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Calltac G MEK-9100K

Features :

Simultaneous 33 parameter measurement
Micro sampling capability

Status indictor

Walk away autoloader

Homogeneous built-in tube mixing
STAT/tube by tube sample analysis
DynaHelix Flow technology

DynaScatter Laser technology

Smart ColoRac Match

Integrated validation station with touch screen
Reagent and controls bardoce management
Color 10.4-inch LCD touch screen

3 different dilution measurements

83 p.d. 5 poz.

83 p.d. 6 poz.
XB(XBatch) management 83 pd . 7 pOZ .
Access restriction with password

Connection capability : R$232 / USB (Handy barcode, printer) /
Handy barcode reader / Printer / LAN / HL7

Automatic self-check, priming and nozzle cleaning
Complete QC programs : L & J / Westgard Multi rule /

Linearity and Reproducibility :

Precision (Reproducibility)
WBC : 2.0% or less (WBC : 4.00 x 103/pL or more)
RBC : 1.5% or less (RBC : 4.00 x 10°/pL or more)
HGB : 1.5% or less
HCT : 1.5% or less
MCV : 1.0% or less
PLT : 4.0% or less (PLT : 100 x ]Oa/pL or more)
NE% : 5.0% or less (NE% : 30.0% or more AND WBC : 4.00 x ]Oa/pL or more)
LY% : 5.0% or less (LY% : 15.0% or more AND WBC : 4.00 x 103/pL or more)
MO% : 12.0% or less (MO% : 5.0% or more AND WBC : 4.00 x ]OS/pL or more)
EO% : 20.0% or less OR within 1.0 EO% (WBC : 4.00 x 103/pL or more)
BA% : 30.0% or less OR within +1.0 BA% (WBC : 4.00 x 103/pL or more)
NE : 8.0% or less (NE : 1.20 x ]Os/pl. or more)
LY : 8.0% or less (LY : 0.60 x 103/pl. or more)
MO : 20.0% or less (MO : 0.20 x 10°/pL or more|
EO : 25.0% or less OR within 0.10 x 10°/pL (WBC : 4.00 x 10°/pL or more)
BA : 30.0% or less OR within £0.10 x 10°/pL (WBC : 4.00 x 10°/pL or more}
(Specifications above applies to normal mode)

Linearity

Physical Specifications :

Dimensions and Weight :
Dimensions : 675 W x 589 D x 576 H mm
Weight : approx. 66 kg

Power Requirements :
o Line voltage : AC 100 to 240 V £10% AC, 50/60 Hz
® Power input : max 330 VA

Sound Pressure Level : < 85dB

Parameters :
WBC, RBC, HGB, HCT, MCV, MCH, MCHC, RDW-CV, RDW-SD,
PLT, PCT, MPV, PDW, P-LCR, NE, NE%, LY, LY%, MO, MO%, EO,
EOQ%, BA, BA%, P-LCC*, Mentzer Index*, RDWI*, IG%*, IG#*,
Band%*, Band#*, Seg%*, Seg#*
(*) RUO parameters (Research Use Only)

Throughput :

¢ Auto and manual measurement up to 90 samples/hour

Patient memory capacity : 10,000 patient with graphs
Sample Volume : ® CBC : 25 plL

* CBC+DIFF : 40 pL

e Predilution mode : 20 pL
Barcode Format :

Acceptable formats with or without check digits :
Industrial 2 of 5, ITF, JAN/EAN/UPC, NW-7, CODE 39,
CODE 93, CODE 128

Methods and Technologies :
® WBC, RBC, PLT : Electrical resistance (DynaHelix Flow technology)
® HGB : Colorimetric method (surfactant method)
¢ HCT : Calculated from RBC histogram
e WBC differentiation : Light scatter by laser (DynaScatter Laser technology)
* MCV, MCH, MCHC : Calculated from RBC, HGB and HCT
e PCT : Calculated from PLT histogram
® MPV : Calculated from PLT and PCT
® RDW-CV, RDW-SD : Calculated from RBC histogram
® PDW and P-LCR : Calculated from PLT histogram

¢ WBC population : Calculated from scattergram

© WBC : within £3.0% OR £0.3 x 10°/pL (WBC : 0.20 10 99.9 x 10°/pl)
* RBC : within +3.0% OR +0.08 x 10°/pL (RBC : 0.02 to 8.00 x 10°/pl)
® HGB : within +1.5% OR £0.2 g/dL (HGB : 0.10 to 25.0 g/dl)

 HCT : within +3.0% OR £1.0% (HCT : 20.0 to 60.0%)

o PLT : within £10.0% OR £20 x 10°/pL (PLT : 10 to 1490 x 10°/pl)

(Specifications above applies to normal mode)

Safety Standards Certification :

® |EC 60825-1:2014

® [EC 61010-1 : 2001

® [EC 61010-2-101 : 2002

® [EC 61326-2-6 : 2005

® EN 55011 : 2002 Group 1 Class B
* EN 60825-1:2014

¢ EN 61010-2-101 : 2002

® EN 61326-2-6 : 2006

EMC Standards :

e |[EC 61326-2-6 : 2005
® EN 55011 : 2002 Group 1 Class B
® EN 61326-2-6 : 2006

Environmental Conditions :

® Operating temperature : 15 to 30°C (59 to 86°F)
® Operating humidity : 30 to 85%
® Operating atmospheric pressure : 700 to 1060 hPa

8D is a trademark of SD-3C, LLC.
This brochure may be revised or replaced by Nihon Kohden at any time without notice.
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: Smart

= ColoRac
~ Match

Celltac G Smart ColoRac Match helps fast and easy location of clinically

abnormal tubes as well as scan-failed barcoded tubes using the unique
color-coded rack system that is associated with data management software on

the analyzer. This unique user-oriented Smart ColoRac Match system enhances
lab's efficiency without extra investment, extra space and special operator training.

