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Anexa 8 la Formularul Specificatii tehnice

Lot nr. 8 Analizator hematologic automat (5 diff)

Specificarea tehnica deplina solicitata de catre autoritatea contractanta

Specificatia tehnica ofertata, model H60 (EDAN INSTRUMENTS,
INC., China)

Analizator hematologic, automat (5 diff)
Descriere: Analizator hematologic automat (5 diff) destinat analizei
componentei sanguine.
Parametru Specificatia

optica (5 diff)

Procedura de curatire automata
Parametri determinati si calculati:
WBC

RBC

Hgb

Hct

MCV

MCH

MCHC

PLT

LYM #

MON#

NEU#

BAS#

EOS#

LYM%

MON%

NEU%

BAS%

EOS%

RDW

PDW

MPV

PCT

Capacitate (probe/ord) > 60

Analizator hematologic, automat (5 diff),
Descriere Analizator hematologic automat (5 diff) destinat analizei
componentei sanguine

Parametru Specificatia

optica (5 diff)

Procedura de curatire automata
Parametri determinati si calculati:

WBC

RBC

Hgb

Hct

MCV

MCH

MCHC

PLT

LYM #

LYM%

MON#

MON%

NEU#

NEU%

BAS#

BAS%

EOS#

EOS%

RDW-CV

RDW-SD

PDW

MPV

PCT — (H60 Hematology Analyzer, Specification, pag 1)




Diluarea automata

Afisaj graphic, ecran tactil color

Imprimanta color

Introducerea datelor manual

Interfata PC obligatoriu

Afisarea histogramelor obligatoriu

Stocarea datelor obligatoriu

Calibrarea automata manuala

Grafice RBC (repartizarea eritrocitelor dupa volum)

PLT (repartizarea trombocitelor dupa volum)

Scatergrame WBC - 5 diff

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

Monitorizarea datelor pacientului: nume pacient, ID pacient, seX, varsta
Monitorizarea reactivelor

-numarul lotului

-data expirarii

-volumul ramas

Afisarea rezultatelor pe imprimanta

Parametri determinati si calculati

histograme pe parametrii de bazd- RBC, WBC, PLT

date despre pacient

Indicatori de avertizare obligatoriu

Control al calitatii > 3 nivele

Construirea tabelelor si graficelor Levey-Janings

Memorie internd > 1000 pacienti

Alimentarea 220 V, 50 Hz

Accesorii

Vas pentru deseuri

tuburi pentru reagenti

tuburi pentru spélare

Limba de comunicare rom/rus

Reagenti : Sa fie inclus toti reagentii necesari cat si alte accesorii, piese
necesare pentru efectuarea analizelor si buna functionare > 50 analize (pentru
testare/insturire)

Sa fie incluse eprubete 2,5 ml cu anticoagulant, pentru colectarea sangelui

Capacitate (probe/ord) — 60 probe/ora, (H60 Hematology Analyzer,
Specification, pag 1)

Diluarea automata - DA

Afigaj graphic, ecran tactil color — 12inch color touch screen, (H60
Hematology Analyzer, Specification, pag 3)

Imprimanta — da.

Introducerea datelor manual

Interfata PC da

Afisarea histogramelor da, 3 histograms for WBC, RBC and PLT (H60
Hematology Analyzer, Specification, pag 1).

Stocarea datelor — DA, 100,000 results (H60 Hematology Analyzer,
Specification, pag 1).

Calibrarea automata, Manual - da — (Pykosoocmeo nonwzosamens
eemamoinozuyeckoeo anarusamopa cepuu H60, I'nasa 9)

Grafice RBC (repartizarea eritrocitelor dupa volum)

PLT (repartizarea trombocitelor dupa volum)

Scatergrame WBC 2 scattergrams for DIFF and BASO (H60 Hematology
Analyzer, Specification, pag 1).

Afigarea pe ecran a tuturor datelor- histograme, rezultate, rezultate din
arhiva, date de servis — DA (Pyxosodcmeo nonvzoeameins
2cemamonoauyeckozo anaruzamopa cepuu H60, cap.2.7.1)

Monitorizarea datelor pacientului: nume pacient, ID pacient, sex, varsta

(Pykoeodcmeo noJjavzoeameiist cemamaosiocuiecKozo anaiuzamopa cepuu
H60, pag.88-89)

Monitorizarea reactivelor

-numarul lotului

-data expirarii

-volumul ramas — DA (Pyxo600cmeo noib3oeameinst 2eMamoio2uiecKo2o
ananuzamopa cepuu H60, pag. 155)

Afisarea rezultatelor pe imprimantd Parametri determinati si calculati




integru, compatibile cu analizorul oferit > 50 eprubete (pentru testare/instruire).

Note:

Oferta de pret trebuie sa includa reactivii necesari pentru testele indicate,
solutiile QC si calibrare.

Cantitatea solutiilor propuse trebuie sa asigure efectuarea procedurilor de
control al calitatii si calibrare, ori de cate ori este necesar.

Furnizorul va asigura:

Transmiterea catre spital documentatia completa privind conectarea
analizatorului la sistemul informatic (H3 STA AMS/AMP) si sa asigure
suportul tehnic necesar echipei desemnate de spital sau firmei de software care
realizeaza efectiv conectarea.

Instruirea personalului.

Mentenanta preventiva si corectiva gratuitd pe o perioada contractului cadru
atat pentru analizator cat si pentru dispozitivele auxiliare livrate (ex.
Calculator, UPS,

sistem filtrare).

Seturile de mentenanta si piesele de schimb gratuite pe o perioada contractului
atat pentru analizator cat si pentru dispozitivele auxiliare livrate (ex.
Calculator, UPS, sistem filtrare apa).

Toate consumabilele necesare gratuite pe o perioada contractului atat pentru
analizator cat si pentru dispozitivele auxiliare livrate (ex. Calculator, UPS,
sistem

filtrare apd), daca acestea nu au fost incluse in oferta initiala.

Timpul de interventie in caz de defect: maxim 24 ore de la solicitarea
telefonica.

Pret pentru reactivi nemodificat pentru toata perioada contractului.

Perioada de valabilitate pentru reagentii livrati: La momentul livrarii: Minim 6
luni,

dar nu mai putin de 80% din termenul total de valabilitate.

Sa se indice timpul de stabilitate a reactivilor dupa deschidere.

Operatorul Economic va include in pretul dispozitivului medical si preturile
pentru fiecare test considerand:

Efectuarea controlului calitatii pentru fiecare test in fiecare zi lucritoare.
Efectuarea calibrarii ori de cate ori va fi necesar (in baza rezultatului
controlului calitatii).

Toate piesele si kiturile de mentenantd necesare bunei functiondrii pe intreaga

histograme pe parametrii de baza- RBC, WBC, PLT date despre pacient —
DA (Pyxo60o0cmeo nonb3zoeamerst 2eMamoio2uiecko20 anaiu3amopa
cepuu H60, I'nasa 10 Ileuams, pag. 151-154)

Indicatori de avertizare da (Pykosoocmeo noivzosameinst
eemamonozuyeckoeo anarusamopa cepuu H60, I'nasa 14)

Control al calitatii > 3 nivele — DA (Pykosoocmeo nonwzoeamenst
eemamonozuyeckoeo anaausamopa cepuu H60, I'nasa 8)

Construirea tabelelor si graficelor Levey-Janings — DA (Pykosoocmeo
nOb308amesl cemamoiocuyeckozo ananuzamopa cepuu H60, I'nasa 8)

Memorie interna 100000 pacienti (H60 Hematology Analyzer,
Specification, pag 1)

Alimentarea 100-240 V, 50-60 Hz - PykoBOACTBO MOJIb30BATEIS
reMaToJIornyeckoro aHaimsaropa cepuu H60, pag 186

Accesorii:
Vas pentru deseuri, 20l, tuburi pentru reagenti, tuburi pentru spalare —da -

PyKOGO@CWl@O noJjb3068ameisl cemantoniocudecKkoco anaaiuzamopa cepuu
H60, pag. 26.

Limba de comunicare rus - Pykosodcmeo noavzosamens
eemamornozuyeckoeo anarusamopa cepuu H60, pag. 57.

Reagenti: vor fi inclusi toti reagentii necesari cat si alte accesorii, piese
necesare pentru efectuarea analizelor si buna functionare > 50 analize
(pentru testare/insturire);

Oferta include eprubete 2,5 ml cu anticoagulant, pentru colectarea
sangelui integru, compatibile cu analizorul oferit > 50 eprubete (pentru
testare / instruire).

Note:

Oferta de pret include reactivii necesari pentru testele indicate, solutiile
QC si calibrare.

Cantitatea solutiilor propuse va asigura efectuarea procedurilor de control
al calitdtii si calibrare, ori de cate ori este necesar.




perioada a contractului.

Sistemul de filtrare (statie purificare apa) si toate filtrele necesare pentru
functionarea statiei de purificare al apei pe toata perioada contractului.

UPS (Sursa neintreruptibila de alimentare) si costurile acumulatoarelor
necesare pe toata perioada contractului.

Calculator (PC), monitor, tastatura, mouse cu garantie deplina si inlocuire in
caz de defectare.

Toate consumabilele, inclusiv: solutii de spalare, solutii de buffer,
electrozi/modul ISE, cuve/rotor pentru reactie, lampi si tot spectrul de
consumabile necesare bunei functionari pentru efectuarea tuturor testelor
solicitate de IMSP.

Remarca pentru cerintele: ,,Calculator (PC), monitor extern, tastaturad si mouse,
sistem de filtrare a apei.” In cazul analizatoarelor care dispun de interfata
integrata cu ecran tactil color complet functional, care utilizeaza reactivi
speciali (ex. Solutie salind proprietard) si care nu necesitd alimentare cu apa
sau filtrare externa, aceasta cerinte se considera neaplicabile.

Respectiv, se vor lua in calculul toate cheltuielile care ar putea aparea in
intreaga perioada contractului.

GBG-MLDI va asigura:

Transmiterea catre spital documentatia completa privind conectarea
analizatorului la sistemul informatic (H3 STA AMS/AMP) si va asigura
suportul tehnic necesar echipei desemnate de spital sau firmei de software
care realizeaza efectiv conectarea.

Instruirea personalului.

Mentenanta preventiva si corectiva gratuitd pe o perioada contractului
cadru atat pentru analizator cat si pentru dispozitivele auxiliare livrate (ex.
Calculator, UPS, sistem filtrare).

Seturile de mentenanta si piesele de schimb gratuite pe o perioada
contractului atat pentru analizator cat si pentru dispozitivele auxiliare
livrate (ex. Calculator, UPS, sistem filtrare apd).

Toate consumabilele necesare gratuite pe o perioada contractului atat
pentru analizator cat si pentru dispozitivele auxiliare livrate (UPS).
Timpul de interventie in caz de defect: maxim 24 ore de la solicitarea
telefonica.

Pret pentru reactivi ramane nemodificat pentru toatd perioada contractului.
Perioada de valabilitate pentru reagentii livrati: La momentul livrarii:
Minim 6 luni, dar nu mai putin de 80% din termenul total de valabilitate.
Timpul de stabilitate a reactivilor dupa deschidere — 90 zile.

