Anexa 1

ECOGRAF DEDICAT EXAMINARILOR CARDIOLOGICE

3 CARACTERIST ICI TEHNICE SOLICITATE

CARACTERISTICI TEHNICE OFERTATE
MODEL:

Versana Premier (GE Healthcare)

UNITATEA DE BAZA

UNITATEA DE BAZA

Minim 3 jporturi de sonda active

4 porturi de sonda active

Sistem de blocare a celor 4 roti

Sistem de blocare a celor 4 roti

Ecograful sa dispuna de spatiu pentru periferice

Ecograful sa dispuna de spatiu pentru periferice

Suport pentru tubul de gel

Suport pentru tubul de gel

Maner pentru deplasarea cu usurinta a echipamentului

Maner pentru deplasarea cu usurinta a
echipamentului

Posibilitate de atasare a unui incalzitor de gel

Posibilitate de atasare a unui incalzitor de gel

HDD minim 500 GB

HDD 500 GB

| Zgomot generat maxim 40 dB

Zgomot generat 36 dB

Putere consumata (cu tot cu periferice) max 650VA

Putere consumata (cu tot cu periferice) 450VA

Monitor!

Monitor

Diagonala min 21 inch

Diagonala 21,5 inch

Tehnologle LED sau superior

Tehnologie LED sau superior

Rezolutic Full HD (1920 x 1080)

Rezolutie Full HD (1920 x 1080)

16.7 M culori

16.7 M culori

Posibilitate de reglare a luminozitatii

Posibilitate de reglare a luminozitatii

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

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

- Rotire pe orizontala 160 grade

- Rotire pe orizontala 170 grade

- Rotire pe verticala +25/-70 grade

- Rotire pe verticala +25/-90 grade

- Reglarea inaltimii min 18 cm

- Reglarea inaltimii 18 ¢cm

Panou de control

Panou de control

Minim 4/taste configurabile de catre utilizator

9 taste configurabile de catre utilizator

Minim 5 suporturi pentru sonde

6 suporturi pentru sonde

Inaltime reglabila pe minim 18 cm

Inaltime reglabila pe 18 cm

Pentru simplificarea fluxului de Tucru, ecograful trebuie
sa dispuna de ecran tactil

Pentru simplificarea fluxului de lucru, ecograful
dispune de ecran tactil

Ecran tactil

Ecran tactil

Telinologie LED

Tehnologie Ultra-hight resolution LED

Diagonala minim 10 inch

“Diagonala 10 inch

Rezolutie minim 1280 x 800

Rezolutie minim 1280 )g&{}Q«

Tastatura alfa-numerica disponibila pe ecranul tactil

Ta<tatu] a alfa-nu ﬁ@a ;bﬁa B € anul
/59 N

tacti

Ecran tactil de tip capacitiv

Lcmn tactil de W;fcﬁpﬂcm\:;éﬁ /‘*

Aplicatii disponibile pe echipament

Abdomen

Abdomen \\?’

Aplicatii dis dl@lﬁflg ‘Htﬁfﬁlﬂgﬂ
baomen (215" /35 Vgl

Cardiologie

Cardiologie

Ginecologie

Ginecologie




Musculoscheletal Musculoscheletal

Obstetrica Obstetrica

Pediatrie Pediatrie |
| Parti moi B Parti moi

Urologie Urologie B

Vascular Vascular

Preseturi standard Preseturi standard

Abdomen Abdomen

Cord adult Cord adult

Adnexa Adnexa

Aorta Aorta

Arc aortic Arc aortic

Arterial Arterial

Vezica urinara Vezica urinara i

Intestine Intestine

San San

Carotida Carotida

Penetrare Penetrare

Cord fetal Cord fetal

Cap (neonatologie)

Cap (neonatologie)

Translucenta nucala

Translucenta nucala

Abdomen pediatrie

Abdomen pediatrie

Cord pediatrie Cord pediatrie

Sold pediattie Sold pediatrie

Prostata Prostata

Renal Renal

Tiroida Tiroida

Testicul Testicul

Doppler transcranial Doppler transcranial
| Uter Uter ]

Venos Venos

OB Trim 1 OB Trim ]

OB Trim 2 OB Trim 2

OBiTrim 3 OB Trim 3

Moduri de operare Moduri de operare

2D 2D

Doppler color

Doppler color

Doppler pulsat

Doppler pulsat

Doppler continuu

Doppler continuu

Power Doppler Power Doppler |

Power Doppler directional Power Doppler directional

M M |
| M anatomic M anatomic

Single/Dual/Quad Single/Dual/Quad ——

= D SN N

4D AV

STIC (Spatio Temporal Image Correlation)

4D //~ /

Doppler color tisular

STIC (Spatio Tem ya)f
Doppler color tisulag £

Doppler pulsat tisular




Elastografie

Elastografie

[magine pamoramica

Imagine panoramica

Imagine trapezoidala

Imagine trapezoidala

Mod de lucru ce usureaza vizualizarea acului de biopsie si
a traiectoriei acestuia

Mod de lucru ce usureaza vizualizarea acului de |
biopsie si a traiectoriei acestuia

Transductori

Transductori

Echipamentul sa fie compatibil cu :

Echipamentul este compatibil cu :

Sonde liniare in gama totala de frecventa minim 3-16
MHz |

Sonde liniare in gama totala de frecventa 3-18
MHz

Sonde convexe in gama totala de frecventa minim 2-8
MHz |

Sonde convexe in gama totala de frecventa 1.5-
10 MHz

Sonde micro-convexe in gama totala de frecventa minim
4-9 MHz

Sonde micro-convexe in gama totala de
frecventa 3,5-10 MHz

Sonde endocavitare in gama totala de frecventa minim 4-
9 MHz

Soride endocavitare in gama totala de frecventa
minim 3,5-10 MHz

Sonde phased .a_lr?ay in gama totala de frecventa minim 2-
4 MHz

Sonde phased array in gama totala de frecventa
2-4 MHz

Sonde abido;mvinale volumetrice in gama totala de
frecventa minim 4-8 MHz

Sonde abdominale volumetrice in gama totala de
frecventa 3-5 MHz

Sonde endacavitare volumetrice in gama totala de
frecventd minim 5-9 MHz

Sonde endocavitare volumetrice in gama totala
de frecventa minim 5-9 MHz

Sonda creion de 2 MHz

Sonda creion de 2 MHz

Caracteristici standard ale echipamentului

Caracteristici standard ale echipamentului

Formatot de unde digital

Formator de unde digital

Gama totala de frecventa acoperita min 2-16 MHz

Gama totala de frecventa acoperita 1,7-18 MHz

Minim 5701000 canale de procesare

Minim 570 000 canale de procesare

Adancime de scanare min 2-38 cm

Adancime de scanare 0-38 cm

Minim 4 focare

8 focare

Soft de imbunatatire a imaginii 2D si 3D/4D prin intarirea
contururilor si reducerea artefactelor

Soft de imbunatatire a imaginii 2D si 3D/4D prin |
intarirea contur Lll]]Ol 51 reducerea artefactelor

- Reglabil in 5 trepte

- Reglabil in 5 trente

Minim 256!tonuri de gri

256 tonuri de gri

Gama dinamica minim 256 dB

Gama dinamica 224 dB

Sistemul sa atinga un frame rate de minim 950 fps

Sistemul sa atinga un frame rate de 1774 fps o

Posibilitate de inversare a imaginii

Posibilitate de inversare a imaginii

Sus/jos

- Sus/jos

Stanga/dreapta

- Stanga/dreapta

| Rotire a imaginii cu 90/180/270 grade

Rotire a imaginii cu 0/90/180/270 grade

Mod de compunere a frecventelor reglabil in minim 3
pasi

Mod de compunere a frecventelor reglabil in
minim 3 pasi

Memoue CINE min 45000 frame-uri

| Memorie CINE min 45000 frame-uri

CINE Loop minim 14000 linii

CINE Loop minim 14000 linii

Optimizare automata a imaginii in scala de gri prin
apasarea/unuj singur buton

Optimizare automata a imaginii in scala de gri
prin apasarea unui singur buton

Timp de pornire a sistemului max 180 sec

Minim 30 preseturi personalizabile de catre utilizator

Timp de pornire a sistemului léo—se,e—“x\\ 7

L7

Minim 30 preseturi petsm/s?’a;hﬁ_

| Baza de date pacienti

utilizator /
Baza de date r)d(:lenu //5

| Posibilitate de editare a meniului de pe ecranul tactil




tactil

' Softuri disponibile optional pe sistem

Softuri disponibile optional pe sistem

4D

4D

Softuri de prelucrare a volumului

Softuri de prelucrare a volumului

- Viz‘ualizare a volumului in slice-uri 2D cu
grosnne reglabila

- Vizualizare a volumului in slice-uri 2D
cu grosime reglabila

- Vlzuallzale a unei sectiuni in volum definita dupa
01106 plan trasat de catre utilizator

- Vizualizare a unei sectiuni in volum
definita dupa orice plan trasat de catre

! utilizator
Masurare altomata a intimel medii Masurare automata a intimei medii Il
DICOM 3.0 DICOM 3.0