The Smart ColoRac Match surely maximizes lab’s productivity for faster and

more accurate test report.
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e P: There are some items determined as positive
* E: Measurement error

® B : Barcode error




Celltac G

Transforming the possibility of
IVD solutions

83 p.d. 4

Complete hematology
platform offering:

aUp to 90 samples per hour
m 33 parameters
m Micro sampling capability

m Continuous loading of samples via rack fed system
up to 7 racks of 10 tubes

m STAT/manual sample analysis
mLaser scatter + flow cytometry technology
. i]lﬁlﬁli mBuilt-in rocking mixing

-~ = m Smart ColoRac Match system

m Integrated validation station with touch screen

m Reagent and controls management with barcode

83 p.d. 5poz.

Status indicator

Homogeneous tube mixing STAT mode

Celltac G status indicator is located in

the front panel and clearly illustrates
different operating status of the
ana|yzer. For exomp|e, the operator
can quickly recognize the need for
reagent replacement by just looking at

the status indicator turning red.

Each tube is picked up one by one STAT and Pre-dilution modes
from color-coded racks and gently analyze micro-samples such as
mixed with built-in complete tube pediatric blood collected from
inversion mixing arm. the earlobe or fingertip.

Our auto-loading system contributes Celltac G provides solutions

to faster test report to clinical based on the true laboratory
decision makers and enhances needs.

workflow efficiency.
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IIl' Innovation for superior reliability
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DynaHelix Flow
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The DynaHelix Flow technology perfectly aligns WBC, RBC and PLT cells for high
impedance counting precision using advanced hydrodynamic-focused sheath flow
before passing through the aperture. In addition, the DynaHelix Flow totally
prevent risk of coincidence or count of blood cell re-entry into the aperture using
unique DynaHelix Flow stream. This newly-developed advanced DynaHelix Flow

technology greatly improve counting precision and accuracy.

Celltac G’s DynaScatter Laser optical technology truly analyzes and differentiates
WBCs in near-native state. The innovative 3 angle scatter detector provides better
detection of WBCs using precise light scattering measurement. We obtain WBC
size information from a small forward angle (FSS), information of cell structure
and complexity of nucleo-chromatin particles from a large forward angle (FLS),
and internal granularity and globularity information from a side angle (SDS).
This 3D graphic information is calculated by the exclusive Nihon Kohden software

algorithm.

AN\ 83 p.d. 3 poz.
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Celltac G’s fully-automated random access

walk away loading system enables up to 90 tests

per hour by just continuously inserting the

color-coded racks on the system.

: ,
Information Transfer

Celltac G’s HL7 based information system enables

seamless bi-directional information transfer to

laboratory information systems.


Dalia
Callout
83 p.d. 3 poz.

Remigijus
Line


Celltac G reports 33 parameters at once in 40 seconds
just with 40pL of whole blood. Newly-added RDWI and
Mentzer Index provide clinically-valuable information
for differentiating B-thalassemia trait possibility or iron
deficiency anemia possibility in microcytic anemia

cases.

Also both P-LCR and P-LCC parameters provide
information for possible giant platelet, platelet
aggregation, or fragment cell presence. These new
parameters help faster clinical decision making as well
as more accurate diagnosis.

Il Quality first

vl
Reagent

Management

=y
» 83 p.d. 6 poz.
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Celltac G’s reagent management system Celltac G provides complete traceable QC records that meet laboratory
helps easier reagent bottle management. accreditation requirements. In addition, reagent management report,
With this feature, testing quality is always maintenance report, calibration history report, analyzer’s daily self-check
maintained at high standard level. report and many other reports or logs are always stored using internal

memory for evidence of compliance for laboratory accreditation requirements.
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Celltac G

Pilnai automatizuotas hematologinis analizatorius
MEK-9100K

Fighting Disease with Electronics
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Celltac G MEK-9100K

Savybés: LinijiSkumas ir atkuriamumas:
Vienalaikis 33 parametry matavimas PreciziSkumas (atkuriamumas)
Mikro méginiy paémimo galimybé WBC: 2.0% ar maziau (WBC: 4.00 x 10°/uLar daugiau)

BUsenos indikatorius RBC: 1.5% ar maziau (RBC: 4.00 x 10°/pLar dagiau)
Automatinis méginiy jkélimas HGB : 1.5% ar maziau

