Anexa nr.7 la Formularul Specificatii tehnice

Analizator hematologic automat 3diff, tip deschis, 40 probe

Specificatia tehnica solicitata

Specificatia tehnica ofertata Cell-Dyn Emerald
OT18 (Abbott/USA)

Descriere- Analizator hematologic automat (3 diff), tip deschis 40 probe
destinat analizei componentei sanguine cu sistem de tip deschis. Cod 150510
Parametrul Specificatia

Tip sistem deschis

Metode de analiza- 3 diff

Procedura de curatire- automata

Parametri determinati si calculati:

WBC RBC HGB HCT MCV MCH MCHC PLT LYM MID GRA LYM%
MID% GRA% RDW-SD RDW-CV PDW-SD PDW-CV MPV PCT.
Capacitate (probe/ora)- >40

Diluarea- automata

Afisaj graphic

Imprimanta- incorporata

Sistem ID pacient da

Digitally signed by Ceaicovschi Tudor
Date: 2022.06.14 16:27:58 EEST
Reason: MoldSign Signature
Location: Moldova

Introducerea datelor manual
Interfata PC da

Afigarea histogramelor- da

Stocarea datelor- da

Calibrarea- automata

Histograme:

WBC- repartizarea leucocitelor dupa volum

RBC - repartizarea eritrocitelor dupa volum

PLT- repartizarea trombocitelor dupad volum

Afisarea pe ecran a tuturor datelor histograme, rezultate grafice, rezultate din
arhiva, date de service

Afisarea rezultatelor pe imprimanta
- Parametri determinati si calculati

- histograme pe parametrii de baza- RBC, WBC, PLT, date despre pacient

Indicatori de avertizare- da

Descriere- Analizator hematologic automat (3 diff)

destinat analizei componentei sanguine cu sistem deschis de
reactivi.

Parametrul Specificatia

Tip sistem deschis. Sistem deschis care utilizeaza doar 3
reactivi:diluent, liza, cleaner (reactivul de liza este fara cianuri)
Avre posibilitate de inchidere programata si inchidere manuala;

e  Cititor de cod de bare extern, in echipare standard

e Intretinere zilnica si saptaminala= ZERO

e mai putin de o interventie service/an

Metode de analiza- 3 diff. CD Emerald are la baza tehnologie
impedanta electronica pentru diferentierea RBC si PLT si WBC
numar total si spectrofotometrie.

Procedura de curatire- automatd. Mentananta CD Emerald este
automata. Intretinerea zilnica este procedurd automata si
intretinerea saptamanala automata. Avantaj: Procedurile de
intretinere sunt memorate in soft-ul aparatului si pot fi printate
pentru documentatia laboratorului.

Parametri determinati si calculati:

WBC RBC HGB HCT MCV MCH MCHC PLT LYM# MID#
GRAN# LYM% MID% GRAN% RDW-SD RDW-CV PDW-SD
PDW-CV MPV PCT

Capacitate (probe/ord)- Procesare 60 probe/ora

Diluarea- automata

Afisaj graphic. Da, monitor color cu touch screen

Imprimanta- incorporata.

Sistem ID pacient da, posibilitate date demografice

e datalog numeric

e identificare alfanumerica a pacientului PID
e identificare alfanumerica a probei SID

e data/ora

e nume pacient

e hemoleucograma 3-part diff

e sistem de flag si alerta

Introducerea datelor manual
Interfata PC da. Posibilitate de conectare la internet: (TCP/IP) si
RS232.