Elastografie de tip strain pentru parti moi

Elastografie de tip strain pentru parti moi

Modul de eXpomue a imaginilor pe smartphone prin
intermediul unei aplicatii disponibile pentru Android si
10S

Modul de exportare a imaginilor pe smartphone
prin intermediul unei aplicatii disponibile pentru
Android si JOS

Mod de lucru ce usureaza vizualizarea acului de biopsie si
a trajectoriei acestuia

Mod de lucru ce usureaza vizualizarea acului de
biopsie si a traiectoriei acestuia

Panoramic |

Panoramic

Masuratoaré semi-automata a translucentei nucale

Masuratoare semi-automata a translucentei
nucale

Masuratoeu@ automata a foliculilor ovarieni dintr-o
achizitie 3D a ovarului

Masuratoare automata a foliculilor ovarieni
dintr-o achizitie 3D a ovarului

Mod de qeconstl uctie realista a tesuturilor in 3D/4D

Mod de reconstructie realista a tesuturilor in
3D/4D

STIC (Spatio Temporal Image Correlation)

STIC (Spatio Temporal Image Correlation)

Strain (cérdiologie)

Strain (cardiologie)

' Modul 2D

Modul 2D

Steer 2D minim 5 5 unghiuri

Steer 2D minim 5 un ghiﬁri

Chroma minim 11 harti

Chroma minim 11 harti

Afisare i:n mod dual 2D si Doppler Color in timp real

Afisare in mod dual 2D si Doppler Color in timp
real

Minim 5 frecvente selectabile

Minim 5 frecvente selectabile

Minim |2 harti de gri

Minim 12 harti de gri

Mod de lucru cu armonice fundamentale

Mad de lucru cu armonice fundamentale

Mod de lucru cu armonice cu inversie de faza

Mod de lucru cu armonice cu inversie de faza

Posibilitzjlteide reglare a densitatii de linii minim 3 pasi

osibilitate de reglare a densitatii de linii minim
3 pasi

Soft de reducere a artefactelor si intarire a contururilor

Soft de reducere a artefactelor si intarire a
contururilor

- Reglabil in minim 5 pasi

- Reglabil in minim 5 pasi

Compunele spatiala

Compunere spatiala

- Reglabila in minim 3 DaSI

- Reglabila in minim 3 pasi

| Imagine trapezoidala

Imagine trapezoidala

Reglare a unghiului de scanare minim 40-100%

0 P
Reglare a unghiului de scanan—._&{_lb_ 100% Y

Zoom

Zoom L NTEARU N /7 i

- Read zoom de minim 8 ori

- Read zoom de,fB/t*ﬁ W,ﬂ";‘ Vo Y‘f,

- \rite zoom

Modul M

- Write zoom // f‘hJ n/f /ﬁ‘
Modul M Fi A Ay '

- Minim I ] harti

11 harti




Posibilitate de reglare a vitezei de baleiere (sweep speed)

Posibilitate de reglare a vitezei de baleicre

B (sweep speed)
Mod M anatomic Mod M anatomic
Modul Doppler Color Modul Doppler Color

Minim 12 harti de culoare

14 harti de culoare

Posibilitate de reglare a s_é:nsibi]itatii

Posibilitate de reglare a sensibilitatii

Hide color : on/off

Hide color : on/off

Gama PRF minim 0.1 KHz — 19.5 KHz

Gama PRF minim 0.1 KHz —19.5 KHz

Inclinarea ferestrei doppler cu minim +30 grade

Inclinarea ferestrei doppler cu minim +£30 grade

Filtru de perete reglabil in minim 4 pasi

Filtru de perete reglabil in minim 4 pasi

Modul Doppler pulsat

Modul Doppler pulsat

Calcul automat pentru PSV, EDV, TAPV, R, P1, 5/D,
TAMYV, D/S Mazx Pressure Gradient, Mean Pressure
Gradient; VTI, Peak A

Calcul automat pentru PSV, EDV, TAPV, R,
PI1, S/D, TAMYV, D/S, Max Pressure Gradient,
Mean Pressure Gradient, VTI, Peak A

Harti de culoare minim 11

Harti de culoare 11

Gama PRF jminim 1-22.5 kHz

Gama PRF minim 0.3-27.9 kHz

Optimizare automata a spectrului prin ajustarea baseline-
ului si re‘g] a‘rea PRF-ului prin apasarea unui singur buton

Optimizare automata a spectrului prin ajustarea
baseline-ului si reglarea PRE-ului prin apasarea
unui singur buton

Reglare a dlmencluml portii minim 0.5 —25 mm

Reglare a dimensiunii portii 0.5 —25 mm

Corectie aulomata a unghiului de insonatie la 60 grade

Corectie automata a unghiului de insonatie la 60
grade

Modul Doppler Continuu

Modul Doppler Continuu

Gama PRF iminim 2-57 kHz

Gama PRF 2-57 kHz

Modul Rower Doppler Modul Power Doppler
Minim 12 harti de culoare 12 harti de culoare
Hide color Hide color

Inversare a hartii de culoare (Power Doppler Directional)

Inversare a hartii de culoare (Power Doppler
Directional)

Filtru deiperete reglabil in minim 4 pasi

Filtru de perete reglabil in minim 4 past

Gama PRF'minim 0.1 KHz —19.5 KHz

Gama PRF 0.1 KHz — 19.5 KHz

Inclinarea ferestrei doppler cu minim 30 grade

Inclinarea ferestrei doppler cu minim +£30 grade |

Modul 3D/4D

Modul 3D/4D

Vizualizare tomografica a volumului in slice-uri 2D de
grosime reglabila

Vizualizare tomografica a volumului in slice-uri

2D de grosime reglabila

Calcul atitomat al dimensiunilor foliculilor pornind de la
o achizitie 3D a ovarului

Calcul automat al dimensiunilor foliculilor
pornind de la o achizitie 3D a ovarului

Soft de reconstructie realista a tesuturilor

Soft de reconstructie realista a tesuturilor

- Posibilitate de reglare a unghiului de iluminare

- Posibilitate de reglare a unghiului de
iluminare

_ Posibilitate de reglare a culorii tesutului

- Posibilitate de reglare a culorii tesutului__'

Unelte de prelucrare a volumu]ul (stergere, decupare
pentru mlatm area artefactelor sau a structurilor inutile)

Unelte de prelucrare a volumului (stergere,
decupare pentru inlaturarea artefactelor sau a

str ucthilor inutile) ) /

ROI Curve — posibilitate de curbare a boxului pentru
reconstructia 3D/4D in zone cu putin lichid amniotic)

lichid ammotlc)

_Posibilit?te de reglare a unghiului de reconstructie pentru
| scurtarea timpului de achizitie

Posibilitate de reglare, ggu_s_h s
reconstructie pentru s gmﬁl:;:a tinTp)




achizitie

Elastografie

Elastografie

Echipamentul trebuie sa dispuna de software de

elastogral ieide tip strain pe sonda liniara si endocavitara
|

Echipamentul trebuie sa dispuna de software de
elastografie de tip strain pe sonda liniara si
endocavitara

Modul eldstograﬁk: sa fie realizabil fara compresia
ut1112at0ru1u1 pentru mai multa acuratete si
reproductlbihtate a examinarii

Modul elastografic sa fie realizabil fara
compresia utilizatorului pentru mai multa
acuratete si reproductibilitate a examinarii

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

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

Minim 5 harti de culoare selectabile

Minim 5 harti de culoare selectabile

Afisare in mod dual

Afisare in mod dual

Reglare a transparentei hartii de culoare

Reglare a transparentei hartii de culoare

Inversare a hartii de culoare

Inversare a hartii de culoare

A. CONFIGURATIE DE LIVRARE

B. CONFIGURATIE DE LIVRARE

1.Unitatea de baza incluzand minim cerintele tehnice
de la punctul A.

1.Unitatea de baza incluzand minim
cerintele tehnice de la punctul A.

2. Transductor phased array multifrecventa

| 2. Transductor phased array multifrecventa
- gama de frfecventa in intervalul minim 2-4 MHz
I

- gama de frecventa in intervalul minim 2-4
MHz

- minim 60 elemente

- minim 60 elemente

- unghi de scanare minim 90°

- unghi de scanare minim 90°

o aplicatii: abdomen, cardiac, vascular, pediatric

- aplicatii: abdomen, cardiac, vascular, pediatric

3. Transductor Liniar multifrecventa

3. Transductor Liniar multifrecventa

- gama de f;recventa in intervalul minim 3-16 MHz

- gama de frecventa in intervalul minim 3-16
MHz

|- minim 192 elemente

- minim 192 elemente

- camp de scanare minim 35 mm

- camp de scanare minim 35 mm

- aplicatii: ped1atrle musculoscheletal, parti moi, vascular

- aplicatii: pediatrie, musculoscheletal, parti moi,
vascular

- Posibilitate de atasare a unui ghid de biopsie

- Posibilitate de atasare a unui ghid de biopsie

| 4. Transductor Convex multifrecventa

4. Transductor Convex multifrecventa

- gama de frecventa in intervalul minim 2-8 MHz

- gama de frecventa in intervalul minim 2-8
MHz

- minim 190 elemente

- minim 190 elemente

- unghi de scanare minim 535°

- unghi de scanare minim 55°

- aplicatii: abdomen, obstetrica, ginecologie

- aplicatii: abdomen, obstetrica, ginecologie

- Posibilitate de atasare a unui ghid de biopsie

- Posibilitate de atasare a unui ghid de biopsie

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

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

6. Spft de reducere a artefactelor si intarire a
contururilor pentru imbunatatirea imaginii 2D

6. Soft de reducere a artefactelor si intarire a
contururilor pentru imbunatatirea imaginii

7. Soft de compunere spatiala pentru rezolutie
superioara in modul 2D

7. ‘oft de compunere spa/' })en 'u»

/“/‘

8. Videoprinter alb-negru digital

CONDITII DE SERVICE SI GARANTIE

CONDITII DE SEI .