Homogeniskas integruotas mégintuvélio iSmaiSymas HCT:1.5%ar maziau

STAT/kiekvieno atskiro mégintuvélio méginio analizé MCV:1.0%ar maziau

PLT : 4.0% ar maziau (PLT : 100 x 103/pL ar daugiau)
NE% : 5.0% ar maziau (NE% : 30.0% ar daugiau IRWBC: 4.00 x 10°/pLar daugiau)
LY% :5.0% ar maziau (LY% : 15.0% ar daugiau IRWBC:4.00 x 103/pLar daugiau)
MO% : 12.0% ar maziau (MO% : 5.0% ar daugiau IRWBC: 4.00 x 10°/pLar daugiau)
EO% : 20.0% ar maziauAR £1.0 EO% (WBC: 4.00 x 103/pLar daugiau)
BA%: 30.0%ar maZiauAR+1.0BA% (WBC:4.00 x 10°/pLar SEDLIED)]
NE : 8.0% ar maziau (NE : 1.20 x 10°/pL ar daugiau)
Automatiné savipatikra, uzpildymas ir adatos valymas LY : 8.0% ar maziau (LY : 0.60 x 10°/uL ar daugiau)
Pilnos KK programos: L&J/Westgard Multirule/ MO : 20.0% ar maziau (MO : 0.20 x 10°/uL ar daugiau)

XB(XBatch) valdymas EO : 25.0% ar maziau AR +0.10 x 10°/uL (WBC : 4.00 x 10°/pL ar daugiau)
Prieigos ribojimas slaptazodziu BA : 30.0% ar ma¥iau AR £0.10 x 10°/uL (WBC : 4.00 x 10°/pL ar daugiau)
Jungtys: RS232 / USB (rankinis kody skaitytuvas, spausdintuvas) / (Pateiktos specifikacijos yra taikomos normaliam rezimui)

Rankinis kody skaitytuvas / spausdintuvas / LAN / HL7

DynaHelix tékmés technologija

DynaScatter lazerio technologija

ISmanusis ColoRac susiejimas

Integruota patvirtinimo stotelé su lie¢Ciamuoju ekranu
Reagenty, ir kontroliy briksniniy kody valdymas
Spalvotas 10.4 coliy, LCD lie¢iamasis ekranas

3 skirtingy, skiedimy matavimas

LinijiSkumas
o WBC : patenka j £3.0% AR £0.3 x 10°/pL (WBC : 0.20 - 99.9 x 10°/uL)

Fizine speC|f|kaC|]a: « RBC : patenka £3.0% AR £0.08 x 10°/uL (RBC : 0.02 - 8.00 x 10°/uL)

Matmenys ir svoris: « HGB : patenka +1.5% AR 0.2 g/dL (HGB : 0.10 - 25.0 g/dL)
Matmenys: 675Px 589G x 576 Amm « HCT : patenka £3.0% AR +1.0% (HCT : 20.0 - 60.0%)
Svoris: apie 66kg e PLT : patenka £10.0% AR £20 x 10°/uL (PLT : 10 - 1490 x 10°/uL)

Reikalavimai maitinimui:
e Linijos jtampa: AC 100 to 240V £10% AC, 50/60 Hz
o Elektros jvestis: maks. 330 VA
Garso lygis: < 85dB
Parametrai:
WBC, RBC, HGB, HCT, MCV, MCH, MCHC, RDW-CV, RDW-SD,
PLT,PCT,MPV,PDW,P-LCR, NE,NE%, LY, LY%, MO, MO%, EO,
EO%, BA, BA%, P-LCC*, Mentzer indeksas*, RDWI*, IG%*, IG#",
Band%®*, Band#*, Seg%*, Seg#*
(*) RUO parametrai (tik moksliniams tyrimams)
Nasumas:
e Automatinis ir rankinis iki 90 méginiy per valanda matavimas
Atminties talpa pacientams: 10,000 pacienty su grafikais
Méginio tdris:  CBC: 25 puL

(Pateiktos specifikacijos yra taikomos normaliam rezimui)

Saugos standarty sertifikatai:
* JEC60825-1:2014
* JEC61010-1:2001
e JEC61010-2-101 : 2002
e JEC 61326-2-6 : 2005
e EN 55011 : 2002 Grupé 1, Klasé B
e EN 60825-1 : 2014
e EN 61010-2-101 : 2002
e EN 61326-2-6 : 2006

EMC standartai:

e CBC+DIFF : 40 pL
o ISankstinio skiedimo rezimas: 20 uL
Briksniniy kody formatas:

e IEC 61326-2-6 : 2005
e EN 55011 : 2002 Grupé 1, Klasé B
e EN 61326-2-6 : 2006

Tinkamas formatas su ar be kontroliniy skaitmeny:
Pramoninis 285, ITF, JAN/EAN/UPC, NW-7, CODE 39,