Oferta include in pretul dispozitivului medical si preturile pentru fiecare
test considerand:

Efectuarea controlului calitatii pentru fiecare test in fiecare zi lucratoare.
Efectuarea calibrarii ori de cate ori va fi necesar (in baza rezultatului
controlului calitatii.

Toate piesele si kiturile de mentenantd necesare bunei functionarii pe
intreaga perioada a contractului.

UPS (Sursa neintreruptibila de alimentare) si costurile acumulatoarelor
necesare pe toata perioada contractului.

Toate consumabilele, inclusiv: solutii de spalare, tot spectrul de
consumabile necesare bunei functionari pentru efectuarea tuturor testelor
solicitate de IMSP.

Remarca pentru cerintele: ,,Calculator (PC), monitor extern, tastatura si
mouse, sistem de filtrare a apei.” In cazul analizatoarelor care dispun de
interfatd integrata cu ecran tactil color complet functional, care utilizeaza
reactivi speciali (ex. Solutie salind proprietard) si care nu necesita




alimentare cu apa sau filtrare externd, aceasta cerinte se considera
neaplicabile.

Respectiv, se vor lua in calculul toate cheltuielile ce tine de
functionalitatea dispozitivului care ar putea aparea in intreaga perioada
contractului.




P}r‘KOBO,ﬂ,CTBO nonb3oBaTenisa reMmaToNorM4ecKoro aHanm3atTopa cepmm

[naBa 8 KoHTponb kayecTBa (KK)

TecTbl KOHTpons kavectBa (KK) MoryT rapaHTupoBaTb HOpManbHyto paboTy
CUCTEMBI U HAAEXKHOCTb pe3ynbTaToB Tecta. TecTbl KK He06xogMMo BbINONHATL B
cnepyroLWmnx CMTyaLmsx:

® [Ipy nepBoM KUCNO/b30BaHUMN CUCTEMDI.

® B Hayvane exxeiHeBHOWN paboTbl NOCNe BKAOYEHMSA aHanM3aTopa.

® Ecnun TpebyeTcs npoBepuTh paboTy HOBbLIX peareHToB.

® Tpebyetcs npoBepuTb paboTy cuctemsl.

L Pe3yn bTaTbl TECTA Bbi3biBAKOT COMHEHWS.

MPUMEYAHU

o &

npaBna TeXHUKKW 6e3onacHocTK 4 ncnon bByI:'ITe cpencrtea

Mpu pabote ¢ npobammu Buonornyeckmx matepuanos cobniopanTte

UHOVBMAYANBHON 3alMTbl (Hanpumep, 3allMTHbLIN XanaT, Pe3vHOBble

o &

6b1n NnpoTecTUpoOBaHbl KU MNOKa3aau OTpMLI,aTeﬂbelﬁ pesynbrat Ha

KoHTponu mn kanubpatopbl, npegoctaBaseMble KOMMNaHWewn

Hanuune cneayloWmx Ceponormyecknx WUHAUKATOPOB WHQEKLMOHHbIX
3aboneBanuii: HBsAg, aHTutena k BWUY 1/BMUY 2, aHTuTena K Bupycy

C, 0AHaKO PUCK MOTEHUMANbHOIO MHDULMPOBAHUA HEe MOXET
6bITb MCKOYEeH NonHoCTb. Onepatopam cnefyet obpawaTbCs C HUMU
TaK Xe, Kak ¢ npobamu KpoBK, NpuHMUMas Mepbl 6e3onacHoOCTU Npu paboTe
C HUMK (Hanpumep, NCNONb30BaTh 3aLYMTHBIN XanaT, NepyaTku 1

YTUNN3KMpPOBaTh UX COrMTacHO MeCTHbIM 3aKOHaM 1 npasunnam.




PYKOBOLI,CTBO nonb3oBaTenisa reMmaToNorM4ecKoro aHanm3atTopa cepmm

8.1 KK

8.1.1 Hactponka KK L J

Ha 3kpaHe HacTpouku KK oTobpaxaetcs cnucok daiinos KK gns ynpoueHus
ynpaBneHus gaHHbiMu KK. Ha 3ToM 3KpaHe MOXHO 106aBnsiTh (C NOMOLLbIO PYy4HOTO
BBOAA WV UMNOpPTa), pefaKTUpoBaTh, yAanaTbh 1 akcnopTuposatb annbl KK un
COOTBETCTBYIOLME pe3ynbTaTbl U3MEPEHUI, eCNN OHN eCTb. Kpome Toro, MoXHO
NPOCMOTPETb CMNCOK W rpaduKn pe3ynbTaToB KOHKpeTHoro usmepenus KK.
CBefleHNs 0 KOHKPETHbIX NpoLeaypax A5 KXKA0N onepaLun CM. HUXe.

KK>KK J>Hactpouka KK gnsa nepexopga K OKHy,

NnoKasaHHOMY Ha 3KpaHe 8

HacTpoiika KK

T™n Maprua N2 YpoBeHb [ata neted. PesynbTarthl

1 Neitk ES171-02 BbicoKuia 2022-10-31 8
2 TTeHK E5171-03 HusKnit 2023-09-30 2

3 Neiik 123 BblcoKkuiA 2022-07-31 1

[] Beiépatb Bce 4 4 11 [

Lo6 PegaktupoBath Yaan. Crmcok KK Ipadmk KK

admin 27.3c B B M Ep 2021;_:;;‘42

8 1. Hactpoiika KK
8.1.1.1 lo6aeneHue dainnos KK
Mepepn aHaNU30M HOBbLIX NAPTUI KOHTPONEen Heobxognumo Ao6aBUTb HOBLIN Baiin
KK gns kaxgov napTum KOHTPoen.

MNepenante K 3KpaHy Hactpowka KK fo6aBuThb



PYKOBOJJ,CTBO nonb3oBaTenisa reMmaToNorM4ecKoro aHanm3atTopa cepmm

* Wudopmauun o daiine

Daiin N2 4 = Maprua N2: Pesxcum: CBC+DIFF ¥

YpoBeHb: BbicOKHA v Daracpoka gercTs.: Tun: ek, -

* Llenb/orpaxHuueHne

Napam. #ﬂm Npegen (#) Napam. &m‘zﬂl‘m Npegen (#) Mapam. ﬁﬂiﬁ{ﬁ Mpegnen (#)
WBC RBC PLT
NEU# HGB MPV
NEU% HCT PDW
LYMi# MCV PCT
LYM% MCH P_LCR
MON# MCHC PLLEE
MON% RDW_CV

EQS# RDW_SD
EOS%
BAS#
BAS%

Wmnopt CoxpaHuTh

admin 27c B @ M W 1003

8 2. lobaeneHue dpanna KK

Mpu Hanuuum cooTBeTCTBYOWUX PannoB KK MOXHO BHM3Y HaxaTb

4TOObI HaNpsMyt MMNOPTUPOBaTL 3TN hannbl KK; B NpOTMBHOM cily4ae MOXHO

BPY4HYO BBECTU MH(DOPMALMIO O KOHTPONSAX, B T. 4. HoMep napTum KK, yposeHb,

[aTy UCTeYEHMA CPOKa [EeNCTBUS, LieNieBOe 3HaYeHune, npeaen n

B KoHUe HaxxmnTe CoxpaHUTb Ans ycrnewHoro gobasneHus Hoeoro danna KK.
¢ [lopspok umnopra daunnos KK:

BctaBbTe USB HakonuTenb, cogepxalnii pannsl KK, B nopt USB aHanusaTtopa.

MPUMEYAHUE.
® dainbl KK pomkHbl pacrnonaratbCsi B KaTtan «H60/qcimport»
USB

Mepengute Kk 3KkpaHy HacTtpouka KK, HaxmuTte [obaButb > WUmnopt

Bblibepute danin KK, koTopbiii Heobxogumo [o06aBMTb, KaK MOKa3aHO Ha

8



H 60 Hematology Analyzer

Specification

Dell labl It
Parameters d = L
25 reportable parameters: WBC, Lym%, Mon%, Neu%, Bas%, Eos%, Lym#, Mon#, Neu#, Eos#, Bas#, RBC, HGB Wlt I ' |aXI I I l u I I | u tl I I | e
HCT, MCV, MCH, MCHC, RDW-CV, RDW-SD, PLT, MPV, PDW, PCT, P-LCR, P-LCC.

8 research parameters include LIC%, LIC#, ALY%, ALY#, NRBC%, NRBC#, NLR,PLR
3 histograms for WBC, RBC and PLT

2 scattergrams for DIFF and BASO
Performance  Parameter Linearity Range Precision (CV % )

WBG (109/L) 0.0-500 <3.0% (3.50-7.00)
<2.5% (7.01-15.00) Hematology Analyzer

RBC (10%2/L) 0.0-8.5 <1.5% (3.5-6.5)

HGB (g/L) 0-250 <1.5% (100-180)

PLT (109/L) 0-4000 <5.0% (100-500)

MGV (fL) <1.0% (70-120)

Principles
Semiconductor laser flow cytometry analysis for WBC, DIFF and BASO counting
Electrical impedance method for RBC, PLT counting

Cyanide-free reagent for HGB with colorimetric method

Throughput
Sample Volume 60 samples per hour
Whole blood mode 16 pL
Capillary whole blood mode 16 pL IRTSHEES
Szt rede 20 L 12 inch colorful touch screen

Control and Calibrator

Reagent

HDBOO Diluent 20L ED-60D, ED-CAL PLUS

HL600 Lyse 500mL/1L Data Storage Capacity

HC310 Cleaner 50mL 100, 000 results including results and histograms
Operating Environment 60 QC files (100 data per file)

Temperature: 15°C~32°C; Dimension and Weight

Humidity: 30% RH~85% RH; 501(D)x320(W)x502.5(H)

Air pressure: 70 kPa~106 kPa Weight: 29.3kg

About Edan

Edan is a healthcare company dedicated to improving the human condition around the world by
delivering value-driven, innovative and high-quality medical products and services. For over 20 years,
Edan has been pioneering a comprehensive line of medical solutions that address a broad range of
healthcare practices including:

* Diagnostic ECG * Ultrasound Imaging * /n-Vitro Diagnostics
* Patient Monitoring * Point-of-Care Testing * Veterinary
*OB/GYN

Healthcare professionals around the world depend on Edan's breakthrough medical technologies
and outstanding customer support.

Global Headquarters:
” Edan Instruments, Inc. | 15 Jinhui Road, Pingshan District, Shenzhen,

518122 P.R. China | +86.755.26898326 | www.edan.com | info@edan.com

U.S. and Canada inquiries: c €

EDAN EDAN Diagnostics, Inc. | 9918 Via Pasar, San Diego, CA 92126 EDAN
+1.858.750.3066 | www.edandiagnostics.com | edan-info@edandiagnostics.com ENG-IVD-H60-V1.4-20230424

A world of potential

© Edan Instruments, Inc. All rights reserved. Features and specifications are subject to change without prior notice.

No reproduction, copy or transmission may be made without written permission. A WOr | d Of pote ntlal

Not all products or features are available in all countries, contact Edan for local availability.
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ELEGANT DESIGN
AS USUAL

At Edan, we are a new player in the IVD field, while we are well known around the Power button RFID recognition

world for the excellence of our medical products. We are a successor in hematology, ' |
whereas we are not a follower. We are, as USUAL, to provide professional service
and trustable performance to reshape your experience.