Perioada de garantie: minim 24 luni de la data receptiei
finale

Perioada de garantie: minim 24 luni de la data
receptiei finale

Termen de interventie — maxim 72 de ore de la primirea
notificarii

Termen de interventie — maxim 72 de ore de la
primirea notificarii

Transportul, montarea si punerea in funcfiune se
realizeazi de catre furnizor, costul acestor operafii fiind
incluse in pret

Transportul, montarea $i punerea in functiune se
realizeaza de catre furnizor, costul acestor
operatii fiind incluse in pret

Personal calificat pentru instruire personal utilizator si
| punere in functiune

Personal calificat pentru instruire personal
utilizator si punere in functiune

SERVICE POSTGARANTIE

SERVICE POSTGARANTIE

Perioada minima: 7 ani pe baza de contract i asigurare
| piese de schimb si consumabile

Perioada minima: 7 ani pe baza de contr act si
asigurare piese de schimb si consumabile

Timp maxim de interventie: 96 ore, la sediul
beneficiarului !

) /T’fmp m@j}gmgﬁe interventie: 96 ore, la sediul

ﬁt‘;ﬁ‘m‘a«\u N\ //




EC Certificate - TUVRheinla:
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60116081 0001

Report No.: 15094929 004

{Chma) Co., Lid. |

No. 19, Changjiang Road

Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu

China

|
Nﬁaﬁ&factﬁ?Tri GE. Medical Systems
|

Products: Medical Devices
(qee attachment for products and additional sites included)

Replaces Approval, Registration No.: HD 60110059 0001

Expiry Date: 2021-05-02

The Notified Body hereby declares that the requirements of Annex Ii, excluding section 4 of the directwe
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 i,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

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

G “‘L&'p’ﬂ
Notified B}dg o x_"'oﬂr_\

|
Effective Datel 2017-01-03 / /

! /"?’d:- :-.' 7

' ¢ r 4 p. —

Date: 2017-01-03




- LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60116081 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|:

- Ultrasound Diagnostic Systems and Probes

- Anesthesia Devices

- Bone ﬂenﬁitometry Systems
- ECG Module
Siteg inclluded:

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

Manufactiure of Ultrasound Diagnostic Systems
|
GE Medical Systems (China) Co., Ltd.
No.22, Gao Lang East Road, Wuxl National Hi-Tech
Development Zone, Jiangsu 214028, P.R.China

Storage of Ultrasound Diagnostic Systems

Notified B

Date: 2017-01-03

ipad d ta e @, TUEVand 11V Sa st S4G  Gniaton sl aoplicatioa reaine ofior ooroval.

TUVRheinland

] i N // ! '
TUV Rheinland Doc. 1/1, Rev.0
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TUVRheinland

TUV Rheinland pos. L/t Rev.d
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HD 60116081 0001
Report No.: 150984929 005
Manufacturer: 'GE Medical Systems

(China) Co., Ltd.

‘No. 19, Changjiang Road

‘Wuxi National Hi-Tech Dev.Zone
214028 Jiangsu

China

Products:

- Ultrasound Diagnogtic Systems and Probes
- Anesthesia Devices

- Bone Densitometry Systems

- ECG Module

Sites included:
E Medical Systems Ultrasound & Primary Care Diagnostics LLC
5900 Innovation Drive, Wauwatosa, WI 53226, USA

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

W/

Date: 2017-12-20
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TOVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

GE WViedical Systems
{China) Co., Ltd.

No. 19, Changjiang Hoad
Wuxi Nationa! Hi-Tech Dev.Zone
214028 Jiangsu
China

has established and applies a quality n“aanagement system for medical devices
for the foiiowing scope’

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

Proof has been furnished that the requirements specified in

EN I1SO 13485:2016

are fulfilled. The quality management 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

This Cerfificate is valid until. 2020-06-30
Certification Body
1
(| DAKKS -
{ Dautsche o /
Akkreditierungsstelle £ &
D-ZM-14169-01-02 [ &/ . A %)

Date 2017-12-20

TUV Rheinland L.GA Products GmbH - Tillystrafie 2 - 904X
71 Fa

Tet +48221 806-13 ax +49 221 BDE-3935 e-mall cert-validity@de tuv com hiltp Mewaw tuy cormisaniy, "«




Attachment to
Certificate
Registration No.:
Report Noi:

Organization;

Scope:

(| DAKKS

| Seutsche

ITERE0 S DAt & 1L B and YUTR - {0 ademarks. Utisaion and apolicalion regiires brior approval.

"Akkreditierungsstealle
}D—Zhﬂ»14169-01~02

Date: 2017-12-20
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TUVRheinland

8]

TUV Rh%iﬁgﬁﬂd Do, 1/1, Rev., O
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

- 8X 60123505 0001,
15094484 005

GE Medical Systems

{China) Co., Ltd. :

‘No. 19, Changjiang Road

‘Wuxi National Hi-Tech Dev.Zone
1214028 Jiangsu

' China

Products:
- Ultrasound Diagnostic Systems and Probesg
~ Anegthesgia Devices

fen

gitometry Systems
- BECG Module

- Bone D

Sites included:
GE Medical Systems Ultrasound & Primaxry Care Diagnostics LLC
9900 Innovation Drive, Wauwatoga, WL 53226, USA

Manufacture and Distribution .of Ultrasound Diagnostic
Systems

GE Medical Syatems (China) Co., Ltd.
Ne.22, Gao Lang East Road, Wuxi National Hi-Tech
Development Zone, Jiaungsu 214028, P.R.China

Storage and Distribution of Ultrasound Diagnostic Systems
and Propes, Anesthesia Devices, Bone Densitometry Systems,
BCGE Module

Certification Body

VLW
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Anexa 2 Specificatii tehnice pentru Analizator biochimic automat , sistem Inchis

Cerinte generale

Cerin;tele
electrice ale

] | .
sistemului:

Toate  componentele echip‘amentu]ui
electric se vor conecta la priza prin fisa de
retea de tip F “Schuko”

DA

Electricitate: 220 Volti monofazic

DA

_Ffécvell‘;a 50 Hertz

DA

Conditiile fizice
si de mediu:

Temperatura mediului min  -20  max

+400C

DA

Umiditatea 30-100%

DA

Variafia
tensiunii de
retea:

Echipamentul trebuie sd functioneze
satisfacator de la -12.5% la +8% din
tensiunea nominali a refelei de 220 Volti.

DA

Echipamentul nu trebuie sa fie distrus la
variatii de -21% pind la +12.5% din
tensiunea nominali a reelei de 220 Volfi.

DA

Interferenta
electromagnetic
a (EMI)

Performanta dispozitivului nu trebuie sa
fic afectatd de EMI radiatd sau indusd de
liniile de alimentare ale altor dispozitive.

DA

Calitatea
construgtiei

Echipamentul nu trebuie sa aibd margini

DA

| ascutite.
Toate  componentele
trebuie sa fie bine fixate.

echipamentului

DA

Echipamentul trebuie si fie sigur si s
asigure o protectie adecvata contra
partilor in miscare si a partilor aflate sub
tensiune electrica.

DA

Echipamentul trebuie si fie construit din
materiale durabile si sa reziste la utilizare
si curétire tipicd.

DA

Intrerupatoarele,  butoanele si  alte
componente de comandd trebuie si fie
proiectate pentru o utilizare intensiva.

DA

Terminalele  mecanice, eclectrice  §l
pneumatice precum §i  conectoarele,
jacurile, articulatiile trebuie proiectate
astfel incit si prevind patrunderea
lichidelor, conectarea  incorectd i
folosirea inadecvata a conectoarelor.

DA

Conexiunile trebuie sa fie sigure si s
reziste la deconectari accidentale si dupéd
caz sa mentini sterilitatea.

= —
= *» 50C
! -1’_ J.,'.

DA

Etic}‘letar_ezl:

Tot echipamentul furnizat va

purtamarcajul CE.

Etichetele si marcajele trebuie si fie clare
si lizibile.

Etichetele si marcajele trebuie sa fi
suficient de durabile incit sd reziste la
curétarea de rutind si uzura normala.

| Legenda adecvatd de avertizéri trebuie sd
fie plasata pe dispozitiv.