Afisarea histogramelor- da

Stocarea datelor- da

Calibrarea- automati

Histograme:

WABC- repartizarea leucocitelor dupa volum

RBC - repartizarea eritrocitelor dupa volum

PLT- repartizarea trombocitelor dupa volum

Afisarea pe ecran a tuturor datelor histograme rezultate
grafice rezultate din arhiva date de service

Afisarea rezultatelor pe imprimanti - Da -Aparatul are
capacitatea de a accesa si printa datele in orice moment; Are
posibilitate de printare automata si legare la 0 imprimanta externa
e  Raportul tiparit ( printat) cuprinde:

Limitele de referinta cu atentionari ( flag) pentru valorile care




Control al calitatii- in 3 nivele cu construirea graficelor Levey-Janings

Limba de comunicare- rom/rus
Memorie internd- > 1000 pacienti

Accesorii- Vas pentru deseuri tuburi pentru reagenti tuburi pentru spalare

Alimentare 220 V, 50 Hz
Certificat- Certificat de la producitor ce atestd pregatirea specialistilor pentru
intretinerea tehnicd a echipamentului

Reagenti

Reagenti: "Sa fie inclus toti reagentii necesari pentru efectuarea analizelor si
buna functionare a > 1000 analize"

Accesorii, consumabile: S fie incluse toate acesoriile, consumabile necesare
pentru efectuarea analizelor si buna functionare pentru > 1000 analize
Perioada de valabilitate a reagentilor din momentul livrarii > 6 luni

depasesc limitele stabilite;

e  Are trei sisteme de unitati de masura: USA ( Standard) ,
Sistem de Unitati Internationale
( SI), SI modificat- mod in mmol.

e  Operatorul poate defini 4 seturi de valori de referinta

- Parametri determinati si calculati
- histograme pe parametrii de bazd- RBC, WBC, PLT, date
despre pacient
Indicatori de avertizare- da
Control al calititii- 3 nivele de control- scazut, normal si
crescut , cate 2 din fiecare nivel; Control intern de calitate
e 6 fisiere de control intern
e 100 de teste/ fisier
e  grafice Levey-Jenings pentru interpretare
control intern
e posibilitate de incarcare/stergere fisiere
control
e  Capacitatea de a incarca si descarca
informatii despre QC Via port USB
e  Conexiune LIS graficelor Levey-Janings
Limba de comunicare- rom/rus
Memorie interni- se pot memora pana la 1500 date de
pacient cu histograme; Functie de capacitatea USB se poate
mari numarul de date pacient stocate pana la 60000 fisiere.
Accesorii- Vas pentru deseuri tuburi pentru reagenti tuburi
pentru spilare. Aparatul poate utiliza orice vas pentru deseuri-
Avantaj- Aparatul adapteaza orice vas si se mentioneaza
capacitatea acestuia in analizor- 1l, 5L, 10L apoi analizorul
calculeaza waste-ul si avertizeaza ca vasul de deseuri este plin.

Alimentare 220 V, 50 Hz . Avantaj: Nu are pompe- este

silentios

e  Nu necesita ventilator, filtru sau sigurante pentru curatare si
Maintenanta.

Certificat-Certificat de la producator ce atestd pregatirea

specialistilor pentru intretinerea tehnica a echipamentului

Reagenti

Reagenti: Vor inclus toti reagentii necesari pentru efectuarea
analizelor si buna functionare a > 1000 analize"

Accesorii, consumabile: vor fi incluse toate acesoriile,
consumabile necesare pentru efectuarea analizelor si buna
functionare pentru > 1000 analize Perioada de valabilitate a
reagentilor din momentul livrarii > 6 luni
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Declaration of Conformity

Certificate ldentification: SC-09H39
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
09H39-01 35476 CELL-DYN Emerald Instrument Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
C2 Diagnostics,
Parc Euromedecine II,
Rue de la Valsiere
34 099 — Montpellier, Cedex 5 France
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices and Directive 201 1/65/EU of the
European Parliament and of the Council of 8 June 2011, as they are transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Va
//'ﬂ -5
Signature: e Z ‘ = 4&’_’____ Signature: M

Full Name: Kevin Richardson Full Name: Rosemarie Lulu

Position: Manager, Supplier Quality Position: Regulatory Affairs Project Manager

Date of Approval: 7.5 Jz.,,{ﬁ//{( Date of Approval: 28JUnez0/b

Date Issued: JUN 29 2018 Place Issued: Abbott Santa Clara

i : Effective (Date or

SRpeECCy IRIS V6 (Feb 26,2015) Lot Number): JUL 01 2016
CELL-DYN Emerald Instrument Declaration of Conformity
June 2016 (IRISV7)