We are on a journey to understand your needs, solve your challenges and provide a
better solution. Our fundamental goal is to make sure our products truly meet your

needs without generating an extra burden. And this is about design. —

A good design includes everything, which influences the entire user experience. Our USER

answer is Elegant Design as USUAL. S=='dn wiijuser-oriented

Within our Elegant Design concept, we are emphasizing five tenets to enhance your S PAC E 12 degree angle
experience. Design to suit your surroundings

OUTLINE

Design to simplify your operation

SERIAL o

Different model tailored to your needs

USER | SPACE | OUTLINE | SERIAL | LIFESPAN IIDZSIig!nzfoErIoSngEcéche 3



H60 SERIES:
BRIGHTEN YOUR HEMATOLOGY
LIGHTEN YOUR WORK

People who work in the laboratory deserve great respect and attention. It’s a challenging
job with a high workload and fast response. Every day, with patients and physicians
counting on you, you have no space for error and hardly have time to breathe, so you have
to be focused at all times. Having the right instrument is the ultimate solution.

We invent the requirements and explore the pain points to develop a new concept in
hematology. The hematology approach has been in the market for decades, but many
challenges haven’t been tackled. Adapted to the fundamental but significant appeal
points, the Edan H60 series can well suit your needs.

The Edan H60 series are positioned in low to moderate volume laboratories, committed to
lightening your work with an enjoyable experience. Equipped with an integrated, intuitive
operation system, it brings a reliable system with clinical values and effective cost control.
The Edan H60 series is tailored to you.

FREE YOU WITH MAXIMUM UPTIME

DETAILS THAT
LIGHTEN YOUR WORK

12-inch
colorful touch screen

Reagent management
via RFID card

secure your reagent
business

Two routine reagents
to support test

16 microliter of
sample aspiration
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INTUITIVE SYSTEM THAT
SIMPLIFIES YOUR HANDLING

Short Cut Menu Bar

Function access within 2 steps

Menu

Status Bar

Reference range bar indication

i.4.4.0.1

I TREELE

Analysis recording via cycle
counter for easy cycle summary
and maintenance monitor

The system that stands out

The H60S features a whole set of user-oriented functions that are hard to find elsewhere. Its
android-based system has a similar experience as a smartphone — pleasure-to-operate and
easy-to-use. You can get to any functionality within two steps. The 12-inch colorful touch screen
makes working with H60S and viewing its results exceptionally straightforward.

Outstanding graphic interface

The user interface is undoubtedly the most visible and best-appreciated feature of the H60 series.
Different set-up views, each optimized for various user situations, facilitate routine use. The most
common include a sample view showing classic graphs and all parameters within one page. The
other sample view features the most practical reference bar display that indicates the results' status.
The comprehensive information on the short-cut menu bar and status bar give you fast access to
any primary function.

Communicate and print like never before

An integrated workstation with the HIS and LIS connections further streamlines analysis and
reporting. Standardized HL7 protocol and storage capacity extends up to 100,000 easily accessible
sample files. The print function has the most flexible options that allow you to print individual sample
results and control tests, L-J graphs, or QC lists with any parameters selection.

SENSITIVE FLAGGINGS THAT
ASSIST YOUR INSIGHTS

NRBC

NRBC PRESENCE FLAGGING

REMIND TO CORRECT WHITE ALY

BLOOD CELL COUNTS BY O NRBC
SMEAR

ABNORMAL LYMPHOCYTE
FLAGGING

SUSPICOUS OF VARIANT
LYMPHOCYTES AND MALIG-
NANT LYMPHOCYTES

EOSINOPHILIA

HIGH SPECIFICITY ON

EOSINOPHIL O
GREAT DIFFERENATION ON IG

EOSINOPHILIA SAMPLES IG PRECENSE FLAGGING

ASSEMENT OF SEPSIS
AND INFLAMMATION

COMPRISED OF METAMYELO-

CYTES, MYELOCYTES &
PROMYELOCYTES

DIFF

10 DIFF PARAMETERS

HIGH CLUSTERING
OF 5-DIFF

TWO 2D SCATTERGRAMS
HIGH SENSITIVITY FLAGGING
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Hematology Calibrator User Manual
[Product Name]
Hematology Calibrator
[Model]
ED-CAL PLUS

[Volume]
3mL/tube

[Indications for Use/Intended Use]

Hematology Calibrator is intended for the calibration of EDAN Hematology Analyzer to
maintain the analyzer’ s analytical performance. Itis only operated by trained medical
personnel or health care professionals.

[Sample type]

Whole blood sample

[Principle]

Hematology Analyzer requires periodic calibration in order to ensure the patient test results
are accurate and valid. The Hematology Calibrator is a stable, whole blood preparation that
can be used to calibrate the targeted hematology analyzer.

Calibrator values for Hematology Calibrator are derived from replicate tests on instruments
operated in accordance with the manufacturer’ sinstructions.

NOTE:Please refer to Targets Ranges Table for calibrator values.

[Components]

Hematology Calibratoris an IVD (in vitro diagnostic) reagent composed of human erythrocytes,
mammalian leukocytes and mammalian platelets suspended in a plasma-like fluid with
preservatives.

NOTE: Hematology Calibrator is intended for in vitro diagnostic use only by trained
professional.

[Transportation, Storage and Shelf Life]

Transportation, Storage Condition: The Hematology Calibrator should be stored at 2°C~8°C
(35~46 °F) to avoid overheating and freezing.

Shelf Life: The Hematology Calibrator with sealed package is valid before the expiration date.
While it is only valid for 7 days once opened under the precondition that it is handled properly.
If the customer needs to repack the goods after receiving the goods, be careful not to contact
the ice bag directly with the product, and it needs to be separated by foam.

[Warnings and Precautions]

The Hematology Calibrator provided by Edan has been tested negative in the following
serological infectious disease indicators, including HBsAg, HIV-1/HIV-2 antibodies, HCV
antibodies, but it cannot rule out the risk of potential infection. The operators should treat
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them as blood samples, taking safety measures (such as wearing protective coat, gloves, etc.)
when working with them and deal with them according to local laws and regulations.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or the
patient is established.

[Indications of Deterioration]

After mixing, product should be similar in appearance to fresh whole blood. If the supernatant
appears cloudy and reddish in unmixed tubes, this is normal and doesn’ t indicate
deterioration. While other discoloration such as very dark red supernatant, or unacceptable
test results may indicate deterioration of the product. Don’ t use the product if deterioration
is suspected or identified.

[Materials List]

EDAN

Hematology Calibrator User Manual

Device/Accessories Type Manufacturer

Hematology Analyzer | H30/H30 Pro/H60/H60S CRP & SAA | Edan Instruments,
/H80/H50 series Hematology Analyzer Inc.

Hematology Control | ED-30D, ED-60D, ED-50D Edan Instruments,
Inc.

Cleaner HC310, HC600, HC500 Edan Instruments,
Inc.

Lyse HL310, HL600, HL500,HL610,HL620 Edan Instruments,
Inc.

Diluent HD310, HD600, HD500 Edan Instruments,
Inc.

[Instructions for Use]
A. Mixing and Handling Instructions:
1) Take the tubes from refrigerator and equilibrate it at room temperature (15°C~32°C or
59°F~89.6 °F) for 15 minutes prior to mixing.
2) Hold a tube/vial between the palms of the hands for mixing. Don’ t mix the product with
a mechanical mixer.
a) Roll the tube back and forth for 20-30 seconds and occasionally invert the tube/vial.
Mix it thoroughly but do not shake.
b) Continue to mix in this manner until the red cells are completely suspended. Tubes
stored for a long time may require extra mixing.
c)  Gently invert the tube/vial 8-10 times immediately before running each sample.
3) Carefully wipe the cap of the tube with a lint-free tissue and replace the cap.
4)  Return tubes to refrigerator within 30 minutes of use.
B. Conduct calibration test:
Analyze the sample as instructed in the Calibration section of the Operator's Manual for
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your instrument.
NOTE:
v' If the room temperature changes more than 10°C during the working day, the instrument
must be calibrated.

v' 3-12 samples are required to be tested for calibration.
C. Calibrate Coefficients and Verify Results:
1) Calibrate coefficients in accordance with the procedures described in the Hematology

Analyzer User Manual.
2)  Verify calibration test results by running QC test.

[Metrological Traceability information]

Parameters Reference Materials/ Reference Measurement Procedure
WBC. RBC ICSH: Reference method for the enumeration of erythrocytes and
leucocytes
HGB ICSH: Reference method for haemoglobinometry in human blood
HCT ICSH: Reference method for hematocrit
PLT ICSH: Reference method for platelet counting
[Precision]
Parameters WBC RBC HGB MCV PLT
Calibrator 2.5% 1.5% 1.5% 1.0% 5.0%
[Limitations]

The performance of Hematology Calibratoris only assured only if it is properly stored and used
in accordance with the requirements specified in this manual.
[Manufacturer Information]
EDAN Instruments, Inc..
#15 Jinhui Road,Jinsha Community, Kengzi Sub-District, Pingshan District,518122 Shenzhen,
P.R. China.
Email:info@edan.com
TEL: +86-755-2689 8326 Fax: +86-755-2689 8330 Website: www.edan.com
[EC Representative]
Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, D-20537 Hamburg Germany
Telephone: +49-40-2513175 Fax: +49-40-255726 E-mail: shholding@hotmail.com
[Date of Approval for Package Inserts]
June, 2023
[Labeling and Information]

Symbol | Symbol Meaning Symbol | Symbol Meaning
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In vitro diagnostic device Use-by date
[1i] Consultinstructions for use Temperature limit
Batch code Manufacturer

eoan | Trademark Biological risks

Authorized representative in the

. w | CEMark
European Community
Caution
[“‘-_‘FJ Date of manufacture Not for self-testing
@ Not for near patient testing Unique device identifier

Contains biological material of
human origin

SHENCIESPA LN Bl

Contains biological material of
animal origin

[References]

WBC/RBC: Reference method for the enumeration of erythrocytes and leucocytes, ICSH Expert
Panel on Cytometry, Clin Lab Haematol. 1994; 16, 131-138. Countson 1:500 dilutions performed
on SCC (Semi-automated Single Channel counter), a volumetric manometer semi-automated
electronic impedance cell counter.

HGB:Recommendation for reference method for haemoglobinometry in human blood (ICSH
standard 1995) and specification for international haemiglobincyanide standard(4th edition),
ICSH Expert Panel on Haemoglobinometry,J Clin Pathol 1996; 49:271-274. CLSI H15-A3:
Reference and selected procedures for the quantitative determination of hemoglobin in blood;
Approved Standard - Third edition (2000).

HCT: Recommendations for Reference Method for the Packed Cell Volume (ICSH Standard 2001),
ICSH Expert Panel on Cytometry, Clin Lab Hematol.2001; 7:148-170. CLSI H7-A3:Procedure for
determining Packed Cell Volume by the Microhematocrit Method; Approved Standard - Third
edition.

PLT:Platelet counting by the RBC / Platelet Ratio Method - A Reference method, ICSH Expert
Panel on Cytometry and ISLH Task Force on Platelet Counting, Am JClin Pathol 2001; 115,460-
464.