Cerintele s

ecifice

PARAMETRI SPECIFICATIE SPECIFICATIE OFERTATA ProM
(Elitech Group/Olanda)

Certificat CE,ISO 9001 DA DA

Tip ,,bench top” a DA DA

Greutate DA DA

Compartiment reactive/probe

Posibilitatea de procesare nu

Posibilitatea de procesare nu

meL ,cu pas 0.126mcL
Dozare ser:
mcL;cu pas 0.126 mcL
Viteza de dispensare :
nu mai putin de 880 mcl/sec

3+40

e p?“m dey 12 SEU T i putin de 86 seruri concomitent
concomitent
Sistem de racire al reactivelor Nu mai sus de 15°C DA
Teste/ord Nu mai putin de 200teste /ord DA
Tip probe analizate Plazma DA
Urina DA o
Ser DA
Compartiment reactive Posibilitatea de utilizare | Posibilitatea de utilizare - 64 de |
- nu mai putin de 50 de reactivi
. . reactivi plasati concomitent .
plasati concomitent .
Compartiment preparare/dozare Dozare reactiv: 10+440 Dozare reactiv: 10-440 mcL

,cu pas 0.126meL
Dozare ser:
(0.126 mcL
Viteza de dispensare :

3+40 mcL;cu pas

nu mai

putin de 880 mcl/sec

| Compartiment de reactic/citire al
probelor

Rotor cu 100-120 de
cuve de unica folosintd de
reactie/citire,volum de reacfie
200-800mcL,lungimea  opticd

cu 56 de cuve de

de

Rotor
multipla folosinta

reactie/citire,volum de reacfie 200-

ora

Analizorul nu va
necesita conectare la sursa de
apa externa

6mm ,37°C 800mcL,lungimea opticd 6mm ,37°C
Numir de probg se pot programa Nu mai putin de 120 DA
pe aparat (la o listd de lucru) seruri plasate concomitent
Mecanizm de protectie Detectie  verticala  a DA
| obstacolului, cu oprirea
analizatorului  (protectia  de
obstructie a acului dozator)
Consum de apa didtilata Mai putin de 0,5L pe DA

/

v(\‘A CU R 5 )
4‘.1‘{* QAL o'.\il 4"%:\/""
. - S

Dilutie automata a probelo_r DA /] /‘/K\
" Autoverificare DA 52? i*é !
;:).
Marcare valori anormale DA

~Afisare rezultate

Calculator extern

| Cititor al codului de bare

OPTIONAL

\"1\7 \,n\ -IT\ =




Sistem

Analizator ~ automat  sistem
deschis, cu procesarea testelor
mono si bireagente. Ofertantul
este obligat sa nu includa
sistemul optional la nivel de

DA

soft in timpul exploatarii
aparatului.
Complet automat, acces
aleatoriu, discret
Exportul datelor DA DA
Teste programate Da DA
Interffata computer Bidirectional , DA
Teste difinite de utilizator DA DA
Metode de testare Punct final DA
Cinetic DA
Timp fix DA
Turbodimetrie DA
Diferential DA
Bicromatic DA
Diferential cu blank de DA
proba
Teste de baza Creatinina DA
Ureia DA
Proteina totald DA
Albumina DA
Acid uric DA
Colesterol DA
Trigliceride DA
Glucoza DA
Bilirubin total si direct DA
Kaliu DA
Natriu /D#(’ﬂ [ n ( !,
Calciu

Fosfor anorganic

/ A / ~
'%‘-*

L"/r?‘/,l.
\

Clor Ly '
Calciu \
. X -“J &
MagneZIU xm Lh‘[_«,{ﬂ“}-.
9=
Fier DA
ALT DA
i AST DA
Fosfataza alcalind DA




HDD 256GB 7200rpm

Lipaza DA
Amilaza DA
Gama GTP DA
Creatin Kinaza DA
Lactat dehidrogenaza DA
Colesterol HDL DA
Microalbumina DA
S.a. DA
Tip reagent Lichid DA
| Rezultate stocate (memorate) Minimum 100 000 DA
_ﬁtrerupere tempprara a lucrului Posibilitate de a DA
‘ intrerupe lucru temporar
datoritd unor factori externi (
lipsa ser, lipsa reactiv, lipsa apa,
bidon reziduri plin)
Sistem optic Filtre cu gama Intre DA
340-670nm, 8 filtre,reversie
optica
Citire bicromatica
sustinuta de orice protocol “end
point”, “diff mode”, “cinetic”,
“fixe time”
Rezolutie 0,0001 Abs DA
Interval de masurare 0+2.5 Abs ,conversat lal0mm DA
Sursa lumind Lampa cu halogen DA
Sistema operationala Windows XPori mai DA
Licentiatd performanta
Alimentare electrica 220V (50/60Hz) DA
Calculator COM port (RS-232) DA
PENTIUM 4/ DA
2000MHz/1Mb/800MHz
RAM 1024 MB DA
DA

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

LCD 17"
Sistem UPS 220v 2000VA, AVR
Printer Laser Ad, min

1200x600dpi,20ppm,USB
Alb/megru

Putere consuimata

Mai putin de 300VA

REAGENTI:

In set se va oferi
reagentii pentru un ciclu de
lucru (indicati lista si cantitatea)




CERINTELE PENTRU ASISTENTA

Piese Indicati perioada in care piesele de 10 ani
schimb pentru echipamentul oferit vor
fi disponibile.

Termen de garantie Nu mai putin de 3 ani, indiferent de 2 ani

) distribuitorul de reagenti

Serv1cev ingineri certificati de DA DA

producator

Autorizatia producitorului

pentru  deservirea tehnici a DA DA

utilajului oferit

Intretinerea profilactici O descriere a intretinerii profilactice | Conform documentatiei de
necesard pentru echipamentul oferit, exploatare
inclusiv frecventa. )

Documente $i manuale. Tot echipamentul trebuie sa fie livrat DA
cu copii ale instructiunilor de utilizare
si intretinere in limba de stat sau rusa

CERINTE O

Certificat CE, ISO

| Autorizare de la producitor &%




ELITech Distribution
13-16 rue Jean Jaurés -
92800 Puteaux - France L _
Tél : +33 (0)1 41 4507 13 B El ITechGroup
Fax:+33(0)1 414507 14
www.elitechgroup.com

FEHTECH (HSTRIGUTION

Puteaux, 29 March 2017

Letter of Authorization

To whom it may concern:

ELITech Distrlbutlon, a company of the ELITech Group distributing laboratory diagnostic products with
headquarters at tLS 15 rue Jean Jaurds, 92800 Puteaux - France, hereby confirms that the company GBG-MLD
SRL, located at Mun Chisinau, Str. Tighina 65 of. 607, MD- 2001 - Moldova (the “Company”), is authorized to
market the products as listed beiow (the “Products”), in Moldova (the “Territory”):

All products manufactured by ELITech Clinical Systems SAS
All products manufactured by ELITechGroup B.V.

Company herebylaccepts (i) to market and promote Products in Territory as per the provisions set out hereunder
and (ii} to be subject to General Conditions of Sales of ELITech Distribution.

Company is not entitled to assign nor transfer, totally or partially, its respective rights and obligations arising out
of this Letter of Authonzatlon, and particularly, it is not entitled to market Products through the intermediary of a
sub-distributor and/or an affiliate without the prior written consent of ELITech Distribution.

This Letter of Authoruatlon is (i) valid for a period of three (3) years unless terminated with a written notice by
the issuer, (ii) squect to the signing of the Regulatory and Quality assurance Agre/gqupt signe(g:l ~lay the above-
mentioned company and ELITech Clinical Systems SAS and ELITechGroup Bv,fﬁh 29 NIE) h 7 '?.{hd (iif)
governed by and/construed in accordance with French law. >4 A L

C o o

The Presifent
ELITech Group S.A.S. \ 0
Represented by Romain Bergmud ‘ {\‘ U
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TE Declaration of Conformity

We:  ELITechGroup B.V.
Van Rensselaerweg 4
6956 AV Spankeren
The Netherlands.

declare under sole responsibility that the product indicated below {including all accessories) and to which
this declaration relates, conforms to the provisions of:

o Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in
vitro diagnostic medical devices {“IVD Directive”)

o Directive 2011/65/FU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment
(“RoHS2 Directive™)

It is certified that this product is registered in accordance with the requirements of above mentioned EU
Directives and carries the CE marking.

Product Clinical chemistry analyzer, automated
Model Selectra ProM

Reference numbers 6003-400 (Break-in number from 17-7503}
GTIN 03661540600302

GMDN t:s?de 56678

&ccessories See Annex

Product classification
As per Article 9, section 1 the products are categorized as other devices (“self dectaration”).