Page | of |



noqqv

wiayuajeq - Auewsan SJILSONDVIA Llodav
MAANIANW'QA 31va FHNLIYNDIS xmz_dw‘w. JWVN H3NIVHL

8T0Z'TT°60 S QQNQ i
ueledoo UBSBAIULIS /ZarS{1p0Y OARISND

WHON \_._“mufm L@QE®>OZ
uonedljddy 1@ 331A13S “Tv2e+22/8T ATVHING NAQ-T13D

3SHYNOI DNINIVHL FHL d31ITdNOI AT1N4SS320NS SVH

seJyiwng ueyals

1VHL S3141143D SIHL

ONINIVYl 40 31VOI41143D




KoMnakTHbIN. MoLUHbIN.
besynpeyHo To4YHbIN.

BbICTPbIV 1 NPOCTOW

Bbicokas noon3BoaNTESIbHOCTb
MnEn O4eHb KOMIMaKTHbIX pa3Mepax

Put science on your side.

HapexxHble 1 ToYHble peadybTaThbl
BHeLLHWM cynTbIBaTENb LUTPUX-KOOA

Pycckos3bIMHOE MEHIO

Bkto4eHne oHOM KHOMKOW
ABTOMATUHYECKOE BbIKJTIIOHEHE

BecLuyMHbIN 1 Nerknm

B MCIMOJIb30BaHN

Pesynbtat CBC MeHee, 4em 3a
60 cekyHf,

Hebonbluon o6bem obpasua
(9,8 Mkn)

OKOHOMUYHBI pacxop, peareHToB

HeT exxegHeEBHOIO 1 exxeHenesnb-
HOrO OBCNYXKXMBaHUS

Abbott

A Promise for Life



CELL-DYN Emerald

TexHU4YecKune xapaKTepuCcTUKHU

TexHonorum n metopbl
ONEKTPUHECKMIN MMMEAAHCHbIN
nogcHet
AncopbLimoHHas
CMEKTPOOTOMETPUS
ONEKTPOHHbIE KlarnaHbl
BecumaHmaHble peareHTbl
LIBETHOWM >XMOKOKPUCTATNHECKIIA
CEHCOPHbIV 3KpaH
RS-232 n TCP/IP LIS nHtepdenceol
USB nopTbl

MponsBoanTenbHOCTb
e [lo 60 06pa3uoB B Hac

O6bem o6pa3ua
e 9,8 MKN

Cucrema ynpasinieHUs!
AaHHbIMW
[Movck no garte 1 MopsioKOBOMY
HOMepy
PaccTaHoBKa dhnaroB Ans rpaHnL,
HOpMaJTbHbIX 3HAYEHUI
PaccTtaHoBka dnaros aas
KPUTUHECKIMX 3HaYeHWM

14/02
02:36

=10(x

START UP

CALIBRATION

EVENT LOG

QUALITY CONTROL

DATALOG

REAGENTS

SET UP

SHUT DOWN

Cucrema KOHTpons

Ka4vyecTBa

® (6 KOHTPOJIbHBIX (hansos

¢ 100 namepenun B channe

e [padvku JleBu-LHKeHHMHrca

e BO3MOXXHOCTb 3arpy3Kki KOHTPOSIbHOM
NHOPMaLMK C BHELLIHENO HOCUTENA
[NporpamMmma BHELIHErO KOHTPOS
Ka4ecTBa B pexxumMe on-line.

JAaHHble nauneHTa

e [lopsaKoBbIA HOMED

¢ ByKBEHHO-LIMPPOBasA naeHTUdUKaLA
obpasua

¢ BykBeHHO-LMdPOBas naeHTUdmKaums
nauyeHTa

e Bpemsa 1 gara npoBeneHus aHanmsa

e |/ImMa naumeHTa

e CBC c nogcyetom 3-x monynsumia
NENKOLMTOB

e PaccraHoBka hnaroB 1 NpeaynpeXxaeHnin

MpepynpexpeHue o pasbpoce
OaHHbIX
o OnpegensieMble OnepaTopoM rpaHiLb

‘ OPER. LOG IN/OUT

MAILTENANCE

RUN SAMPLE

OcHoBHOe MeHIo

CooTBeTcTBME CTaHAApTam

1 Tpeb6oBaHMaAM 6e30nacHOCTHU

e UL61010A-1
CE Mark (EBponeiickoe COOTBETCTBUE)
CAN/CSA C22.2 No.1010.1-92
ETL Mark (CLLIA)
IEC 61000-3-2, 3-8, 4-2, 4-3, 4-4, 4-5,
4-6, 4-8, 4-11