P/N:01.54. 457966
MPN:01.54.457966017
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HC600 Cleaner

[Product Name]

Cleaner
[Model]

HC600
[Specification]

50mL. 50mL*6
[Intended Use]

HC600 Cleaner applies to EDAN H30 Pro/DS500/H60/H30/H50/H60S CRP&SAA/H80 series Hematology
Analyzer. Itis used to clean the fluidic channels and tubing, and get rid of blood albumin and sediment. Itis only

operated by trained medical personnel or health care professionals.
[Important]

Please read this manual and the Hematology Analyzer Operation Manual before using HC600 Cleaner. If you

have any question and/or need assistance, please contact EDAN or the authorized local distributors.
[Principle]

HC600 Cleaner is alkaline solution with strong clean capacity. The hypochlorite in the Cleaner has the
capacity of oxidation and sterilization, the surfactant has the function of permeation, emulsification, dissolution
and washing. So HC600 Cleaner can clean the sampling system and tubes, and make the Analyzer keep in normal

condition. It is used for daily maintenance of the Analyzer.
[Active Ingredients]
Triton X-100 0.2%, NaClO 0.1%., H,0 99.7%.
[Storage and Transportation and Expiration]

HC600 Cleaner should be transported and stored at 2~35°C, the use temperature is 15~32°C and the relative
humidity should be less than 90% and avoid light. Under storage conditions, HC600 Cleaner will be effective in
one year. Once unsealed, it will keep stable for 90 days under the use conditions. It is recommended that the

transportation duration not exceed 30 days at -20~35°C.



c E HCB600 Cleaner User Manual EDAN

[Warnings and Precautions]

HC600 Cleaner is for in vitro diagnostic use only.

Use HC600 Cleaner before its expiration date as labeled on the package. Store HC600 Cleaner properly after
opening its package. Close the bottle tightly after every use, and keep itin cool and dry environments.

The transportation condition of the HC600 Cleaner is 2~35°C, and the relative humidity should be less than
90%.Avoid freezing during transport and storage. If HC600 Cleaner has been frozen, equilibrate it to room
temperature in natural condition and mix it by gentle inversion.

If the package has any damage, the product can be used. Do not use the product if the bottle has any
damage.

Do not inhale and/or ingest. Please wear protective equipment (such as rubber gloves, goggles) when using.
Avoid contacting with skin and eyes. In case of contacting with skin or eyes, rinse immediately with plenty of
water. Seek medical assistance immediately if necessary.

Dispose of the wastes generated during a test, remained and expired solutions, and contaminated packages
according to the local guidelines.

Any serious incident that has occurred in relation to the device shall be reported to the manufacturer and

the competent authority of the Member State in which the user and/or the patient is established.

[Indications of Deterioration]

After mixing, the reagent should bein a clear state. If there is a crystalline precipitate in unmixed tubes, this

is normal and doesn’ t indicate deterioration. While other sediments such as black or light yellow precipitates

appear which cannot be dissolved after mixing, or unacceptable test results may indicate deterioration of the

product. Don’ t use the product if deterioration is suspected or identified.

[Applicable Instruments]

Inc.

H30 Pro/DS500/H60/H30/H50/H60S CRP&SAA/HB0 series Hematology Analyzer made by EDAN Instruments,

[Instructions for Use]

Use H30 Pro/ H60/H60S CRP&SAA/H80 series Hematology Analyzer:

1) Press Cleaner Maintenance. According to the guidance, open HC600 cleaner, put it under the
sample probe (for the automatic machine, 3mL HC600 Cleaner should be added into disposable plastic
test tube(¢$12*75). Put the tube into closed injection position and close the injection bin) and press Start.
The sample probe starts to draw up the cleaner.

2) A progress bar of cleaner maintenance appears.

3) After the progress bar runs out, a prompt “Completed” will pop up. Press Exit.

Use DS-500 series Hematology Analyzer:
2.
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Put the sample probe into the bottle, and click “Cleaner soak” in the maintenance, then select
“Whole device cleanout liquid maintenance” and click “Start” . The apparatus will
automatically prime the Cleaner.
Use H30 / H50 series Hematology Analyzer:
1) HC600 Cleaner needs to be used to clean the counting baths when analyzer is in permanent
rejection for one measured parameter.
2) On the analyzer s main software screen, press “MENU” — “SERVICE” —
“TROUBLESHOOTING” — “BLEACH” to start the operation.
3) Open the door on the right side of the instrument.
4) Put 4ml of bleach in each counting chamber.

Please refer to the Analyzer operation manual for the details.
[Explanation of Test Results]
Not Applicable.

[Performance Index of the Cleaner]

Physical Characteristics Transparent solution without deposits, suspended matters or flocks.
pH +0.30 (25°C)

Blank Count WBC<0.2X10°/L,RBC<0.02X10%?/L,HGB<1g/L,PLT<5X10°L

ApH <0.60

[Limitations]

® HC600 Cleaner is only applied to routine maintenance of the supporting apparatus, and not to other

equipments.
[Reference]

NotApplicable.

ul

EDAN Instruments, Inc. Shanghai International Holding Corp.
#15 Jinhui Road,Jinsha Community, Kengzi GmbH Eiffestrasse 80, 20537 Hamburg
Sub-District, Pingshan District,518122 Germany

Shenzhen, P.R.China Telephone: +49-40-2513175

Tel:+86-755-26898326 Fax:+86-755-26898330 E-mail: shholding@hotmail.com
http://www.edan.com
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) EDAN

Email: info@edan.com

[Date of Approval for Manual]

June. 2023

[Labeling and Information]

Symbol

Symbol Meaning

Symbol

Symbol Meaning

IVD

In vitro diagnostic medical

device

Use-by Date

i

Consultinstructions for use

35°C
2°C

Temperature limit

LOT

Batch code

Manufacturer

EDAN

Trademark

Date of manufacture

EC | REP

Authorized representative in

the European Community

C€

The symbol indicates that
the device complies with the
European Council Directive
98/79/EC concerning medical

devices.

Rx Only

Caution: Federal (U.S.) Law
restricts this device to sale by

or on the order of a physician.

UDI

Unique device identifier

Not for self-testing

Not for near patient testing

P/N:01.54.458576
MPN: 01.54.458576018
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HD600 Diluent

[Product Name]

Diluent
[Model]

HD600
[Specification]

20L/Bottle
[Intended Use]

HD600 Diluent applies to EDAN H60/H60S CRP&SAA/H80/HI0 series Hematology Analyzer
for diluting the patient samples. It is only operated by trained medical personnel or health
care professionals.

[Important]

Please read this manual and the Hematology Analyzer Operation Manual before using
HD600 Diluent. If you have any question and/or need assistance, please contact EDAN or the
authorized local distributors.

[Principle]

HD600 Diluent is an electrolytic balance solution, which has an acid-base buffer effect,
appropriate ionic strength and conductivity. It can be used as diluents when counting and
sizing people blood cells, differentiating and counting leukocytes.

[Active Ingredients]

1) NaCl,0.2~2g/L;
2) Na:COs, 5~20g/L;
3) ProClin 300, 0.2~5g/L.

[Storage and Transportation and Expiration]

HD600 Diluent should be transported and stored at 2~35°C, the use temperature is
15~32°C and the relative humidity should be less than 90%. Under the storage conditions,
HD600 Diluent will be effective in two years. Once unsealed, it will keep stable for 90 days
under the use conditions. It is recommended that the transportation duration not exceed 30
days at -20~50°C.

[Warnings and Precautions]

® HD600 Diluent is for in vitro diagnostic use only.

® Use HD600 Diluent before its expiration date as labeled on the package. Store HD600
Diluent properly after opening its package. Close the bottle tightly after every use, and
keep itin cool and dry environments.

-1-
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The transportation condition of the HD600 Diluent is 2~35°C, and the relative humidity
should be less than 90%.Avoid freezing during transport and storage. If HD600 Diluent
has been frozen, equilibrate it to room temperature in natural condition and mix it by
gentle inversion.

If the package has any damage, the product can be used. Do not use the product if the
bottle has any damage.

Do not inhale and/or ingest. Please wear protective equipment (such as rubber gloves,
goggles) when using. Avoid contacting with skin and eyes. In case of contacting with skin
or eyes, rinse immediately with plenty of water. Seek medical assistance immediately if
necessary.

Dispose of the wastes generated during a test, remained and expired solutions, and
contaminated packages according to the local guidelines.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or
the patient is established.

[Indications of Deterioration]

After mixing, the reagent should be in a clear state. If there is a crystalline precipitate in
unmixed tubes, this is normal and doesn’ t indicate deterioration. While other
sediments such as black or light yellow precipitates appear which cannot be dissolved
after mixing, or unacceptable test results may indicate deterioration of the product.
Don’ tuse the product if deterioration is suspected or identified.

[Applicable Instruments]

Inc.

H60/H60S CRP&SAA/H80/HI0 series Hematology Analyzer made by EDAN Instruments,

[Examination procedure]

Open the package of HD600 Diluent, put the cap assembly of correspond apparatus into

the reagent bottle, screw up the cap, and click “Diluentlicon” inthe “Reagents” ,scan the
NFC card authorized by EDAN at specified location and click “Confirm” . The apparatus will
automatically prime the diluent. Before testing blood samples, make sure the background
value is in required scope. Please refer to the Analyzer operation manual for the details.

[Explanation of Test Results]

The measurement results will show the measurement values of carious blood cells.
If “1” or “l” appears, the resultis out of the normal reference range.
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[Performance Index of the Diluent]

Physical Characteristics
or flocks.

Transparent solution without deposits, suspended matters

Particles Counts

The counts of particles which volume is no less than 2.5fL
should be no more than 2.5X 10%/L.

Accuracy WBC | Relative deviation is within -5.0% ~ 5.0%
(compared with | RBC Relative deviation is within -3.0% ~ 3.0%
standard HGB | Relative deviation is within -3.5% ~ 3.5%
controls or PLT Relative deviation is within -8.0% ~ 8.0%
samples) MCV | Relative deviation is within -3.0% ~ 3.0%
pH £0.20 (25°C)
Conductivity (p) £50mS/m (25°C)
Osmotic Pressure (11) £10mmol/L (mOsm/kg)
ApH <0.40
Ap <100mS/m
ATt <20 mmol/L (mOsm/kg)

[Limitations]

® The product is only applied to additional test of people blood cells, not to body fluid or

other animal blood.

® Theproductisn’ tapplied to the testing of blood serum or blood plasma samples.

[Reference]

Not Applicable.

ol

[ s0 Jrer]

EDAN Instruments, Inc.