Conformity assessment procedure
In accordance with:
s Annex !li of the IVD Directive
e Article 4 of the RoHS2 Directive

Spankeren, lanuary 2018

-~ £

\ Matjrice Verdaasdonk

Managing Director

CE DOC - Selectra ProM rey.-___{}ﬁ_-__ _ B _ ' | page1of3 |




c € Declaration of Conformity

List of applied (harmonized) standards

Standard version Description '{ast‘eé /
1 certified by

Safety requirements for electrical equipraent for
L 81010-1:2010 measurement, control, and laboratory use.

Part 1: General requirements

Safety requirements for lectrical eguipment for
IEC 61010-2-010:2014 measurement, control and laboratory used —

Part 2-010: particutar requirements for laboratery
equipment for the heating of material

Safety Safety requirements for electrical equipment for
raeasurement, control, and lgboratory use —

1EC 61010-2-081:2015 Part 2-081; Particular requirements for autoratic
and semi-autornatic laboratory equipment for

%
analysis and other purposas B

Safety requirements for electrical equipment for
EC 61010-2-101:2015 measurement, control and iaboratory use ~

Part 2-101: Particllar requirements for in vitro
diagnostic {(IVD} medical eguipmaeant

Eiactrical equipment for measurement, control and
IEC 61326-1:2006 taboratory use - EMC requirements —

Part 1: General requirements

EMC Electrical equipment for measurement, control and

! - EMC i -
[EC 61326-2-6:2006 aboratory use raguirements

Part 2-6: Particular requirements — in Vitro
diagnostic {IVD} medical equipment

T
I

HN 150 13485:2012 Medas:al devices—Quality management systems-—
Quaiity | Requirements for regulatary purposes.

systems : = 3 LROA
CAN/CSA IS0 13485:2003 Medical devices—Quality management systems—

Requirements for regulatory purposes.




( € Declaration of Conformity

Annex — List of IVD accessories

Precision Test Solution

| cE DC}Q- $e§ectra ProM rev. 09 Page3of3 |




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

Analizator hematologic automat
(5 diff) cu sistem de reactivi de tip

Analizator hematologic automat (5 diff) cu
sistem de reactivi de tip inchis destinat

Descriere i) ) N . . .
. inchis destinat analizei analizei componentei sanguine, Model Cell-
. componentei sanguine Dyn Emerald OT-22 (Aboott, SUA)
Parametru Specificatia Specificatia ofertata Cell-Dyn Emerald OT-22
Tip sistem inchis inchis

Metode de masurare

impendansmetrica

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

fotometrica - Sistemul are tehnologie flow
cytometrie de rezolutie inalta si Multi-Angle
Polarized Scatter Separation (MAPSSE) pentru
diferentierea celulelor albe si masurarea
numarului de cellule rosii si trombocite.

optica (5 diff)

opticd (5 diff)

Procedura de curatire automatd automata
WBC WBC
RBC RBC
Hgb Hgb
Hct Hct
MCV MCV
MCH MCH
MCHC MCHC
PLT PLT
LYM # LYM #
MON# MON#
NEU# NEU#
BAS# BAS#H#
EOS# EOSH
LYM% LYM%
MON% MONY%
NEU% NEU%
| BAS%
Parametri determinati EQSh
si calculati: ng nj
Zﬂ'ﬁ!\' |

MPV




P-LCC P-LCC
P-LCR P-LCR
LIC% LIC%
LICH# LICH#
ALY% ALY%
ALY# ALY#
PLT PLT
Clumps# Clumps#
PLT Clumps% PLT Clumps%
Lip# Lip#
Lip% Lip%
NRBCH NRBC#
NRBC% NRBC%
Blast# Blast#
Blast% Blast%
PCT PCT
Capacitate (grofie/ors) = 60 Viteza de lucru: aprox 84 HLG/ora
Sistemul asigura masurarea corecta a tuturor
parametrilor , a numarului de celule albe siin
. . prezenta eritrocitelor rezistente la liza RRBC
Diluarea automata . .
precum si a celulelor albe fragile FWBC ( ex.
Leucemie) prin 3 moduri de lucru, cu dilitia
automata a probelor.
Posibilitatea vizualizarii a 9 scattergrame
Afisaj grafic diferite- color, Capacitate stocare: 10.000 de
rezultate & grafice
Posibilitate de introducere informatii
|ritrodilcered duealor manual complet.e pentru pacient., po‘sibilitate dea
| genera lista de lucru pacienti atat manual cat
si prin scanare de cod de bare.
Interfata PC da Sistem.ul are calculator propriu ?i posiblitate
legare in retea de calculatoare, interfata
bidirectionala RS 232
Sistemul are posibilitatea vizualizariia 9
Afisarea histogramelor da scattergrame diferite- color, Capacitate
stocare: 10.000 de rezultate& graﬂle@s' s
Stocarea datelor da Aparatul are o capac:tatéﬁ*nknima d‘

de minimum 10,000 dq dafse‘{‘@ Rag) ,,-: ,




automata- Operatorul poate face calibrare
pentru toti parametrii masurabili cu sange
integral sau sange de calibrare comercial

. automata urmand pasii de calibrare indicati de soft,
Calibrarea .
automat si maual
Program autocalibrare- ghid on line
manuala manuala
RBC (repartizarea eritrocitelor . . . .
) (rep ) RBC (repartizarea eritrocitelor dupa volum)
Grafice dupa volum)
PLT (repartizarea trombocitelor | pLT (repartizarea trombocitelor dupa volum)
'Aparatul are masurare volumetrica,- metoda
‘ ‘ 'de referinta ICSH pentru masurarea celulelor,
Scatergrame, \ !

fpentru WBC, PLT si RBC pentru a asigura
‘precizia rezultatelor cu Posibilitatea

WBC - 5 diff vizualizarii a 9 scattergrame diferite- color
histograme histograme
" rezultate rezultate
Afisarea pe ecran a - -
grafice grafice

tuturor datelor-

rezultate din arhiva

rezultate din arhiva

date de servis

date de servis

Monitorizarea datelor
pacientului

nume pacient

nume pacient

ID pacient ID pacient
sex SEex
virsta virsta

Monitorizarea
reactivelor

numarul lotului

numarul lotului

data expirdrii

data expirarii

volumul ramas

volumul ramas

Afisarea rezultatelor
pe imprimanta

Parametri determinati si calculati

Parametri determinati si calculati

histograme pe parametrii de baza
RBC, WBC, PLT

histograme pe parametrii de baza- RBC, WBC,
PLT

date despre pacient

date despre pacient

Indicatori de

avertizare oa da
Managementul controalelor de calitate
(grafice Levey-Jenings, regulile Westgard,
2 3 nivele moving average)- 3 nivele de control plus

Control al calitatii

control inclus/ sau dedicate pentru
reticulocite

Construirea tabelelor si graficelor
Levey-Janings

Construirea tabelelor si grafig_e_le&-heueyf,l

U RASp

Janings Aeh N

P e e
—

Memorie interna

> 200000 pacienti

200000 padientl e

Alimentarea

220V, 50 Hz

220V, 504, e | | i

Vas pentru deseuri

Vas pentrd degeur &Ly = H¥H

tuburi pentru reagenti

tuburi pentryteagenti us IM/,k /

-

N



Accesorii

tuburi pentru spalare

tuburi pentru spélare

Calculator extern sau integrat,
daci este necesari prezenta lui
pentru buna functionare a
analizorului

Sistemul are calculator propriu si posiblitate
legare in retea de calculatoare, interfata
bidirectionala RS 232

Limba de comunicare

rom/rus

rom/rus
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Abbott Products Romania S.R.L

Green Court Bucharest
Gara Herastrau 4C
Corp B elgj 2, sector 2
Bucuresli Romaria

(Catre: IMSP SR Rezina
LP: 21007317

C Uil RO 15910808

RO J4DM5462/18 11 2003
Capital Sacial 593002 le
Banca: Citibank

IBAN RO22CITION00007 24585043

AUTORIZARE

Tel +40-21-526 3¢ 40
Fax +40-21-528 30 01

Noi, ABBOTT PRODUCTS ROMANIA SRL, reprezentant autorizat in Romania (Strada Gara
Herastrau, mfmarui 4C, sector 2, Bucuresti, inreg. la MEC sub nr. 1069/22) al companiei
Abbott Laboratories, producator de instrumente de hematologie Cell-Dyn Emerald 22,
biochimie Architect c4000, precum si de reactivi, controale, calibratori si consumabile pentru
acestea, avand capacitatile de productie in SUA, Abbott Park 60064, Illinois,Santa Clara
California, Germania —Wiesbaden, Marea Britanie- Dartford, autorizam prin prezenta pe
furnizorul Glebal Biomarketing Group — Moldeva SRL, sa oferteze in licitatie si sa livreze
produsele mai sus mentionate, la IMSP SR Rezina. Prin prezenta, garantam calitatea si
performantele produselor oferite si autorizam pe Global Biomarketing Group - Moldova
SRL sa asigure, pentru produsele respective, indeplinirea obligatiilor care decurg din

contractul de furnizare.

Aceasta autorizare s-a eliberat pentru a servi la licitatia LP nr21007317, cod CPV 33100000-1,
anuntata in 30.05.2019, avand ca si autoritate contractanta- IMSP SR Rezina.