CODE 93, CODE 128 ApllnkOS Sa'lygos:

o Temperatira darbo metu: 15 - 30°C (59 - 86°F)
e Drégmé darbo metu: 30 to85%

Metodai ir technologijos: ¢ Atmosferos slegis darbo metu: 700 - 1060 hPa
e WBC, RBC, PLT : elektros varza (DynaHelix tékmés technologija)

e HGB : Kolorimetrinis metodas (surfaktanto metodas)

e HCT : apskaiciuojama pagal RBC histograma

« WBCdiferenciacija: lazerio Sviesos sklaida (DynaScatter lazerio
technologija)

e MCV, MCH, MCHC : apskai¢iuojama pagal RBC, HGB ir HCT
e PCT: apskaiciuojama pagal PLT histograma

e MPV : apskai¢iuojama pagal PLT ir PCT

e RDW-CV, RDW-SD : apskaiciuojama pagal RBC histograma,

e PDW and P- LCR : apskaiciuojama pagal PLT histograma,

e WBC populiacija : apskai¢iuojama pagal skatergramg

SD yra prekybinis Zenklas, priklausantis SD-3C, LLC.
éiq brositirg Nihon Kohden gali redaguoti ar pakeisti kita bet kuriuo metu be iSankstinio jspé&jimo.
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Celltac G “Smart ColoRac Match” (iSmanusis stovy spalvy siejimas) uztikrina
greitg ir lengva kliniskai patologisky mégintuveéliy bei nenuskaityty briaksniniy
kody vietos nustatyma, naudojant unikalig spalva koduoty stovy sistema, kuri yra
susieta su duomeny valdymo programine jranga analizatoriuje.

Si unikali | naudotoja orientuota i§manioji stovy, spalvy siejimo sistema
padidina laboratorijos efektyvuma be papildomy, iSlaidy, vietos ar
specialaus operatoriaus apmokymo.

“Smart ColoRac Match” didina laboratorijos produktyvuma, greiCiau
generuojant tikslias tyrimy ataskaitas.

e P Kai kurie elementai nustatyti kaip teigiami
e E : Matavimo klaida
e B : Briksninio kodo klaida

EData P , Jarysimin beie B
Rark




Celltac G

IVD sprendimy transformavimas

b kbbbl

Blsenos indikatorius

Pilna hematologijos platforma:

m parametrai

m iSmaiSymas

m Tki 90 méginiy per valandg 33

= Mikro méginiy paémimo galimybé
Nepertraukiamas méginiy, jkélimas su stovo padavimo sistema
(iki 7 stovy po 10 mégintuveliy)

m STAT/rankinis méginio tyrimas

m Lazerio skiaidos + tekmes dtometrijos technologija Integruotas

meymn m "Smart ColoRac Matdh” sisterma

Homogeniskas iSmaiSymas

. -im §|l|!1 , » Integruota patvirtinimo stotelé su lietiamuoju ekranu
e — » Reagenty ir kontroliy tvarkymas pagal briksninius kodus

STAT rezimas

Celltac G busenos indikatorius, esantis
priekiniame skydelyje, aiskiai
iliustruoja skirtingas analizatoriaus
darbo bisenas. PavyzdZiui, operatorius
gali greitai suprasti, jog reikia keisti
reagentus, pamates jog busenos
indikatorius Sviecia raudonai.

Mégintuvéliai yra paimami po vieng
i$ spalva koduoty stovy ir Svelniai
iSmaiSomi integruota mechanine
maisymo ranka.

Automatinio jkélimo sistema
sutrumpina tyrimo ataskaitos
pateikimo laika, taip didinant darbo
nasuma.

STAT ir iSankstinio skiedimo
rezimuose yra analizuojami mikro
meéginiai, pvz., pediatrinis kraujas,
paimtas i$ ausies spenelio ar
pirsto. Celltac G pristato
sprendimus, paremtus realiais
laboratorijos poreikiais.



Il T Inovacijos d

idziausiam patikimumui
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DynaHelix Flow

P

A2

DynaHelix tékmés technologija tobulai paskirsto WBC, RBC ir PLT Igsteles auksto
impedanso apskaiciavimo patikimumo uztikrinimui, naudojant pazangig hidrodinamine-
fokusuotg apsauginio tirpalo tékme pries patekima | apertlirg. Be to, DynaHelix tékmés
technologija visiskai uzkerta kelig kraujo Iasteliy pakartotiniam patekimui | apertiira,
naudojant unikalia DynaHelix tékmeés srove. Si nauja pazangi DynaHelix tekmés
technologija Zenkliai pagerina skaiciavimo preciziSkuma ir tiksluma.

Celltac G DynaScatter optiné lazerio technologija analizuoja ir diferencijuoja WBC, jiems
esant beveik natyvioje biisenoje. Inovatyvus 3 kampy sklaidos detektorius uztikrina dar
tikslesni WBC aptikima, atliekant tiksly Sviesos sklaidos matavima. WBC dydzio
informacija yra gaunama i$ mazojo priekinio kampo (FSS), informacija apie lgsteliy
struktdirg ir nukleo-chromatino daleliy kompleksiskuma yra gaunama ir didziojo priekinio
kampo (FLS), o informacija apie vidin{ granuliariSkumg bei globuliariSkumg - i$ Soninio
kampo (SDS).

Si grafiné 3D informacija yra apskaiciuojama pagal iéskirtinj Nihon Kohden programinés
jrangos algoritma.

Il Sprendimai le

Walk Away System

sl
-‘H___..-—'

Celltac G pilnai automatizuota atsitiktinés prieigos
ikélimo sistema suteikia galimybe atlikti iki 90
tyrimy per valanda, nepertraukiamai jkeliant spalva
koduotus stovus | sistema.

ngvesniam darbui

Seamiess
Information Transfer

Celltac G, HL7 paremta informaciné sistema belaidziu
bidu perkelia informacijq j laboratorijos informacines
sistemas abejomis kryptimis.