#15 Jinhui Road,Jinsha Community, Kengzi
Sub-District, Pingshan District,518122
Shenzhen, P.R.China

Tel:+86-755-26898326 Fax:+86-755-26898330
http://www.edan.com

Email: info@edan.com

Shanghai International Holding Corp.
GmbH Eiffestrasse 80, 20537 Hamburg
Germany

Telephone: +49-40-2513175

E-mail: shholding@hotmail.com
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[Date of Approval for Manual]

June. 2023

[Labeling and Information]

Symbol Symbol Meaning Symbol Symbol Meaning
In vitro diagnostic m
| > < Use-by Date
vD medical device i y
. Consultinstructions for Be .
1 Temperature limit
use 2C
LOT Batch code d Manufacturer
EDAN Trademark @ Date of manufacture
Authorized representative
EC | REP in the European CE MARK

Community

UDI

Unique device identifier

Not for self-testing

Not for near patient
testing

P/N: 01.54.458577
MPN: 01.54.458577017
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HL600 Lyse
[Product Name]

Lyse
[Model]

HL600
[Specification]

500mL. 1000mL. 500mL*4. 1000mL*4

[Intended Use]

HL600 Lyse applies to EDAN H60 series Hematology Analyzer for quantitatively
determining hemoglobin and for differentiating and counting leukocytes. It is only operated
by trained medical personnel or health care professionals.

[Important]

Please read this manual and the H60 Operation Manual before using HL600 Lyse. If you
have any question and/or need assistance, please contact EDAN or the authorized local
distributors.

[Principle]

HL600 Lyse mainly contains surfactant, it can quickly dissolve erythrocytes to release the
hemoglobin, and combine with the hemoglobin to become stable compound. The compound
is used to determine the concentration of hemoglobin. On the other hand, HL600 Lyse partly
dissolves the leukocytes and releases cytoplasm, so the Analyzer can achieve the
classification and quantity of the leukocytes based on the difference of size and inner
structure to the leukocytes.

[Active Ingredients]

1) Dodecyl trimethyl ammonium chloride, 1~5g/L,;
2) Sodium Chloride, 0.5~5g/L;

3) ProClin 300,1~3g/L.

[Storage and Transportation and Expiration]

HL600 Lyse should be transported and stored at 2~35°C, the use temperature is 15~32°C
and the relative humidity should be less than 90%. Under the storage conditions, HL600 Lyse
will be effective in two years. Once unsealed, it will keep stable for 90 days under the use
conditions. It is recommended that the transportation duration not exceed 30 days at -20~
50°C.

[Warnings and Precautions]
® HL600 Lyse is for in vitro diagnostic use only.
® Use HL600 Lyse before its expiration date as labeled on the package. Store HL600 Lyse
properly after opening its package. Close the bottle tightly after every use, and keep it in
-1-
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cool and dry environments.
® The transportation condition of the HL600 Lyse is 2~35°C, and the relative humidity

should be less than 90%.Avoid freezing during transport and storage. If HL600 Lyse has

been frozen, equilibrate it to room temperature in natural condition and mix it by gentle
inversion.

® |f the package has any damage, the product can be used. Do not use the product if the
bottle has any damage.

® Do not inhale and/or ingest. Please wear protective equipment (such as rubber gloves,
goggles) when using. Avoid contacting with skin and eyes. In case of contacting with skin
or eyes, rinse immediately with plenty of water. Seek medical assistance immediately if
necessary.

® Dispose of the wastes generated during a test, remained and expired solutions, and
contaminated packages according to the local guidelines.

® Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or
the patient is established.

[Indications of Deterioration]

After mixing, the reagent should be in a clear state. If there is a crystalline precipitate in
unmixed tubes, this is normal and doesn’ t indicate deterioration. While other sediments
such as black or light yellow precipitates appear which cannot be dissolved after mixing, or
unacceptable test results may indicate deterioration of the product. Don’ t use the product if
deterioration is suspected or identified.

[Applied Apparatus]

H60 Hematology Analyzer made by EDAN Instruments, Inc.
[Examination procedure]

Open the package of HL600 Lyse, put the cap assembly of correspond apparatus into the
bottle, screw up the cap, and click “Lyse Icon” in the “Reagents” , scan the NFC card
authorized by EDAN at specified location and click “Confirm” . The apparatus will
automatically prime HL600 Lyse when test blood samples. Please refer to the apparatus
operation manual for the details.

[Explanation of Test Results]

® The measurement results will show the measurement values of carious blood cells.
e If “17 or “l” appears,the resultis out of the normal reference range.
[Performance Index of the Lyse]

. L Transparent solution without deposits, suspended
Physical Characteristics

matters or flocks.
-2
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pH £0.20(25°C)
Absorption Wavelength | =10 nm
(Amax)
Blank Count WBC | <0.2X10%L
RBC <0.02X10%2/L
HGB | <l1g/L
PLT <5X10°%/L
Accuracy WBC | Relative deviation is within -5.0% ~ 5.0%
(compared with
standard controls | HGB | Relative deviation is within -3.5% ~ 3.5%
or samples)
ApH <1.0
AAmax <10nm

WBC Scatter Plot

For health people, the result of white blood cell scatter

plot should conform to:

a. With two or more white blood cell classification scater
groups;

b. Meet the shape and mark of the white blood cell
scatter group with the applied hematology analyzer.

[Limitations]

® HL600 Lyse is only applied to additional test of people blood cells, not to body fluid or

other animal blood.

® HL600Lyseisn’ tapplied to the testing of blood serum or blood plasma samples.

[Reference]
Not Applicable.
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Hematology
Control

[Product Name]
Hematology Control
[Model]
ED-60D Control L, ED-60D Control N, ED-60D Control H
[Volume]
3mL/tube

[Indications for Use/Intended Use]

ED-60D Hematology Control is designed to quantitatively monitor values on H60/H60S /H60S
CRP & SAA/H80 series Hematology Analyzer to ensure the analyzer’ s performance before
patient’ ssample tests. It is only operated by medical personnel or health care professionals.
[Sample type]

Whole blood sample

[Principle]

Itis an established laboratory practice to use a stable control to monitor the performance of
diagnostic tests. This control is prepared by some stable materials, which can be used to monitor
the performance of blood cell counters.

[Components]

ED-60D Hematology Control is an in vitro diagnostic reagent composed of mammalian
erythrocytes, leukocytes and platelets suspended in a plasma-like fluid with preservatives.
[Transportation, Storage and Shelf Life]

Transportation, Storage Condition: ED-60D Hematology Control should be stored at 2°C~8°C
(35~ 46 °F) to avoid overheating and freezing.

Shelf Life: ED-60D Hematology Control with sealed package under the storage condition is valid
in 90 days. Whileitis only valid for 14 days once opened under the precondition thatit is handled
properly.

If the customer needs to repack the goods after receiving the goods, be careful not to contact the
ice bag directly with the product, and it needs to be separated by foam.

[Warnings and Precautions]
The ED-60D Hematology Control provided by Edan has been tested negative in the following
serological infectious disease indicators, including HBsAg, HIV-1/HIV-2 antibodies, HCV
antibodies, but it cannot rule out the risk of potential infection. The operators should treat them
-1-
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as blood samples, taking safety measures (such as wearing protective coat, gloves, etc.) when
working with them and deal with them according to local laws and regulations.

Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or the
patient is established.

[Indications of Deterioration]

After mixing, product should be similar in appearance to fresh whole blood. If the supernatant
appears cloudy and reddish in unmixed tubes, this is normal and does not indicate deterioration.
While other discoloration such as very dark red supernatant, or unacceptable test results may
indicate deterioration of the product. Do not use the product if deterioration is suspected or
identified.

[Materials List]

Device/Accessories Type Manufacturer
Hematology Analyzer H60/H60S /H60S CRP &SAA/H80 | Edan Instruments, Inc.
series
Hematology Calibrator ED-CAL PLUS Edan Instruments, Inc.
Cleaner HC600 Edan Instruments, Inc.
Lyse HL600/HL610/HL620 Edan Instruments, Inc.
Diluent HD600 Edan Instruments, Inc.

[Examination procedure]

A. Mixing and Handling Instructions:
1)  Take the tubes/vials from refrigerator and equilibrate it at room temperature (15°C~ 32°C or
59°F ~89.6 °F) for 15 minutes prior to mixing.
2) Hold a tube/vial between the palms of the hands for mixing. Do not mix the product with a
mechanical mixer.
a) Roll the tube/vial back and forth for 20-30 seconds and occasionally invert the
tube/vial. Mix it thoroughly but do not shake.
b) Continue to mix in this manner until the red cells are completely suspended.
Tubes/vials stored for a long time may require extra mixing.
C) Gently invert the tube/vial 8-10 times immediately before running each sample.
3) Carefully wipe the cap of the tube/vial with a lint-free tissue and replace the cap.
4)  Return tubes/vials to refrigerator within 30 minutes of use.

B. Conduct QC test:
Analyze the sample as instructed in the Quality Control section of the Operator's Manual for
your instrument.
-D-
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[Explanation of Test Results]

The Hematology Control is designed to monitor the performance of Hematology Analyzer
before patient’ s sample tests. The QC test results should be within the target range listed on
the Target value table, otherwise the test results may be inaccurate.

[Performance of Characteristics]

Assigned values are presented as a Mean and Range. The Mean is derived from replicate tests on
analyzers operated in accordance with manufacturer’ sinstructions. The Range is an estimate
of variation between laboratories and takes into account inherent imprecision of the method
and expected biological variability of the control material.

Assay values on a new lot of control should be confirmed before the new lot is putinto routine
use. Before using hematology control of a new lot, please make sure the analyzer is in good
condition and QC test results are acceptable.

For greater control sensitivity, each laboratory should establish its own mean and acceptable
range and periodically reevaluate the mean. The laboratory range may include values outside of
the assay range. The user may establish assay values not listed on the Target value table, if the
control is suitable for the method.

[Metrological Traceability information]

Parameters Reference Materials/ Reference Measurement Procedure
WBC. RBC ICSH: Reference method for the enumeration of erythrocytes and
leucocytes
HGB ICSH: Reference method for haemoglobinometry in human blood
HCT ICSH: Reference method for hematocrit
PLT ICSH: Reference method for platelet counting
[Precision]
Parameters WBC RBC HGB MCV PLT
QC (High) 2.5% 1.5% 1.5% 1.0% 5.0%
QC (Normal) 2.5% 1.5% 1.5% 1.0% 5.0%
QC (Low) 5.0% 3.0% 3.0% 2.0% | 10.0%

[Limitations]
The performance of ED-60D Hematology Control is only assured only if it is properly stored and
used in accordance with the requirements specified in this manual.

d EC | REP
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EDAN Instruments, Inc. Shanghai International Holding Corp. GmbH
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http://www.edan.com
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PyxoBoacCTBO NONbL30BaTENA reMaToMorM4eckoro aHanmsatopa cepumn H60

NPUMEYHAHME.

® Bepcus Bbltycka (nporpaMmHoe obecneyeHue): V1.

2.7.1 OcHOBHOW 3KpaH

focne Bxopga B cMCTEMY OTKPbIBAETCA OCHOBHOMW 3KpaH, MOKa3aHHbIM Ha 3KpaHe 2-5.
Ha rnaBHOM 3KpaHe MOXHO HaXXMMaTb Pa3Hble KHOMKK ANA Nepexoia K pasfinyHbim
BAOXEHHbLIM  3KpaHaM W BLINONHEHWS Pa3HOOOpa3HbLIX onepauuMin. 3aech
npeacTaeneHbl 10 KHONOK, BKAKYAA aHann3 Nnpobbl, NPOCMOTP AaHHbIX, aHanus KK,
KanubpoBKa, ynpas/fieHUe peareHTaMu, obcnyKMBaHWe, CrpaBKa, HAaCcTPOMKa u
3aBeplueHne paboTbl, KoTopble ByayT NpeacTaBfieHbl NOOYEPEeaHO B CAeayioumnx

rnagax.

u 3

B
i
@

AHanus npobhbl Mpocmotp KK Kanubpoeka
AdHHBIX
e CepeBuc CnpaBka HacTp.