Data completarii:
27.05.2019

Producator:

SUCTS ROMANIA SRL

Q. ]
\'ience Manager,
helia Pirvulescu
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Declaration of Conformity

Certificate Identification: SC-09H39 o
Abbott Laboratories
Legal Manufacturer's Name: Diagnostics Division
Legal Manufaciurer's Address: Abbott Park, IL 60064 USA -
List Numbers and GMDN Names and Description of Devices Classifieation
Size Code of Devices Cuode L ]
09H39-01 35476 CELL-DYN Emerald instrument Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
{(Name and Address) ) 65205 Wiesbaden, Germany o
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
{Name and Address) Santa Clara, CA 95054
C2 Diagnostics,
Parc LZuromedecine il.
Ruc de la Valsiere
- . - 34 099 - Monipellicr, Cedex 5 France |
Harmonized Standards Listed in the Technical Documeniation

W, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CI: marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliameni and
of the Counci! of 27 Oclober 1998 on In Vitro Diagnostic Medical Devices and Directive 201 1/65/EU of the
Furopean Parliament and of the Council of 8 June 2011, as they are transposed into the laws of'lhe member slates.

Fhis declaration is made in accordance with Annex [1] of the IVD Directive and is issued under the sole
responsibility of the manufacturer. /

| I - //' . ',_/f =
Signaiur!;: 1 < ﬂ?{ Jr /’__ & Signature: . LU
~ II/“-‘:._ ﬁ‘
Full Name: Kevin Richardson FFull Name: Roseljlafie
- — —
Position: Manager. Supplier Quality Position: Regu oy
Sl o k1
Date of Approval: = Ve v, [ate of Approval:
o v 5 — = N 2 U s v
oy -,
Date Issued: JUN 29 2[}18 Place Issued: Abbatt Santa 4
: EHective (Dalg or
ll|'lL!ht.J’.|C!m IRIS Vo (Feb 26, 2013) Lot Number), jUL @ 1 2018
CELL-DYN EFmerald Instrument Declaration of Contormity
June 2016 . iy (RIS VT
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5-Part Differential ;}v tem

True @ ) m;:ca

CELL-DYN Emerald 22 uses UNI-FLOW
technology, which includes a cyanide- and Interrogation zone Light intensity
formaldehyde-free Lyse, flow cell, and optical
bench. The Lyse destroys the red blood cell
stroma and stabilizes the white bload cells,
while it creates a chromagen for hemoglobin
measurement using the same dilution.

&

awiy

For each cell entering the optical detection

a3inos JyFi| anig

area in the interrogation zone, two pulses are
generated — Axial Light Loss and Forward
Side Scatter measurement. The five-part
differential is obtained by scattergram analysis
after action of the Lyse, with no dyes, stains,
or special channel measurements.

A
-

ed Scattering Efficiency
The clusjger separation is enhanced with the low
wavelenéth (455 nm) blue solid state LED. This
wavelength enhances differentiation of intracellular
contents, improving the identification and separation

of eosinophils and mcg.gcg;lie f(om neutrophils.

.\\.I Dg _,(#
-{"" o0 s T,

The unique floy/ @dj,aes.gn en'ﬁg\gi@ LED light

CeLL-DYN"




N Ernerald 22 Spéczf tions
‘PATIENT REPORT EXAMPLE TECHNOLOGY & OPTICAL METHODS DEMOGRAPHICS
P e - Optical Flow Cytometry technology « Sequence number
2 * » Electrical impedance » Alphanumeric specimen ID
é e i l< » Absorption spectrophotometry + Date and time analyzed
! Il + Electronic valves + Patient name
? P . o . Cyanide-{:ree 'yse réagent » CBC with or without 5—part WBC differential
; AR IR S + LCD color touch screen - Flagging and alerts
§ e me | 52@3:;:5 TCP/IP Fls interface DISPERSIONAL DATA ALERT
. | ! » Operator-defined patient limits for high
- . ' THROUGHPUT and panic values
I » 45 samples per hour, « System-defined limits for reportable range
"""""""""""""" i and analytical measurement range
SAMPLE SIZE | « Suspect parameter flags caused by interfering
f\ . ~28uL \ substances or sample abnormalities
fi\ | ‘ » Suspect parameter flags generated when
2 | SPECIMEN DATAT MANAGEMENT WBC data indicates possible presence of
« Search by date or sequence number an abnormal population
i3 Nacl -« Flagging for patient 'imit sets
L i+ Flagging for panic values STANDARDS & SAFETY COMPLIANCE
[ Cannaards. : f » 1,000 records with histograms - UL 610101
| on internal memory | » CAN/CSA-C22.2 No. 61010-1
| + Up to 300,000 reczords USB external - [EC 61010-1
—_ ——— e — data storage ; - |IEC 613261
R 11 Rt e | A | IS « Programmable patleht limits » |[EC 61326-2-6
+ Programmable repoit units » FCC part.15
PARAMETERS » Standard barcode reader (reads code 128, » CE Mark
Rad Ca ianae. - code 39, and interleéved 20f 5) + ETL Mark
WBC RBC | PLT QUALITY CONTROL PERIPHERAL DEVICES
NEUT # % HGB _ MPY . 6 control files 1 « Inkjet printer
LYM#% HET » 100 runs per file + USB thumb drive
M67N6F’/:4 MOV | » Levey-Jennings graphs « Handheld barcode scanner

—— ; + Upload/download control information

EOS # % MCH | PHYSICAL DIMENSIONS
BASO # % MCHC + Height 13.8” (35¢m)
RDW | + Width 9.8” (25cm)

+ Depth 13.8" (35cm)
« Weight ~ 24.2lbs (11kg) (without on-board reagents)

MAIN MENU

A e&_zi»&é - 1t AL

CELL-DYN Emeraid 22 Easy Cleaner 09H60-O

CELL-DYN Emerald 22 Lyse 09H61-01

CELL-DYN Emerald 22 Dliuent 09H&2-01 o I —
CELL-DYN EMERALD 77 CONTROLS ‘*‘% § ] i QQ%%E
AND CALIBRATORS o B i el

CELL-DYN 22 Plus Calibrator 09H73.01 [ e e :

r o

CELL-DYN 22 Plus Control Full-Pack oo — | —_—

(12 tubes) 1

CELL-DYN 22 Plus Control Half Pack 09H72-02
. (6 tubes)

See Operations Manual for warnings, precautions, and limitations for proper use of the instrument.

Intended Use: The CELL-DYN Emerald 22 System is a guantitative muiti-parameter automated hematology analyzer designed for it ik
laboratories for the fo||ov.ring_pal'ameter5: WBC, LYM%, LYM #, MON%, MON #, NEU%, NEU #, EOS%, EOS #, BASY, BAS #, RBC
MCHC, PLT, MPV in K2 EDTA anti-coagulated blood.

The CELL-DYN Emerald 22is indicated for use to identify patients with hematologic parameters within and outside of established reference ranges,

CELL-DYN Emerald 22 and CHOOSE TRANSFORMATION are tradTarks of Abbott Laboratories in various jurisdictions.

www.abbottdiagnostics.com

1-877-4ABBOTT ' Abbott

© 2016 Abbott Laboratories ADD-000ETEZS



Anexa 4 Coagulometru semiautomat

Coagulometru semiautomat destinat pentru testarea mostrelor preluate de

Descriere L. . . N ,
la pacienti pentru determinarea factorilor de coagulare a singelui.
1k Specificatia ofertata C-2
Parametrul Specificatia (Helena Bioscience, Marea

Configuratia

Capacitatea

> 2 probe simultan

2 probe simultan

sistemului
Termostat
. I 220 20
integrat Pozitii
Memorare I >30 30
control calitate
Tip masurare opticd Photo-Optic
Tip proba plasma da da
Teste 1 da da
PT da da
Display LCDsau LED -~ [ J*yﬁ]%cy P
Data VS . TR 5 e
management da ' ' \

Imprimanta integrata




meet the expert!

Certificate Number
PR 08 08 0022 003

Date of Issue
28 August 2008

Expiration Date
NONE

Holder of Certificate : Manufacturer : Test Report Number/s

: : _ ' E-0022-2619-00 MG
Helena Laboratories (UK) ltd trading as ~ Helena Laboratories (UK) Itd tradingas  g.pg22-2128-01 BT

Helena Biosgiences Europe Helena Biosciences Europe S-0022-2128-02 BT
Queensway Siouth, Team Valley Trading  Queensway South, Team Valley Trading N
Estate, Gateshead, Tyne & Wear, Estate, Gateshead, Tyne & Wear, (F;roduct Description
NE11 98D, United Kingdom NE11 9SD, United Kingdom oagrlemeten

Page
Type/Model Name/s: Helena C-1, C-2, C-4 1 0f 1
Directivels: 2004/108/EC

2006/95/EC

Standard/s: EN 61326-1:2006
EN 61000-3-2:2000
EN 61000-3-2:2006
EN 61000-3-3:1995+A1:2001+A2:2005
EN 61010-1:2001 (2" Edition)
EN 61010-2-101:2002 (1*! Edition)

The certificate is issued after testing of the named product/s and/or
audit of the technica! documentation and confirms that the tested

product complies with the essential protection requirements of the
mentioned directives on a voluntary basis.