Per 40 sekundziy Celltac G pateikia ataskaitas apie 33
parametrus, naudojant tik 40uL bendro kraujo. Itrauktas
RDWI ir Mentzer indeksas suteikia kliniSkai svarbig
informacija  B-talasemijos diferenciacijos ar geleZies
anemijos galimybei mikrocitinés anemijos atvejais.

Ir P-LCR, ir P-LCC parametrai suteikia informacijos apie
galima dideliy trombocity, trombocity agregacijos ar
fragmentiniy lasteliy buvima. Sie nauji parametrai
padeda greiciau priimti klinikinius sprendimus bei
nustatyti tikslesne diagnoze.

Il Pirmiausia - kokybé

il
Reagent
Management

L 2]

L
X
L]
Celltac G reagenty tvarkymo sistema Celltac G uztikrina pilng KK jrasy atsekamuma, taip atitinkant laboratorijos
palengvina reagenty buteliuky naudojima. Si akreditacijos reikalavimus. Be to, vidinéje atmintyje yra iSsaugomos reagenty,
savybé uztikrina, jog tyrimo kokybé visada tvarkymo ataskaitos, priezitiros ataskaitos, kalibracijos istorijos ataskaitos,
bty auksto standarto lygmenyije. analizatoriaus kasdieninés savipatikros ataskaitos bei daug kity ataskaity ir

zurnaly.
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4. Prisijunkite prie analizatoriaus.
Zemiau pateikta procediira néra reikalinga, jei sistemos nustatymuose parinktis ,Auto Login“ (automatinis

prisijungimas) yra nustatyta kaip ,ON“ (jjungta).

ELJ Duomeny tvarkymo ir nustatymo vadovas: 5 skyrius ,Sistemos nustatymai®.

1) Pradzios ekrane palieskite elementg [+ ] Atsidarys operatoriaus valdymo langas.

2) Pasirinkite norimo operatoriaus varda, kuriuo norite prisijungti.

ELJ “Operatoriaus valdymas“ (psl. 1-8).
3) Jrasykite pasirinkto operatoriaus slaptaZzod;.

4) Palieskite [OK] (gerai).

Operator Managenent ._'=l;_"hrt Smith 4
.0 [Ty

Factory Operator

Touch to display a keyboard,
and enter the password.

5. Baigus prisijungimo procesg, atsidarys Zemiau pavaizduotas operacijos patvirtinimo langas. Savipatikros
atlikimui, paspauskite [Yes] (taip).



Confirm operation

Start Self Check?

Jei paliesite [No] (ne) ir neatliksite savaiminés patikros, jg galésite atlikti bet kuriuo metu véliau.
»Savaiminés patikros atlikimas” (psl. 9-11).

(1

Jei savaiminés patikros metu bus aptikta anomalijy, LCD ekrane bus rodomas pranesimas.
ISsamesné informacija pateikiama skyriuje ,,Ekrano pranesimai“ (psl. 10-2).

6. Patikrinkite rodoma laikg ir datg. Skaitykite 9 skyriy , Kasdieninis patikrinimas“.

[

“Patikrinimas po analizatoriaus jjungimo” (psl. 9-3)

PASTABA
e Pakartotinai jjungus analizatoriy po elektros tiekimo nutrakimo ar avarinio analizatoriaus
sustabdymo matavimo metu, kai kurie ankstesni méginiai gali bati like analizatoriuje. Todél, po
pakartotinio jjungimo, atlikite valyma.
e Po analizatoriaus jdiegimo ir po sandéliavimo ilgg laika, atlikite analizatoriaus sistemos uZpildyma.

1p.d. 5 poz.
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1
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.'lI"-l’ l": Measurement Unit |




Blsenos indikacija Blsena
Reagenty valdymas Zalia spalva, jei yra i$pildytos visos salygos:

e Visy reagenty galiojimo laikas yra tinkamas (iki jy galiojimo pabaigos

datos ir galiojimas po atidarymo)
e Visy reagenty kiekis yra didesnis nei 0 %.
e Atlieky lygis yra Zemiau jspéjamosios ribos.

1p.d. 6 poz.

L-J (Levey-Jennings) kontrolé

Sis kokybés kontrolés metodas matuoja hematologine kontrole ir tikrina i§matuotas reik$mes.

Vienas hematologinés kontrolés méginys yra matuojamas kasdien, o iSmatuotas rezultatas yra rodomas KK
tendencijos lange bei KK sgraso lange.

1p.d. 5 poz.

Reagenty lango atidarymas

1. Atidarykite pradZios ekrang.

Jei yra atvertas kitas langas, apatiniame kairiajame kampe

[A]

palieskite simbolj

2 2. PradZios ekrane palieskite elementg [Reagents] (reagentai).
Atsidarys ,,Replace” (pakeitimo) langas.