OCTe

o>
C

3asepiwerune

PearenTbl
paboTbl

Bepova peaycka NG v fonHad sepenp 10 1 11

zdmin 29.2°C a E a E‘l :021113982—;

3kpaH 2-5. OCHOBHOW 3KpaH

2.7.2 KHonkw BeicTporo pocTyna

Ha 0cHOBHOM 3KpaHe B BepXHeil 4acTh OTOOPaXKatoTCA 3HAYKKU KHOMOK BbICTPOro

aoctyna. BoT ux QyHKumu:

11



PyKoBOACTBO NOAL3OBATENA reMATONOrMYECKOro aHanusaTopa cepuu H60

CeHcopHbid XKK-3kpaH | 12 grouma

Bxop, 100-240 B nepeM. ToKa, 3,5-2,5A,
MutaHwne 3/IeKTpONUTaHNS 50-60

Bxop obopynoBanus | 24B==9,16 A220 BT

MopTe USB 2.0
NogkntoyeHne

UHTepdenc LAN

O6beM NamaTn

MoxHo coxpaHuTb 100 000 oT4eTOB O TECTaX.

3BYK paboTaloouwero

npubopa

ypOBEHb wyMa pa60Ta|ou4ero daHanNn3aTopa He NpeebillaeT

65 ab.

YposeHb 3BYyKa onoBeLleHus o cboe He npesbiwaet 80 ab.

M1.3 Pabo4ne xapakTepucTmKmn

16 MKA {peXXnM LenbHOI KPOBHK)
06bem npobbl 20 MK {peXuUM NpeaBapuTenbHOro pasbaeneHus)

16 Min (pexxum Npobbl KAaNUANKSPHOW LeIbHOW KPOBK)
lNponssoguTensHOCTb | 60 aHanAW308B B Hac

M1.4 ApanTtep NUTaHUA

Pa3mep 175x 72 x 35 MM (gNMHa X wWKMpUHa X BbICOTA)
Bec 0,6 kr (npm6n.)

Bxog anekrponutanma | 100-240 B nepem. Toka, 50-60 'y 200 BT
Buixog 24B==9,16 A220 Bt

1.5 Xapaktepuctukmn NFC

Pabovast yacrToTta

13,56 My

[BYEN




PyKoBOACTRO NONb30BaTENA reMaTONOrMYecKoro aHann3aTopa cepuu H60

[naBa 9 KannbpoBka

AHanusaTop O6bl1  oTkanubpoBaH nepeg paoctaskoi. OgHako Bo  Bpewms
TPaHCNOPTUPOBKM WM YCTAHOBKM MOTYT BO3HMKATb ownbkv. [ns nogaepraHus
nokasaTtenei paboTbl aHaAn3aTopa koMmnaHwa Edan pekomeHgyeT BbINOAHNTL TECT
KK B nepBbil pa3 nepeg HayanoMm UCMOMNL3OBAHUA ANA aHanu3a Npob, a Takke
BbINOAHATL €ro nocse Kaxporo peMmoHTa. Ecnu pesynstat KK nokasbiBaeT, uTo
OJHO WAM HECKO/bKO 3Ha4YeHU nNapameTpa C/AMWKOM CUABHO MPEBLIWAKT
COOTBETCTBYIOWUN  pedepeHTHLIN  guana3oH, HeobxoguMa  Kannbposka
aHanusartopa.

Ana remaTtonoruyeckoro aHanusatopa cepun H60 gocTynHbl TpU Nporpammbi
KannbpoBKkn: pyyHas kanubposka, kanubpoBka ¢ nomowWbl Kanubpatopa wu
kanubpoBKa No cBexei KpoBu.

C nomMolblo nporpaMM KanMbpoBKM MOXHO OTKanubposaTb Bce NnapaMetpsl WBC,

RBC, HGB, MCV 1 PLT nnn nx 4yacte.

9.1 Py4yHas kanmbpoBka

Ha 3KpaHe KanubpoBKM BpPYYHYD MOXKHO BPYYHYiO BBECTU KO3IULUMEHT
xannbpoBku (%) pna ecex napametpos WBC, RBC, HGB, MCV u PLT uam nx vacru.
KoHKpeTHbIe Mpouegypbl 3aK1t04aloTCs B CNEQYIOLLEM:

1. Ha ocroBHOM 3KpaHe HaxmuTe KannbpoBka, W cucTema MO YMOAYaHUIO

nepenaeT K akpaHy PyuHas kannbpoBka, Noka3aHHbIU Ha 3KpaHe 9-1 Huxke.

11



PyKoBOACTBO NONb30BaTENSA rEMaTONOrMYECKOTO aHanKU3aTopa cepun H60

[naBa 14 MOWCK 1 YCTPaHEHWE HEUCNPABHOCTEN

14.1 BBegeHue
Echrn B dHannsatope 06Hapy}KMBa}OTCH OTK/NIOHEHMA OT HOPMBI, 3HaAYOK

HENUCNpPaBHOCTU . B BepXHeM npasoM Yray 3KpaHa W3 HYEpHOTro CTaHOBUTCA

KpacCHbIM ., a 3yMMEP n3faeT 3BYK onoBelleHuns. Haxmute ., M NMNoABUTCA OKHO.

3ateM BO BCONbIBAKOWEM OKHe HaXMuTe BoccTaHoBneHue, 4TOObI YCTPaHWUTDL
I'IpOG.ﬂEMbI, M B KOHUE, nocne TOro, Kak Ha 3KpaHe NnoABUTCAH c006u4e|-me

«BoccTaHOBAEHUE BLINONHEHO», HAXMKTe Bhixog,

14.2 HpopMauma 06 olmnbKax 1 UX yCTpaHeHume

Hwxe npeacTtagneHa WHAOpPMaUMA O BO3MOXHBIX HeEMonagkax ¢ faHHbIM
aHanM3aTopoM M COOTBETCTBYIOLMX METOAaX WX yCTpaHeHusd. Onepatopsbl MOryT
YCTPaHWUTL HEMNONagKW COfMacHO COOTBETCTBYIOWMM METOaM  YCTpaHeHus
HeucrpaBHocTei. Ecnn ownbky BCe ewe He yAanoch ycTpaHWUTb, obpaTuTech B

PervMoHanbHoe NpeacTaBUTENLCTBO CEPBUCHOM cnyx6bl Edan.

NMPUMEYAHME.
® He wucnonssylite ans AMarHOCTUKK pesynbTaTbl UIMEPEHWI C
coobleHnem 06 OTKNOHEHUM OT HOPMbI.
® MHorpa coobuieHne 06 OTK/IOHEHUM OT HOPMbi MOXKET BO3HUKHYTH M3-3a
YCNOBUIN U3MepeHUa, HEMPABUAbHOWK 3KCTTyaTauMun, HapylLeHus B paboTe

annapara unu aHoManbHOU NPobbl U apyrux GpakTopos.
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PyKoBOACTBO NOMb30BaTENA reMaToNOrMYecKoro aHanunsaTopa cepum H6Q

aHanusaTop  NpegaoXMT  BbiNONHUTL  0bsA3aTeNbHOe  TeXHM4YecKoe
obcayKuBaHMe ¢ ouncTUTenemM pUnbTpa NeMKOLUTOB NPK 3anyCcKe U3MEpPeHNs,
Kak nokasaHo Ha pwc. 5-11.

[ ! Moackaska

KanuuecTso TeCcToR AOCTHING 6000. BeinonHuTe
TEXOSCNYHMBAHNE C DUMCTHTENEM.

OK

m
Puc. 5-11

Mocne nosiBneHus 3anpoca Heo6x0AMMO BbINOAHWTL TexobcayXusaHue ¢
ouncTuTenem. B npotuBHoM cayyae 3anyck M3MepeHUs Ha aHanusatope byaer
HeBO3MOXeH. CM. rnasy 12.1 «<bazoBoe TexobcayxuBaHue» ana BbINOAHEHUS

TeXO6CJ'Iy)+(VI BaHKUA C OHNCTUTENEM (bMﬂpra HEHKOLI,MTOB.

5.6 YnpaBneHune NnonbL30oBaTensiMun

Haxmute Hactp. > YnpaBaeHue paHHbIMKU MoAb3oBaTeneld fas nepexofa K

COOTBETCTBYIOLIEMY 3KpaHy. 3gecb MOXHO p[o06aBnsAtTb, U3MEHsTb W yAansTb

nonb3oBaTenen,

¢ [Job

1. HaxxmuTe 106 B HYXKHEN YacTu 3KpaHa, YTobbl NepenTH K 3KpaHy, MoKasaHHOMY
Ha 3KpaHe5-12. Beegute wums nonb3oBatens (1-10cumsonoB), naponb
(6 cumBONOB) N no,u,TBepmp,eHM'e napons (6 CUMBONOB).

2. Bbibepute TMN nonb3oeaTens — obwMin naM agMmuHucTpatop. Mo yMmonyaHuo
BbiGpaH o6nit Nnonb30BaTeNb.

3. Mpu XenaHum MoxHO fobaBuTb oNucaHue,

TR




PyKOBOﬂ,CTBO noab30BaTeNnA remMaTo/IorM4eCcKoro aHanmn3atopa cepun H60

4. MNocne BBOga BCeX JaHHbIX HaxXMuTe NMpuHATL. bygeTr BbiNOAHEH BO3BpaT K
3KpaHy «Ynpas/eHue gaHHbIMK NOAL30BaTeNei» C 0TobpaxeHUeM nHdopMaumu
O HOBOM MoJib3oBaTene.

W[ nonbsopaTena

Napons
NoataepXaaembii

TAN  O6hi4HbIA NONb30BaTRNDL v

OnucaHue

0K OTMmena

3kpaH 5-12. lobaBneHue nosab3oBaTens

€ PepaxTupoBaTb

1. Buibepute W[ nonb3oeaTens u Haxmute PegakTupoBaTb B HIMKHEW YacTu
3KpaHa. OTKpoeTCAs BCM/bIBAKWMK 3KpaH pedaKTUpPOBaHWA. 3gecb MOXHO
n3MeHnTb U, TMN M ONUCaHKWe CYWeCTBYIOWEro noab3oBaTens.

2. Haxwmute COHpoc napons, nossutcs 3anpoc «Cobpocutb naponb?». Haxmute OK,
M Naposb byaet cbpoweH Ha «111». OgHOBpEeMeHHO NOABUTCA BCMJibiBaloLLee
coobuleHune «C6poc Napons yCrnewHo BbiNoHEH».

3. HaxxmuTe MpUHATL ANA COXpaHEHNA U3MEHeHHOoU MHQOpMaLU.

¢ Ypan.

Haxmute Hactp. > YnpaBneHue pgaHHbIMM NOMb30OBaTeNed O nepexofa K

COOTBETCTBYIOLWEMY 3KpaHy. Boibepute W[ nonb3oBatens, KOTOPOro HYXHO

yAanuTh, W HawmuTe Ypanutb. [OABMTCA BCNblBaKOUlee OKHO C 3aMpocoM

nogTeepXxaeHuns, Haxmute OK gns yaaneHus BolOpaHHOIo Nosib3oBaTens.