Ohmstrasse 1

- S 94342 Strasskirchen
GERMANY

¥ + 49 {0) 8424 9482-0
& 449 (0) 9424 9482-640
# www.emitel.de

@ germany@emilel.de

2008-08-28

Date Slanature

After preparation of the necessary techaical documentation as well as the conformity declaration the
required marking can be affixed to the produst Other relevant directives have lo be observed.
See also notes overieal
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Anexa 5

Specificatie tehnica

Model: 9100¢ NXT + Monitor B40, Producitor: GE Healthcare, Tara: China

Specificatie tehnicd solicitata

Specificatie tehnicé prdpusé

2
*Evaporator SEV,ISO

*Monotir 10,Model-Vizor 10 .

| | ,

¢)Analizator de gaze,Model-Irma AX- 1

MATINA DE ANESTEZIE

Parametri tehnici:

1.Minute volum —de la 0 pind la 30 L/min
(MV))
2.Volum inspiratot — de la 0 pina la 2000ml
(V) |
3.FR de la 0 pind la 100 r/min

Regimuri.de lucru VCV;PCV;SIMV;
Manual Mode.

DA MASINA DE ANESTEZIE

«BEvaporator SEV,ISO — Seria TEC
*Monitor GE B40 i
1

c)DA Analizator de gaze, E-SCAIO

Parametri tehnici:

1.DA Minute volum — de la 0 pind la 60
L/min (MV)

2.DA Volum inspirator — de la 0 pind la
2000ml (vt)

3.DA FR de la 0 pini la 99r/min — batai pe
minutd

DA Regimuri de lucru VCV;PCV;SIMV;
DA Manual Mode.

oLpova,
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex I, excluding Section 4 |
Full Quality Assurance System
f' | Medical Devices

Registration No.: HD 60109676 0001

Report No.: 31591873 001 !
Manufacturer: Datex-Ohmeda, Inc.
3030 Ohmeda Drive
PO Box 7550 .
MADISON WI 53707-7550
USA
| Products: Ane%thesia and Vaporizer %Systems, |

Ventilators and Patient Gircuits (single use)
|

Expiry Date: 2021-04-19

The Notified Body hereby declares that the requirements of Annex I, 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 i,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

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

Effective Date: 2016-04-26

Date: 2016-04-26

TUOV Rheinland LGA Products GmbH is a Notified Body according to I}
concerning medical devices with the identification number
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|
Technical Sbeciﬂcations
|

9100c NXT

The anesthesia workstation

that gives you peace of min

Precise ‘

bles you to affectively
e anesthesia and
foster seamless mc;uvesy

00 Flewhesd assambly
L Pipeline & cylinder pressure gauge
Task fight
Braathing cieeuit with CO, bypass
¥ %s\;slem switch
i JG.CGO port and switch

Waork suiface:

gt framn floor 33 9amiAs m
width 53 5omd ¢lin

Dapth' AGer) LB i

Bitspriabane:

bl L

Folding side shelf foptionalk
¥ 2kgi25ln

i
Versatile
Scalabld across a wide
range of patient groups
and 5ur$icai procedures

Dependable
Based on GEfatex Chmeda's
legacy
innovaticn ar

7.5in(disgonail display for 2 waveforms  Auxiliary power and switch
USB for SW update + RS 232 {15 pin}

Selectatec manifold & vaporizers

- Pipeline connections

Cylinder voke option
Ergonomic handie - Hose hooks
Oxygen fiush cavenging system

Wheel caster & brake

Storage space

DIN rail:
Sidz of mach:ne {rail he:

B

t %‘-:'.‘y-
o

L I??[)&‘.ﬂiﬁ";id.LUp
-




BT 39 5bba

!n:rememai sf ttings:

i{)uu l() 1500

Pressurn (P,
o sl H

A range;
ey

Pressure (P ) raIngs:

i o 0 [eremest

flate:

Inspiratorylexpiratory ratio:
Zitall

inspiratery pause:
G, 556 to 60% with oc iz

af Bl

Trigger wmdnw

Typiei

Rivriga:
OFF, 4102
i)

Pressure range at infet:
280 kPs te §0D kPaf 41 g o 87 osig

Peak gas tlown
120 5LPM sh gas flaw

Fluw valve range:
SLEM |
v compensatinn

Loops: PV, F¥ loops |

Waveforing - Pressure, Fiw

M| MY
Expiratory ninute wislurms range:
#3¢0 60LJmin fincrements of (1 frin

Expiratory tidaf volume ramgé
$10 2,600 mL fincrements of Lipl)

0 %:
101 160%

crements of 1%

Peak prassure:
$fo 120 cm H O vt

Mean pressuy
St i20anHO

vl Lo o

PEEP pressuse:
Q10 120 ern H20 (inteomatin of | tm H20|

Waveforns sweep
810 20 seconds

Ventilatar accuracy’

0% af zatting

Prossure delivery:
=16% or £4 cm H O fhichinr s grnater)

PEEP delivery:
% S i D e

2rlis greater

Volume monitoring’

arg monitoring:
2 d era M1 fyshichie

Ty

it fupet el

Life Cycle:
Approsimae

Vaporizers: Tec 7

Number of pomtmn 52

rporizers

e

T,

for

Connhactor: 150 22 mn: SD and 15 rem b

System Ieakage curren\' Elmst do not exceetl:

AR

St
Pipeline input range:
230 kPa to 60

Pipeline connuction

accordance with CGAY &
and chack valve

Frimary regulator disphragm minimum
burst pressure:
2 738 kpaiwo peig

anary regulator nommal outpy

Gl m T
b SR e

Method:
Proporiionate decre
in O, flow

Jith less rosslre

Exhalstion: 22 ram D

Supplyfai!ureaEarm
Range: 207kPa+
aunds at maximum volume &

Gl

tnhalatio

Bag port 22 ¢

0 flush range.
25 1075

O, ranges:
Gliod0Ls
1210 180 Lmin

N, O ranges:
Glto10L
121w ib0L

Airrange:
€ 1t 100 Limin

Tempearature:
10° 1o 40°CI50°

Humidity:
150 95% rela

ty, honcondensing

Akitude;
240 tc 3,565 m{500te 800 mintig

Oswren cell ppar akza.z.

i peon
{ et e ann o
Temperatura Adtseavenging
-25° 4 65°C/ -137 ko 149°F ;’r‘?j‘f“’&_ f’m““m relief:

Passive scavenging
Negative pressure refisf:
03 et

{Humidity:
1010 95% relative

Altitude:
24D to 5,860 /375 to 800 mirntlg

Tassive outlet connector:




GE Healthcare

Affordable clinical excellence

|
Patients with acute, life-threatening conditions need the best
possible care. The 840 Monitor from GE Healthcare provides
a continuous flow @f quality information to enhance clinical

decision-making folr adult, pediatric and neonatal! patients in
various care areas.|

Advanced <:§ mical parameters

The B40 Momtor is de5|gn@d with advanced measurement
technologies foriaccurate and reliable patient monitoring:

e EK-Pro orrhythm|o analysis
o DINAMAP* SuperSTAT non-invasive blood pressure

« TruSignal* enhonced SpO, saturation monitoring other
options ovculobla Nellcor® OxiMax® SpO, and Masimo® SET®
SpO, olgonthms‘

! . .
« Datex-Ohmeda* gas technology to support non-invasive
monitoring in Omiasthesio and critical care areas

o Entropy* monijtonjing that provides information on the
patient’s central nervous system during general anesthesia*

. Comprehensi\f/e pockoge of neonatal* measurements

f"**”fé}é’“%?‘%{,gﬁ”%f“%‘{ﬁ“%@ reliability

With its streamlined design, the portable B40 Monitor fits into
crowded spaces and is easily moved to different care areas

as needed. The system's rugged design stands up to harsh
environments and the everyday wear-and-tear of busy care
areas. It will provide the performance and accuracy that you
expect of GE equnpment—so you can provide the care that your
patients expect.|

-5 = =EF ¥

cision-makin

Ease of use for fast dec
The B40 Monitor makes it easy to acquire accurate patient
data to support timely decision-making:

12.1" crystal-clear monitor displays up to six waveforms
simultaneously

o Intuitive menus and one-button access to commonly used
functions

e 72-hour trend display with graphical and numerical data to
review patient progress

e HL7 direct output and connectivity with the CARESCAPE*
Gateway enables communications to EMR systems

« Capability to work in CARESCAPE Network and S/5 Network
environments

\.I\'
'Impedance respiration is 1nLem1|‘ﬁ;fo o

S8 o [
| ‘
United States, Guam, Puerto Ri alf “éﬁﬁ TGS .: ]
€O, measurerment through E-rr ‘ﬂ: qlk:dul 15 inte ded t uge wiith batients

over 5kg {11 Ib) only Entropy |S|\Len p| use i

older than 2 years o 7
"c;,, e e

Moy num "‘\



Technica S}’ﬁéﬁﬁﬁﬁﬁéﬁﬁm 'Arrhythmia analysis Asystole, bradycardia, tachycardia,
— e - — ventricular fibrillation, ventricular
tachycardia