3. Norédami atidaryti , History” (istorijos) langa, palieskite
elementa [History] (istorija).

=:Reagents

Replace

Dtk

| Manual Enbry

e

Pavyzdys: ,Replace” (pakeitimo) langas



Rodoma informacija (zr. psl. 1-5) I"-;Reagents

Replace

Administrator

Patikrinkite kiekviename lange
rodomg informacija

Detergent 00000001  201¢

CBC lyse | 00000001  2016/03/00 250 mi 100 %

[ A ] atidaromas pradZios ekranas (zr.
psl. 1-5)

[H ] atidaromas priezitros
registravimo Zurnalo ekranas (Zr. psl. :
10-5) (e (8] (e

[#]: Rankinio matavimas paleidimas —
(zr. psl. 5-10) Lango pakeitimas

Waste

e
[=] Mégintuveéliy laikiklio
iSstimimas.

1p.d. 5 poz.

Lango pakeitimas

PradZios ekrane palieskite [Reagents] (reagentai) arba kitame reagenty tvarkymo lange palieskite [Replace]
(pakeitimas). Atsidarys pakeitimo langas.

Pakeitimo lange yra rodoma informacija apie naudojamus reagentus ir skysty atlieky kiekj.

Nustatant, kei¢iant ar pildant reagentus, nustatymus atlikite cia.

Rodoma reagenty informacija.
e Expiration” grafoje yra rodoma ankstesné galiojimo data arba galiojimas po atidarymo.
e Kai likutis yra Zemiau jspéjamosios ribos, likes kiekis yra rodomas raudona spalva.

Reagent Lot Expiration Volume Remaining Warning Level '

Diluent 00085001 2016/04/08 18.0L 100 % 20 %

Pazymeéjimo laukelis Jspéjamasis lygis
e Pasirinkite reagenta, kurj norite papildyti. Cia jra8omas jspéjamasis lygis.
Laukelyje atsiras Zyméjimo piktograma.
e Noréedami panaikinti Zymeéjimg, dar kartg palieskite pasirinktus duomenis.
e Norédami pasirinkti visus elementus arba atSaukti visy jy Zyméjima, palieskite [All] (visi).



1p.d. 6 poz.

Atidarykite ,,Replace” (pakeitimo) langg ir briks$niniy kody skaitytuvu nuskenuokite reagento briksninj
koda.

Jei norite nustatyti daugiau nei vieng reagentg, reagenty briksninius kodus nuskaitykite paeiliui.
Nuskenuoto reagento informacija yra rodoma lange.

1p.d. 7 poz.
Jrasykite naujo operatoriaus vardg ir slaptazod,;.
1) jrasykite operatoriaus vardg ir slaptazodj ir patvirtinkite slaptazod;.

| SlaptazodZio patvirtinimui, jrasykite jj dar karta.
2) Pasirinkite naujo operatoriaus privilegijas ir palieskite [Enter] (patvirtinti).

| Norint priskirti visas veiklos ir administravimo privilegijas, pazymékite ,,Administrator privileges”
(administratoriaus privilegijos) laukelj.

Tikslus dokumento vertimas j lietuviy kalbg
Vertéja Akvilé (ncwtlpvu.wne f’.‘

Data_ Y )/¥ /{; 4 " g
UAB Diamedica ’,/

Geély g. 2, Avizieniai, Lletuva




969v206-1190

910¢ JeN 80 -uonip3 pug
gloz deg Gz :uonp3 st

00L6-M3AIN
lozAjeuy AbojojewaH

pajewolny
O e

opIno) 3urpag pue
JUQUWIASRUBIA BIR(]



2. Operator Management

Adding Operators

Any operators with administrator privileges can add, edit, and delete other
operators.

1 Loginand open the Home screen as an operator with administrator
privileges.

If you are in another window, touch [4\] at the lower left.

2  Touch [+[g]. The Operator Management window opens.

| Operator Management

Operator

John Smith

Password

P

Logout

4  Select an unused operator (“EMPTY™) and touch [Edit].

i Edit Operator

Close

MEK-9100 Data Management and Setting Guide 2-3



2. Operator Management

83 p.d. 1 poz.

83 p.d. 1 poz.

5 Enter the name and password of the new operator.
1) Enter the operator name and password and confirm the password.

Vs

Q‘ To confirm the password, enter it again.

| Edit operator privileges

l Touch to display a keyboard, enter
the operator name and password
and confirm the password.

Operator name

Operator name Tom Mayer

Tom Mayer

~ Passwora
password

P ek

Confirm password firm paffword
55|

.

Administrator privileges

2) Select the privileges of the new operator and touch [Enter].
> Y | To assign all operation and administrator privileges, tick the
Administrator privileges box.

Touch the privileges to assign,
and display the check marks.

Sample Measurement

Touch [ A] or [ ¥] to scroll
the privilege list vertically.

I

'Sample Measurement A

Print

Print
Edit/delete measurement data

how research parameters

AW 4 | Edit/delete measurement data

Show research parameters
Operator name

Tom Mayer Print/send research parameters

Work Order Management
Password Send to system
ok
Check fUncheck
Confirm password

p— Backup/Restore

Administrator privileges Cancel

Touch and tick the check | — |

boxes to assign all operation
and administrator privileges.

3) When the Confirm Operation window appears, touch [ Yes].

Confirm Operation

Selected operation will start. YES to continue?