T




PykoBOOCTBO NONb30OBATENSA reMATOAOrMYECKOTO aHaAn3aTopa cepun H60

5.7 13ameHeHMe napons

HaxMuTte Hactp. > CMeHUTb Naponb, 4To6bl OTKPbLITL COOTBETCTBYIOWMIN SKPaH.
3gecb BBeAUTE CTapblit Napo/b, HOBLIM Naponb W ero MOATBePXKAeHWe, a 3aTeM

HaxxmuTe MpUHATL, YTO6bI CMEHUTL NAPOb.

7T




PykoBoacTBO NoAb30BaTENs reMaToNOrMYecKoro aHanmsaTopa cepumn H60

NPUMEYAHME.

® Mukponpobupka gnsi cbopa LUenbHOU KaNUNASPHON KPOBU — 3TO
cneuuanbHan npobupka gnst cbopa LenbHON KanuAaspHON KPOBM, B
KOTopylo fobaBneH aHTUKOarynaHT.,

® BbLINOAHMTE aHaNn3 KPOBM, COOPAHHO M3 MOYKM YXa WM KOHYMKa NanbLa
NauueHTa, Kak MOXHO cKopee. 3TO BaXKHO, MOCKO/AbKY BBUAY Pa3HbIX
aHTUKOArynaHToB, fobaBnseMbix K npobam LeNbHOW KanuANspPHOW KpoBH,
BO3MOXEH TreMONN3 WAW arrniTUHaUMa TpPOMOOUUTOB, 4YTO MOXET

NOBAWATb Ha TOYHOCTL PE3yNbTaToB aHann3a.

6.4.2 [lepeyeHb NpoBepokK

HaxmuTte AHanu3s npobbl Ha OCHOBHOM 3KpaHe u BbibepuTe BKIagKy MNepeueHb
NpoBepoK, 4Tobbl NEperTH K IKpaHy NepeyHs NPoBepoK, rae oTobpaxaeTca BHOBb
AobasneHHbIn CnUcok npob. 3gech MOXHO NpocMaTpuBaTh, 406aBNATL, U3MEHATD
M yaanaTbh nepeyYeHb NPOBEPOK.

B KOHTponbHOM cnucke oTobpaxaeTcs TONbKO WHdopMauus o mnpobax ¢
coctosHuem «fotoBo» wnn  «lpepeaHo». [lpocMoTpeB WHpopmauuto 06
n3mepeHHoW Npobe, NepeguTe K IKPaHy NPOCMOTPA AAHHBIX.

BbinonnuTe cnepyrowmne gerncTena gns gobaeneHuns, USMeHeHUs UK yaaneHus
nHdopMaymnm o npobax:

¢ [1o6

OTKpOMTE 3KpaH MepeyHs NpoBepoK WM HaxmuTe [o6. MosBUTCA OKHO, 3gech

MOMXHO BBCCTU W1IPOPMALMIO O NPob6e, IL0TOPAs DIGTIOHACT CCAYIOLCC:

Q7




PyKoBOACTBO NONbL30BATENA reMaTONOrMYECKOro aHann3aTopa cepuun HE0

W npots * i

[OETYIIPE]
nayueHTa

Mon

OTneneHwuea

BpemA aHanuaa

Tvn nayneHTa AnbByn. naLueHT

Bpau admin

WA naureHTa
Boapacr Mg v
KouTp.rpynna  Ofwwue cBaneHVA ¥

PexKum CBC v

Bpay, npyuHABWMA
poael

Ne KpoBaTH

Bpema nopa4un 2022-09-27 17:22:02

Croika Ne Npo6upka N2
KoMMeHTapun
* D6s3aTenbHoe none
Monyuenne NMUC CoxpavuTb OTtmeda
- |
Puc. 6-4

® W[ npobul (06a3aTenbHO)

1) B none U npobbl MOXHO BBOAWUTH TONLKO UMdPLI U He 6onee 18 unudp.

2) Mo ymonyaHuo And nepsoit Npobbl MOCAE eXeQHEBHOTrO BKYEHUS
aHanusartopa yctaHaenusaetca U «1», Ecnn He nameHaTs M npobol, U
cnepyowen npobbl bypeT paseH U Tekyweid npobe natoc 1.

® W[ nauyueHTa

1) 3pecb MOXHO BBecTM W[ nauneHTa, KOTOPbIA MOXET COCTOATb W3
aHrAMACKMX ByKB 1 LMdp 1 He Bonee 40 6GanT.

2) MoxHO TaKke WCNONL30BATb BHEWHWA CKaHep ANA CKaHUPOBaHWA
WTpuxkoaa v 3anucvw N nauneHTa B aHanM3aTop.

® WmMa nayueHTa
BeeguTe nma nauneHTa.
® Bospact, non n KOHTP. rpynna
1) B none Bo3pacT MOXHO BblOpaTb €AUHULY BO3PAcTa: 4acbi, AHW, Mecsilbl

nan rogbl B 3aBUCMMOCTU OT cbaxmqecxoro BO3pacCTa naumeHTa.

Qe




PykoBoACTEO NOAB30BaTENA FEMATONOMMYECKOro aHannsaTopa cepum H60

2)

B none flon moxHO BbIGpaTb non nauueHTa: «Myx.», «©KeH.» wau
«HenzBecTHO» B 3aBUCUMOCTH OT CUTYaUMK,

Mocne BBOAA BO3pacTa M BbibOpa nona nNauMeHTa aHanusaTop
aBTOMAaTU4ECKM COOTHECET era C COOTBETCTBYHIOWEN KOHTPObHOM rpynnoi.
KoHTpofibHbie Fpynnbl NO  yMon4aHUo BKAYalwT «HOBOPOXAEHHbIE»,
«feTtn», «B3pocnble, MXeHUMHbI», «B3pOCable, MYXUYMHbI» W «O6Wwue
CBEAEHMNSY,

Ecnu He BBECTM BO3pacCT M He BbIGpaTh NoA, No ymon4aHuio byaeT BbibpaHa
KOHTpOAbHasa rpynna «O6bwune ceegeHuns». Ecin BBegeHHbIN Bo3pacT 6onee
18 net, a non He BbibpaH, Talke bygeT BbiGpaHa KOHTPOAbHAs rpynna

«Obwume ceeneHUa»,

Tvun nayuveHTa

34eCb Ha)XXMWTE KHOMKY pPacKpbiBalOWeErocs Ccrnmncka n BbIGepuTe TUN

nauueHTa: «Cral, naumeHT», «<AMBYN. nauneHT», «MegUUUHCKNA OCMOTP» MU

«STAT» B 3aBUCMMOCTH OT CUTYaLUN.

PeXxum

30ecb MOXHO BbIOpaTh pexunm «CBC» unu «CBC+DIFF».

Bpau

3geck MOXHO BBECTW MH(OPMaLMIO O Bpaye.

BpeMms B3aTKA

370 Mone BuIGeneHo CepbiM U He gonycKaeT BBOA. AHaNU3aTOP aBTOMAaTUYECKH

BBOAWT AaTy aHaNn3a nocne 3apeplieHna usMepeHunA I'Ip06bl.

OTpenexne

3pecb MOXHO BBecT¥ MHOpMauuw ob6 oTAeNeHUW, K KOTOPOMY OTHOCWUTCH

nayueHT.

N2 KOMKWK

20




PyKkoBofcTBO NoNb30BaTeN reMaToNorn4eckoro aHanusartopa cepumn H60

3AeChb MOXHO BBECTU MH(POPMALUIO 0 HOMEPE KOMKY MaLueHTa.
® Croika Ne (ToNbKO g Mofienu ¢ aBToMaTU4eCKuM oTbopom npob)
3feCb MOXHO BBECTU HOMEP O CTOMKY ans npob.
® [lpobupka N2 (ToNIbKO AnA MOAEAN C aBTOMATUYECKMM 0T6opoM npob)
30eCb MOXHO BBECTW HOMEP MECTOMOJIOKEHUS O BaKYYMHYHO NPOBUPKY.
® Bpems ocmoTpa
3pecb MOXHO BblGpaTh AaTy poAoOB, KOTOpas He MOXET BbiTb No3gHee faThl
aHanusa.
® KoMmMeHTapuu
3Aech MOXHO BBECTU APYTYIO MHMOPMALMIO, CBA3AHHYIO € 3TOMU Npoboil KpoBW.
Mocne HacTpolku Beeld MHDOPMaLMK HaxkmuTe COXpaHnTb, 1 ByaeT Co31aH HOBbIN

nepevyeHbL NPoOBEPOK.

NMPUMEYAHME.
® MWndopmaunio o npobe MOXHO BBECTU, HaXKaB KHonky «Cneg. npoba» Ha
IKpaHe aHanusa npodel, N coaepumoe ans BBoaa 6yaeT TaKMM Xe, Kak
Ha 3KpaHe NepeyHs NPoBEpOoK.
® MoxHo BBecTu WM npobbl B nNone HacTPOWKM pexuma, 4Tobbl HavaTb

n3mepeHue npobel Nocne gobasneHns nepeyHa NPOBEPOK.

€ PepakrtupoBath

1. BbibepuTe nepeyeHb NPOBEPOK U HaXMWUTe PefakTMpoBaTh, U Bbi CMOXETe
p€oaKTUpoOBaTh coflepXunmMoe nepedH.

2. Tlocne pepakKTupoBaHusa Tpebyemoro copepXumoro Haxmute COXpaHUTb, U

COAEpPXUMOe NepeyHs NPoBEPOK ByaeT M3MeHeHo.
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PykoBOACTBO NONbL30BATENA reMaTO/IONMYECKOro aHanM3aTopa cepum H60
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3KpaH 4-9. Bxog B cucTemy

NMPAMESAHUE.
® Yrtobbl obGecrneunTb 6e30NacHOCTb  AaHHbIX, COAEPXALYMXCA B
aHanusaTtope, cnegyeT  WU3MeHUTb  Maponb,  NpefocTaB/ieHHbINA
WU3roToBKTENEM, NOC/E MEpPBOro BXOoJa B CUCTEMY B COOTBETCTBUM C
onucaHueM B rmase 5.7 «<MiameHeHne napons».
® AQMUHUCTPATOP MOXeT HacTpouTb obWwux nonab3oBaTened u
nonb3oBatener-aAMUHUCTpaTopoB. KOHKpeTHble AelCcTBMA CM. B

rnaee 5.6 «¥YnpasfieHne nosb308arensiMm».