® Harmonic emissions

e EN 55011 n EN 61000

MepucepuitHbie ycTponcTBa
¢ MarpuyHbIA U CTPYWHBIA MPUHTED

XpaHeHue B namaty go 1500
PEe3yNbLTATOB C MMCTOrPaMMami
CoxpaHeHre no 60000
PEe3yNLTATOB HA BHELLHEM
USB-HocuTene (hnaLuke)
[MporpamMmmpyemMble rpaHmLbI
HOPMaJTbHbIX 3HAYEHNI
[MporpamMmmpyemble eaUHULbI
M3MepEHVA (0N BbIBOAA

Ha rmevarb)

BHeLlwHW1iA cunTeiBaTEND
LITPUX-Koda (cHmTbiBaeT code 128,
code 39, interleaved 2 of 5)

Onpepensiemble napameTpbl

Nenkountbl Dputpouutbl TpoMGOUUTHI

WBC
LYM #
LYM %
MID #
MID %
GRAN # MCHC
GRAN % RDW

* KnHu4eckas 3Ha4vMOoCTb AN 3TUX BENMHMH He YCTaHOBMeHa
1 OHM He rcnonb3ytoTesa B naboparopusx CLUA.

RBC
HGB
HCT
MCV
MCH

PLT
MPV
PDW*
PCT*

000 «2660TT JlabopaTtopua»
[uarHocTudeckoe oTaeneHve

141400, Poccusa, MockoBckasa obnacTb,
r. XuMKW, yn. JIeHnHrpaackas,
BnageHve 39, ctpoeHue 5,

Ten.: (495) 258 42 70

dakc: (495) 258 42 71
www.abbottdiagnostics.com

BEPXHErO U KPUTUYECKOrO 3HaYeHNN Af1st
naLyieHTa

OnpefensieMble CUCTEMOW MpaHWLbI
aHaNNTVHECKMX N3MEPEHNI

N PErUCTPUPYEMbIX 3HAYESHI

®nary 0 COMHUTESBHBIX PesybTarax
BC/IEACTBME UHTEPMEPEHLIN 1N
naroforum obpasua

®nary 0 COMHUTESBHBIX PesysbTarax,
Korga noAcHeT JIeKoLMTOB
CBVAETESIECTBYET O BO3MOXXHOM HainHmm
MaToNOrM4ECKON MOMYIALMN

PearenTbl pnss CELL-DYN Emera

OnucaHwne

JlnsumpytoLnin peareHT,
6ecumanmaHbin (CN-Free Diff Lyse)

OnnioeHT (Diluent)

OumiatoLumin peareHT (Cleaner)

USB HocuTenb (dhnaluka)
BHeLLHWIA cumTbIBaTESNb LUTPUX-KOOA

ra6apuTbl

id

O6bem
960 mn

10n
960 mn

Beicota 35 cm

LLInprHa 25 cm

[nybuHa 35 cm

Bec 9 kr (6e3 y4eTa peareHToB)

KaTtanoxHbiin Homep
09H47-02

09H48-02
09H46-02

KoHTponu n kanuépatopsi gna CELL-DYN Emerald

OnucaHne

Kanmbpatop
CELL-DYN 18 Plus Calibrator

KoHTpOsb
CELL-DYN 18 Plus Control

KoHTpOSIb
CELL-DYN 18 Plus Control

O6bem
2x2,5

12x2,5mn

6x2,5

KaTtanoxHbiin Homep
99110-01

M
99109-01

M1 99105-01

Abbott
Hematology
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