MEK-9100 Data Management and Setting Guide
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5. Measurement

Turning On the Analyzer

1  Check the surrounding environment, exterior of analyzer, etc. Refer to
“Daily Check” in Section 9.

m | “Check Before Use” (p. 9-2)

2  Turn the main power switch on the rear panel to ON (to [).

The main power lamp on the front panel lights in green.

ALy
’,

Leave the main power on except when moving or transporting the

analyzer.

— | Main power
/ :‘:ﬂ) lamp: Lit
v v

3‘/ 00O

| . -

: J J - | | — J

—
S q a 3 Press the power switch on the front panel.
N\ ! o
O Power lamp: The power lamp lights in green.
S8 0 Lit 1 ,

r— v v 4 Loginto the analyzer.

— L The following login procedure is not needed when the Auto Login is “ON”
— ) in System Setting.

1]

=_—=

Data Management and Setting Guide: Section 5 “System Settings”

1) Touch [+ ] on the Home screen. The Operator Management window
opens.

83 p.d. 7poz.

2) Select the operator name to use to log in.

@ | “Operator Management” (p. 1-8)

3) Enter the password of the selected operator.

MEK-9100 Operator’s Manual 5-5
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5. Measurement

4) Touch [OK].

i Operator Management | John Smith |
ohn Smith

Factory Operator

Touch to display a keyboard,
and enter the password.

5 When the login process is completed, the following Confirm Operation
window appears. Touch [Yes] to perform the self check.

Confirm operation

Start Self Check?

83 p.d. 7poz. _/

VA, | If you touch [No] and did not perform the self check, you can perform the
self check any time.
“Running Self Check” (p. 9-11)
I:E] If any abnormality is detected during the self check, a message appears on
= | the LCD display.
For details, refer to “Screen Messages” (p. 10-2).

6  Check the date and time display. Refer to “Daily Check” in Section 9.

[:l:] “Check After Turning On the Analyzer” (p. 9-3)

==

NOTE -« When the analyzer is restarted after power loss or after
emergency stop during measurement, some of the previous
sample may still remain inside the analyzer. Therefore, do
cleaning after the power is turned on again.

» Prime the analyzer after installing the analyzer and after storing
it for extended periods.

5-6 MEK-9100 Operator’s Manual
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5. Measurement

Checking Analyzer Status

Check the status indicator on the front panel and the status indication at the top
of the screen.

Status Indicator

The color of the indicator displays the operation status (starting, operating and
stopped).

Status Indicator

[ NIHON KOHDEN

Confirm that the indicator is green (standby) before a measurement.

7 Q Display Status
e , , Lit Standb
(@) (] Green — -
- Blinking Operating
Orange or red Lit Stopped due to error
Blue Blinking Starting
‘ Off Power off
Status Indication 83 p.d. 5poz.
Status Indication The status indication at the top of the screen displays the status of the reagents,
I quality control and user maintenance. 83 pd 5p02.
Confirm that all statuses are green before starting a measurement. )
Status Indication Status /
€D €D 29prooss 15210512 . L [
— Reagent Green when all the following conditions are met:

o Management « All reagents are within the valid period (before their expiration date

( A\ and expiration after opening date)
e \Si6/ EI * All reagents have more than 0% remaining.

* The waste amount is below the warning level.

Quality Control | Green when all the following conditions are met:

* Quality control measurement is performed for all control samples in use.

* The last quality controlled measured results of all control samples in
use meet the quality control judgment criteria or are approved by the

operator.
User Green when all the following conditions are met:
Maintenance » No user inspection items are past their regular user maintenance dates.

@ * No service inspection items are past their regular service maintenance
dates.

« The analyzer current status does not need any maintenance.
* The analyzer self check has been performed and all items passed.

NOTE: Even if the above conditions are met, the quality control and user
maintenance status is red if the following conditions apply.

» When power is turned on (when starting)

» More than 24 hours since the last quality control measurement
(quality control status) or self check (user maintenance status).

@2 A message showing the cause appears when the status is displayed in red.

2015/08/04 14:01:5¢ ®
i illillil UM: Self Check Not Started

MEK-9100 Operator’s Manual 5-7
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6. Quality Control

General

Measure the hematology control to perform quality control.
Use a hematology control listed in the following table for quality control.

For precautions, refer to Section 3 “Safety Information”.

@ | “Hematology Control” (p. 3-11)

Name and Model Packing Unit
MEK-5DN
Hematology control | MEK-5DL 3mL x2
MEK-5DH

The analyzer has 2 quality control programs, L-J and X-R.

Set the quality control method and judgment method according to the criteria of
the facility or the lab.

Data Management and Setting Guide:

Section 5 “System Settings”

L-J (Levey-Jennings) Control

Vs
.

The analyzer stores quality control data for each set control lot information. Up
to 25 items of lot information, and up to 300 measurement data items per lot can

be stored.

This quality control method measures the hematology control and checks the

33 pd 6pOZ. > measured values.
One sample of hematology control is measured every day, and the measured
result is shown in the Trend window and List window of the QC.

Trend Graph
The measured values of the hematology control are plotted.

Upper limit

Target

------------------------------------------- Lower limit

When the measured value exceeds the limit, it fails and the quality control status
indication at the top of the window turns red.

The target and limit can be set according to the standard of the facility or lab.