Display
Size 12.1in (diagonal) 'ST segment analysis Numeric range: -9 to +9 mm
Resolution 800 x 600 pixels [SVGA) (-09to+09 mv]

Accuracy: +0.2mm or +10%,
Number of traces Uptob whichever is greater, within the

! measurement range of

Display layout and|colors  User-configurable
| ‘ -8mm to +8mm

i Trim Knob* control and Numeric resolution: 0.1 mm
| hard keys (standard) (0.01 mv)
|

ST Trends: Upto 72 h

Controls

Parameters and modules

Vimpedance respiration’

ECG =S T | Range Adult/pediatric: 4 to 120 resp/min
Résp = | - Neonate® 4 to 180 resp/min
SpO, T Configured  Accuracy +5% or £5 resp/min, whichever
NIBP B ' hemodynamic module i 's greater
Temp i 'Gain range 0.1to 5 cm/Ohm
2 channel InvBP | 3Sp02
Entropy | E—En}ropy3 i - j TruSignal $po,
Sidestream CO, _|EminiC* - 'Measurement range

................................................. S  Pulse oximetry 1to 100%
Sidestream CQ,, qz agents bl : 3010 250 b
F J . i m
| and N,0 | N-CAIO™ S 0 eoVbp
NOTE: The monitor alse is komputible with the E-sCOV and E-sCAIOV modules ‘Measurement accuracy
without Spirometry furnction ‘ . . . . .
Saturation Without motion-adult/pediatric

NOTE: . L . . . _— )

E: When monitoring ngonatal® or other patients that have high respiration rate Fmger sensor: 70 to 100% +2%

or low tidal volume, the E-5CO or E-sCAIO Modules shall be used within the limits of
respiration rates and lidal volumes to ensure specified measurement accuracy.

Ear sensor: 70 to 100% +3%
Without motion-neonate®:

ECG 70 t0 100% 3%

Leads available 3-lead configuration: (, L, Il With motion-adult/pediatric/
5-lead configuration: I, If, Ill, aVR, neonate® 70 to 100% =3%
avl, aVF and V Low perfusion-adult/pediatric:

70to 100% =3%

Sweep speed 12.5, 25 or 50mm/s (1~69% unspecified|

Gein FangE 02t0'5.0 cm/my Pulse Rate Without motion: 2 bpm

Heart rate accuracy 30 to 300 bpm, £5% or £5 bpm, {Adult/Pediatric/Neonatal’)
whichever is greater With motion: £3 bpm

Bandwidth (Adult/Pediatric/Neonatal’)

Low Perfusion: +5 bpm

50/60 Hz power supply ~ Monitor: 0.5 to 40 Hz (Adult/Pediatric)

ST 0.05to 40 Hz

Diagnostic: 0.05 to 150 Hz Nelleor OxiMax
Pacemaker detection Range: 2 to 700 mV Measurement range
Pulse width: 0.5t0 2 ms Pulse oximetry

Pulse rate

' Refer to B40 Usar's Glide [ar more information

“Not compatible with r‘noniitor software version VSP-8_1 05 or earlier.

> Impedance respirutio‘n isintended for use with only adult and pediatric patients in United States, Guam, Puerto Rico, Saint Croix, f’\ﬂgéjphsi W W‘fj‘do 3, measurement through

E-miniC Module is intend ‘d for use with patients weighing over 5kg {11 {b] only. Entropy is intended for use with adult and pediatric pa 4B 2 years.



Measurement accuracy

Saturation

Pulse Rate

Masimo SET
Measurement range
Pulse oximetry

Pulse rate
Measurement accuracy

Saturation

Pulse rate

NIBP
Measurement technique

Modes

Adult:.70 to 100% +2%
Neo: 70 to 100% *3%
Low perfusion: 70 to 100% +2%

+3 bpm

1to 100%
25 to 240 bpm

Witholut motion-adult/pediatric:
7010 100% 2%

Without motion-neonate®:

70 to 100% +3%

With motion-adult/pediatric/
neonate®: 70 to 100% +3%

Low perfusion: 70 to 100% +2%
(0~69% unspecified)

Without motion: £3 bpm
With motion: =5 bpm

Oscillometric with step deflation

Manual, automatic and stat

NIBP Megsurement ranges

Systolic

MAP

Diastolic

Accuracy

Default initial
inflation pressure

Maximum
determination time

Over pressure monitor

Adult/Pediatric: 30 to 290 mmHg
Neonate®: 30 to 140 mmHg

Adult/Pediatric: 20 to 260 mmHg
Neonate': 20 to 125 mmHg

Adult(Pediotric: 10 to 220 mmHg
Neonate®: 10 to 110 mmHg

Meets AAMI| SP10

Adult/Pediatric: 135 #15 mmHg
Neonate!: 100 =15 mmHg

Adult/Pediatric: 2 min
Neonate!: 85 s

Adult/Pediatric: 300 +6 to
330 mmHg
Neonate!: 150 +3 to 165 mmHg

‘Invasive blood pressure

‘Measurerment range

.Measurement accuracy

‘Frequency response
%Trcmsducer sensitivity
gTemperaiture
:Numericol display
Measurement range
iMeosurement accuracy

'Display resolution

sProbe

‘Networking
| Compatibility

i1/O connectors
I

-40 to 320 mmHg (-5.3 to 42.7 kPa)

+59% or =2 mmHg, whichever
is greater

41022 Hz
5 uV/V/mmHg

T1, T2, T2-T1
10 to 45°C {50 to 113°F)
+0.1°C without probe

+0.1°C at 25 to 45°C with
reusable probes

YSI probes recommended by
GE Healthcare

CARESCAPE Network and
S/5 Network

%RS-232 computer serial output, Defibrillation synch, Nurse call

iMounting
'GCX compatible

lIntegrated carrying handle

:Paper Recorder
‘Method

Horizontal resolutions
Vertical resolution
Waveforms

Numerics

Tabular trend printout
Graphical trend printout
Paper width

Paper speed
Printing

Network laser printer supp@\r‘te |r

Thermal dot array

24 dots/mm (600 dpi)

8 dots/mm (200 dpi)

Selectable 1, 2, or 3 waveforms

HR, Sp0O,, NIBP, IBP1, [BP2, ETCOZ,
T1, T2 Resp, 02, AA

HR, NIBP, IBP1, 1BP2, T1, T2, Et/
FiCO2, RR, Et/Fi O2, Et/Fi AA

HR, ST, IBP1, IBP2, NIBP, SpO,, Pleth,
CO,, N,0, 02, AA, Resp, T1+T2,
Entropy

” " '3”

G a

“mpedance respiration is intended for use with only adult and pediatric patients in United States, Guam, Puerto Rico, Saint Croix, Saint Thomas and Canada CO, measurement through
E-miniC Madule is intendad for use with patients weighing over 5kg [11 Ib) only. Entropy is intended for use with adult and pediatric patients older than 2 years



Performsne e specsf ications

Alarms
Priority
Notification
Setting

Visual alarm notification

Audio pause

Adjustment

Trending

Trends
Graphical

Numerical

Snapshot

OCRG trend

Trend cursor

Minitrends

High, Medium, Low and Message
Audible and visual
Default and individual

Red, yellow, cyan
Audio silence message
General alarm message

2min:
Centrdl alarm display and
adjustment page

10 min graphical trends referenced
to set alarm limits

All parameters, selectable time
scales from 20 minto 72 h

All parameters, every 5 min
sampling or after NIBP
determination

Upto 10 snapshots Manual or
alarm:triggered

Real time or snapshot Neonate
mode only

In both graphical and
numerical trends

5 or 30 min minitrends can be
displayed for a continuous
historical view

iCharging time

?Run time

'Dimensions (H x W x D)

Envwowmentai spec:f wtaons

§Operqting conditions
Temperature 5 to 40°C (41 to 104°F)
20 to 90% noncondensing

700 to 1060 hPa
(525 to 795 mmHg)

Relative humidity

jAtmospheric pressure

Storage and transport conditions
%Temperoture -20to 60°C (-4 to 140°F)
10 to 90% noncondensing

700 to 1060 hPa
{525 to 795 mmHg]

|Relative humidity

3Atmospheric pressure

'Power specifications

iAC input 100 to 240V £10%, 50/60 Hz, 150VA
Protection Class |
iBottery Exchangeable lithium-ion,

2 pcs max

2 h per battery pack

Up to 4.5 h; 2 h to 90% per battery
pack

Physical specifications

Without extension rack:
31x31x16cmi{l2.2x12.2x6.3in)

With extension rack:
31x35x18cm(12.2%13.8%x 7in)

\Weight <=7kg (15 Ib)
Ingress protection P21
Warranty

One year.

Certifications

IEC 60601-1 passed /: ¥/
CE marking according to C@Wdl‘@gﬁ;- .;.“.'

concerning medical devic E'$ mrt‘@xjr:



		2019-05-27T15:55:16+0300




