCO2,

T1, T2, Resp, 02, AA

HR, NIBq IBP1, IBPZ,II 2,FII
F|CO2, RR, ETIFi 02, Et/Fi AA

HR, ST, lBP1, lBPZ, NlBq SpOr, Pleth,

COz, NzO, 02, AA, ResP, T1+1'2,

l/O connectors

RS-232 computer seriol output, Defibrillotion synch, Nurrse coll

Mountingl

GCX compotible

Integroted corrying hondle

Poper Recorder

Method

Horizontol resolutions

Verticol resolution

Woveforms

Numerics

Tobulor trend printout

Grophicol trend printout

Poper width

Poper speed

Printing

Network loser printer su

forusewithonlyodultondpediotricpotientsinUnitedStotes,Guom,Puer[oRico,sointCroix,sointThomosondConodo COrmeosurementthrough

Entropy

forusewithpotientsweighingover5kgllllbl only En[ropyisintendedforusewithodultondpediotricpotientsolderthon2yeors



Ferform*

Alorms

Priority

Notificotion

Setting

Visuol olorm no

Audio pouse

Adjustment

Trending

Trends

Grophicol

Numericol

Snopshot

OCRG trend

Trend cursor

Minitrends

specificctions

High, Medium, Low ond Messoge

Audible cnd visuol

Defoult ond individuol

tion Red, yellow, cyon

Audio silence messoge

Generol olorm messcge

2 min

Centrol olorm disploy ond
ndir rcfmant nnno

10 mir;r grophicol trends referenced

to set olorm limits

All por:ometers, selectoble time
scolesfrom 20 min to72h

All porometers, every 5 min

sompling or qfter NIBP

determinotion

Up to 4-0 snopshots Monuol or

olorm triggered

Reol time or snopshot Neonote

mooe onry

In both grcphicol ond

numericol trends

5 or 30 min minitrends con be

disployed for o continuous

historicol view

Er:vI ron rc]e$]tfi I specif{cctions

OperotinE conditions

Temoeroture 5 to 40"C {41to 104"F)

Relotive humidity 20to 90% noncondensing

Atmospheric pressure 700 to 1060 hPo

{525 to 795 mmHg)

Storoge qnd tronsport conditions

Tomnorntr rrp

Relotive humidity

-20 to 60"C (-4 to 1-40"F)

10 to 90% noncondensing

Atmosoheric Dressure 700 to 1060 hPo

(525 to 795 mmHg)

Fowen speclficotiaa"ls

AC input

Protection

Bottery

Chorging time

Run time

100 to 240V YIOo/o,50160 Hz, 150VA

LIOSS I

Exchongeoble lithium-ion,

2 pcs mox

) h nar hntforri nnrk/ r"""

Up to 4.5 h; 2 h to 90o/o Per botterY

pock

Physicc$ speciflcations

Dimensions(HxWxD)

Weiqht

Ingress prr:tection

Worrcnty

Without extension rock:

3Lx3I x 15 cm 112.2 x I2.2 x 6.3 in)

With extension rock:

31 x 35 x 18 cm 112.2 x I3.8 x7 in)

<=7kg (15 lb)

lP2L

One yeor.

Certifieot*ens

IEC 60601-.1 possed

CE morking occording to
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