Data Management and Setting Guide:
Section 5 “System Settings”

6-2 MEK-9100 Operator’s Manual
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8. Reagent Management

Reagent Management Status

General

Measurement Unit H

The amount of reagent and waste fluid can be managed on the Reagent
Management window.

If reagents are not properly managed, the reagent status indication at the top of
the window turns red.

In this case, take the necessary actions to return it to green.

€D 20)b/os/15 15:21:05 12

it Ready

Status Indication

Status

Management .

Reagent Green when all the following conditions are met:

All reagents are within the valid period (before their

expiration date and expiration after opening date).
* All reagents have more than 0% remaining.
* The waste amount is below the warning level.

83 p.d. 5poz.

Open the Home screen.

If you are in another window, touch [ 4} ] at the lower left.

Touch [Reagents] on the Home screen. The Replace window oper

Opening the Reagents Window

2]

To open the History window, touch [History] to change the windogv.

‘=z Reagents
Replace

All Reagent

Diluent

Detergent

+  Administrator

<D @& 2015/09/15 21:30:18 B
i

Measurement Unit Ready
Lot Expiration Volume Remaining, Warning Level

00085001 | 2016/04/08 18.0L 100 % 20 %

2016/03/09

| Manual Entry Replace

Displays information. (Refer to p.

Check the displayed information on

each window.

[ 4+ ]: Opens the Home screen.
(Refer to p. 1-5)

[ Hl ]: Opens the Maintenance Log
window. (Refer to p. 10-5)

[42=]: Starts manual measurement.
(Refer to p. 5-10)

[ & ]: Ejects sample tube holder.

1_5) =z Reagents

Replace
All Reagent

Diluent

Detergent

CBC lyse

DIFF lyse

M Administrator

& 2015/09/15 21:30:18 @
i

Measurement Unit Ready
Lot Expiration Volume Remaining| Warning Level
00085001 | 2016/04/08 18.0L 100 % 20 %
2016/03/09 2.0 100 %

00000001  2016/03/09 250 mL 100 %

2016/03/09 250 mL 100 %

| Manual Entry Replace

\ Changes the
) window.

8-2
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8. Reagent Management

Replace Window

Touch [Reagents]| on the Home screen or touch [Replace] on other Reagent
Management window to open the Replace window.

The Replace window displays information about the reagent being used and the
amount of waste fluid.

Additionally, when setting, replacing or refilling reagents, set the reagent here.

Displays the reagent information.

* The Expiration displays the earlier of the expiration date or the expiration after opening.

* Once the remaining amount becomes below the warning level, the remaining amount display
turns red.

Reagent Lot Expiration Volume Remaining| Warning Level

Diluent 00085001 | 2016/04/08 18.0L 100 % 20 %

Detergent 2016/03/09 2.0L 100 %

Check box

* Touch to select the reagent to refill. The check icon appears in the box.
* To unselect, touch the selected data again.

» Touch [All] to select or unselect all items.

Warning Level
The warning level is
entered here.

83p.d. 5 poz.

@:Reagents O & 2015/09/15 21:30:18 B

Adniiistrat -
Replace - Y S Measurement Unit Ready

Al Reagent Lot Rei g

Diluent 00085001 | 2016/04/08 18.0L 100 %

Detergent 2016/03/09 .0 100 %

The capacity of the waste
container is entered here.
(Refer to p. 8-4)

CBC lyse 00000001 | 2016/03/09 250 mL

DIFF lyse 0 01 | 2016/03/09 100 %

[Manual Entry]: Touch to enter the reagent code manually when set or replacing
reagents. (Refer to p. 8-4)

[Replace]: Touch to enter the new reagent when replacing reagents. (Refer to p.
8-5)
[Refill]: Touch to refill the reagent being used. (Refer to p. 8-7)

MEK-9100 Operator’s Manual 8-3
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8. Reagent Management

Registering Reagents

83p.d. 6 poz.

=:Reagents .
Replace

Al Reagent Lot

Diluent

Detergent

CBC lyse

DIFF lyse

@z Reagents
Replace

Al Reagent

Diluent

Detergent

CBC lyse 00000001

DIFF lyse

& Administrator

Expiration

Administrator

Expiration

2016/04/08

2016/03/09

2016/03/09

™| UM: Self Check Ny

Remaining

omL

illj f_“j Measurement Un|

Volume Remaining

100 %

250 mL

250 mL 100 %

The information of the scanned reagent

Set the reagents and the capacity of the waste container at the initial startup.

Do not set the reagent information for the CLEANAC+810 (MK-810W)
detergent because it is a single-use product.

Open the Replace window and scan the barcode of the reagent with the

barcode reader.

If there is more than one reagent to set, scan them in sequentially.

The information of the scanned reagent is set and displayed on the window.

Manual Registration

Do the procedure below to enter reagent codes without using the barcode
reader.
1) Touch [Manual Entry]. The Enter Reagent Code window opens.

2) Enter the reagent code and touch [OK].

Enter Reagent Code

appears.
EneAHCIES s Administrator
Replace " keyboard and enter
All Reagent Lot Expiration the capacity
Diluent 00085001 | 2016/04/08
Manual Entry Replace
8-4 MEK-9100 Operator’s Manual
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