4.6 AKTUBaLKs peareHTa

Mocne BX0f4a B CUCTEMY 0T06pa3l4TCFI BCMAblBakilee ANanoroeoe OKHO aKTUBAUWHK

peareHTa, NoKasaHHoe Ha puc. 4-10.
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PyKoBOACTBO MoNb30BaTENS reMaTONOrMHECKOro aHaAn3aTopa cepun H60

R T i ROy

M npobul 1 | Wi nayweHTa
damunua
naureHTa Bospacr loa v
Non Al KoWTp. rpynna O6wme ceefieHnA ¥
Twun NnauueHTa AMBYN. NALMeHT o Pexmm CBC v
Bpay, NpuHABEMEA
Bpau admin poaat
OrtgeneHue N% kpoBaTK
Bpemn aHanwaa Bpema noga4qn 2022-09-27 17:22:02
Croiika Ne NpoSupka N2
KommeHTapuu
* QGaaaTenpHoe none
Monyveune AUC CoxpaHuTe OTMeHa

Puc. 6-4
® WA npobbl (06583aTenbHO)

1) B none U/ npoGbl MOXHO BBOAUTL TOMLKO Undpbt u He Gonee 18 undp.

2) Mo ymon4aHuIo /s MNepBOKM NpPobbl MOCAE EXEJHEBHOro BKAYEHUS
aHanusaTtopa yctaHaBnuBaeTca U «1». Ecan He nameHaTs U/ npobol, U
cnegytowen npobel 6ypeT pasen U Tekyiein npobe nmoc 1.

® |/} nauneHTa

1} 3gecb MOXHO BBecTM W[ nauMeHTa, KOTOPbIA MOXET COCTOSATb U3
aHrAMNcKnx Byke u uudp n He 6onee 40 6anT.

2) MoXHO TarKe WCNOMbL30BaThb BHEWHMA CKaHep [N CKaHWPOBaHMS
WTpUXKoga v 3anuckn M/ naumeHTta B aHanunsarop.

® KWma nauyneHTa
BeeguTte umsa nayneHTa.
® Bo3pacT, noa 1M KOHTP. rpynna
1) B none Bo3pacT MOXHO BbiOpaTh eMHULLYY BO3PACTa: Y4achl, AHW, MecsLpl

nanrogbl B 3aBUCMMOCTH OT dpaKTIAquKOI'O BO3pacTa nayneHTa.

as




PyKoBoACTBO NOMb30BaTENA FEMATONOMMYECKOro aHanm3aTopa cepumn H60

2) B none MNon MOxHo BbIGpaTb nNon nauueHTa: «Myx.», «KeH.» wnu
«HensBeCcTHO» B 3aBUCMMOCTU OT CUTYaLMN.

3} Nocne BBopja Bo3pacTa M Bbibopa Mona nNauWeHTa aHaAM3aTop
aBTOMATMYECKM COOTHECeT erc ¢ COOTBETCTBYIOWEN KOHTPO/IbHOW FPyNnoMn.
KOHTpOnbHbIE Trpynnbl MO YMOMYaHWIO BKAKYawT «HOBOPOXKAEHHbIEY,
«fletn», «B3pocable, MXeHWMHbI», «B3pocnble, MyX4UHbI» U «O6wme
CBefieHUA»,

4) Ecnun He BBECTW BO3pacT U He BbIGpaThb Mo, No ymonyaHuio byget Buibpana
KOHTpO/ibHaa rpynna «Obwue cBegeHus». Ecnv BBeaeHHbIM BO3pacT Gonee
18 net, a non He BbibpaH, Takke OypeT BbibpaHa KOHTpPOAbHas rpynna
«0biyme cBegeHUNA».

® Twun nauymeHTa

3pecb HaXMUTE KHOMKY PacKpbiBalOWErocsi ciucka U BbibepuTe Tum

nayuneHTa: «Cray. nauneHT», «<AMbyN. nauveHT», «MegruUMHCKUIA OCMOTP» UMK

«STAT» B 3aBUCMMOCTM OT CUTYaLIUN.

® Pexum
3aecb MOXHO BbIbpaTh pexumM «CBC» uau «CBC+DIFF»,
® Bpau
30ecb MOXHO BBECTY MH(POPMALMIO O BpaYe.
® Bpewmsa B3sATHA
3To none BbiAeNeHO CepbiM U He foNycKaeT BBOA. AHaNU3aTOP aBTOMAaTUYECKn
BBOAUT AaTy aHanU3a Nocne 3aBepLlieHns naMepeHus npobel.
® OTgeneHne

3Aeck MOXHO BBeCTU WHbopMaumo o6 oTgeneHuu, K KOTOpOMY OTHOCUTCS

nayueHT.

® N2 KOMKMK

Q0




PYyKoBOACTBO NOAb30BaTENs reMaToNOrMYeCKoro aHanusatopa cepuu He0

3feCb MOXHO BBECTW MHOPMALMIO O HOMEPE KOMKM NaLneHTa.
® Croika N¢ (Tonbko gnsa Mogenu c aBToMaTU4eCKUM 0T60poM Npob)
34eck MOXHO BBECTM HOMEP O CTOWKY ans npob.
® [lpobupka N2 (TonbKo ANs MOAENH C ABTOMATMYECKMM OTOOPOM Npob)
3eCb MOXXHO BBECTU HOMEP MeCTOMOMOXEHWUS O BaKyyMHYH NPOBUPKY.
® Bpewms ocMmoTpa
30ecb MOXHO BblbpaTh gaTy pPoAoB, KOTOpas He MOXeT 6biTh Mo3aHee AaTtbl
aHanum3a.
® KommeHnTapum
34ecb MOXHO BBECTU APYTYIO MHOPMALKIO, CBA3AHHYIO C 3TOW NPO60OI KpOBMU.
Mocne HacTpolkK Bcelt MHbopMaLmmn Haxmute CoXpaHUTb, M ByaeT co3faH HOBbIN

nepeveHk MPOBEPOK.

NMPUMEYAHUE.
® UHdopmauuio o npobe MOXHO BBECTU, HaXaB KHOMKy «Cned. npoba» Ha
3KpaHe aHanwusa npobbl, U cogepxumoe ans BBoga byaeT TakMM XKe, Kak
Ha 3KpaHe nepeyHs NPpoBepoK.
® MoxHo BBectn W[l npobbi B None HACTPOWKK pexuma, 4ToObl HavyaTb

u3amepeHune Npobbl nocne fobarneHUs NepeyHs NPosepok.

€ Pepaktuposatb

1. BuibepuTe nepeyeHb NPOBEPOK U HAMMUTE PegakTupoBaTh, U Bbl CMOXeTe
pefakTUpPOBaTh COAEPKUMOe NepeyHs,

2. Mocne pepakTupoBaHus Tpebyemoro copgepxumoro Haxmure COXpaHUTb, U

COAEPXNMOoe NepevHsa NPOBEPOK BYAET N3MEHEHO.
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PyKkoBofAcCTBO N0O/Ib30BATENSA reMaTo/I0TMYECcKoro aHann3artopa cepmn H60

[naBa 11 YnpaBneHune peareHTamu

HaxmnTe PeareHTbl Ha OCHOBHOM 3KpaHe, 4Tobbl NepelTu K 3KpaHy YnpaeneHue

peareHTaM1, rNokKasaHHOMY Ha 3KpaHe 11-1, rae MOXHO BbINOAHATL onepaunn,

CBA3dHHbLIE C peareHTamik, BKKOYanA BaI'IOJ'IHEHVIE/BaMEHy pa3GaBVITEII$I 7]

3anonHeHne/3aMeHy NMN3UPYIOLLEro peareHTa.

PeareHtel

CrefenHun o pearedTe

81.5%

Hausakue PagSasHTenh
Maprua N2 Ww2204001
Emkocry 20L

Doty oYKpeiT s 202207-09
WenannaoRiiTs o 2022-10-06

Aot actea 2024-04-08

3anuTe pasfasHTeNe

91.2%
g
x2111om
1000mL
202207-09
2022-10-06

2023-10-31
38N1TE NAIHPY WA
peareHt

admin 27.4c @ @ Wy CEn p ,,n..'?é'iw

3KpaH 11-1

NPUMEYAHMUE.

® He MCnonb3ynTe peareHTsl, HE yKa3aHHble KOMNaHKeil Edan.

® llHdopMaumio O peareHTe MOXHO BBeCTM W yAanuTb TOMbKO MNyTeM

CHUTbIBAHWA KapThbl peareHToOB.

® HapexHo xpaHWTe KapTy peareHToB. Ecnv KapTa peareHTOB yTepsiHa uau

He YUTaeTCa, OGPHTMTer B PErMoHanbHoe MpeacTasnTeNbCTBO CepBMCHOﬁ

cryx6bl Edan.

155




P}r‘KOBOﬂ,CTBO nonb3oBaTenisa reMmaToNorM4ecKoro aHanm3atTopa cepmm

& [lnarpamma paccesiHus

O6wwum aHanm3 KpoBu CBC+DIFF

Avarpamma paccessHus

Avarpamma p

2.3. KoHdurypauums

2.3.1 CtaHpapTHas KoHpurypaums

apanTep UCTOYHMKA NUTaHUS
1 Kabenb nogKNYeHuns K ceTn
1 coepguHuTenb TPYOKM OTXOA0B
1 coeguHuTens Tpybku pasbasutens
1 coepgnHUTeENb TPYOKM NU3NPYIOLLETO P
1 pyKOBOACTBO NO/b30BaTENS
1 KpaTkas cipaBoYHas KapTa
1 cepTuduKaT KayecTBa
1 rapaHTUNHasA KapTa

1 nnct NnPpUeMKn nonb3oeBartens

1 KOHTeuMHep ansa otxonos (20
1 MHCTPYMEHT AN OTKpPbITUS pa3baBuTens

1 kpecToobpa3zHas oTBepTKa

vV ¥V YV Vv VvV VY ¥V VY V¥V V ¥V VY ¥V V VY VY V

K CO WITPUXKOgamu




PyKOBO'ﬂ,CTBO nonb3oBaTenisa reMmaToNorM4ecKoro aHanm3atTopa cepmm

NMPUMEYAHUE.

® Bepcus Bbinycka (nporpammHoe obecneyeHue): V1.

2.7.1 OCHOBHOM 3KpaH

Mocne Bxofa B CUCTEMY OTKPbIBAETCS OCHOBHOW 3KpaH, MoKa3aHHbIV Ha akpaHe 2 5.

Ha rnaBHoMm 3KpaHe MOXXHO HaXXMMaTb pa3Hble KHOMKK A4 nepexoga K pas3/indHbiM

B/IOKEHHbIM 3KpaHaM W  BbIMOMHEHWs pa3HoobpasHbIX —onepauui.

npeactaBneHbl 10 KHOMOK, BKAtOYas aHanu3 Npobbl, NPOCMOTP AaHHbIX, aHanu3 KK,

KannbpoBKa, ynpaBneHve peareHTamu, obCnyxuBaHue, CnpaBKa, HacTpovKa U

3aBeplueHne paboTbl, KoTopble ByayT NpefcTaBAeHbl NOOYEPEAHO B CNeAyHLNX

e i si18%0

MNpocmoTp

AHanus npobel KK Kanu6poeka
AaHHbIX
7 ¥
@
Bocnpoussogum Cepauc Cnpaexa
OCTh
PeareHTnbl 3asepuenue
pa6oTbl

Bepcua seinycka N0 V1  Nondas sepcua N0 V111

admin 202c B @ M Wy 190

2.7.2 KHonKu 6bicTporo gocTyna

Ha ocHOBHOM 3KpaHe B BEpXHeN 4acTu OTObpaXkaloTCs 3HAYKM KHOMOK bblCTpOro

poctyna. Bot nx pyHkumm:
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