Anexa 1 la Formularul Specificatii tehnice

Lot nr. 1 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)

Parametrii determinati si calculati: destinat analizei componentei sanguine.
Tip sistem: inchis

Metode de analiza 5 diff

Procedura de curatire automata

Parametri determinati si calculati: 25 parametri raportati.

Consum mic de reactivi.

Parametrii determinati si calculati: 25 parametri raportati:

WBC, LYM%, MON%, NEU%, BAS%, EOS%, LYM #, MON#, NEU#
BAS#, EOS#, RBC, HGB, HCT, MCV, MCH, MCHC, RDW-CV, RDW-SD,
PLT, MPV, PDW, PCT, P-LCR, P-LCC.

3 histograme pentru WBC, RBC, PLT.

2 scatergrame pentru DIFF si BASO.

DEBIT 60 probe/ora

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

Analizator hematologic, automat (5 diff)

Parametrii determinati si calculati: destinat analizei componentei
sanguine.

Tip sistem: inchis

Metode de analiza 5 diff

Procedura de curatire automata

Parametri determinati si calculati: 25 parametri raportati.

Consum mic de reactivi.

Parametrii determinati si calculati: 25 parametri raportati:

WBC, LYM%, MON%, NEU%, BAS%, EOS%, LYM #, MON#, NEU#
BAS#, EOS#, RBC, HGB, HCT, MCV, MCH, MCHC, RDW-CV, RDW-
SD, PLT, MPV, PDW, PCT, P-LCR, P-LCC — (H60 Hematology
Analyzer, Specification, pag 1).

3 histograme pentru WBC, RBC, PLT — (H60 Hematology Analyzer,
Specification, pag 1).

2 scatergrame pentru DIFF si BASO - (H60 Hematology Analyzer,
Specification, pag 1).

DEBIT 60 probe/ora- (H60 Hematology Analyzer, Specification, pag 1)
Diluarea automata Afisaj 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 — (Pyxosoocmeo nonvzosamens
eemamonozuyeckozo anaruzamopa cepuu H60, Iiasa 9)
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Afisarea rezultatelor pe imprimanta

Parametri determinati si calculati

histograme pe parametrii de baza- 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

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

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).

Afisarea pe ecran a tuturor datelor- histograme, rezultate, rezultate din
arhiva, date de servis — DA (Pykogodcmeo nonvzoeameis
2emamonozuyeckozo anaruzamopa cepuu H60, cap.2.7.1)

Monitorizarea datelor pacientului: nume pacient, ID pacient, sex, varsta
(PyKOGO@CmGO nojibzoeameiisl cemamolocuiecKko2o anaiusamopa cepuu
H60, pag.88-89)

Monitorizarea reactivelor

-numarul lotului

-data expirarii

-volumul ramas — DA (Pyx0600cmeo noib3068ameinst 2eMamoio2uiecko2o
ananuzamopa cepuu H60, pag. 155)

Afisarea rezultatelor pe imprimantd Parametri determinati si calculati
histograme pe parametrii de baza- RBC, WBC, PLT date despre pacient —
DA (Pyk0600cmeo nonv3o6ameis 2emMamonocuiecko2o aHaiuamopa
cepuu H60, I'nasa 10 I[Tleuamyw, pag. 151-154)

Indicatori de avertizare da (Pykosoocmeo noivzosameinst
eemamoniozuieckoeo ananuzamopa cepuu H60, I'nasa 14)

Control al calitatii > 3 nivele — DA (Pykosoocmeo nonvzoeamens
eemamonozuyeckozo ananuzamopa cepuu H60, Inasa 8)

Construirea tabelelor si graficelor Levey-Janings — DA (Pykosoocmeo
NONb306AMENSL 2eMAmMOoo2utecko2o ananuzamopa cepuu H60, I'nasa 8)

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

Alimentarea 100-240 V, 50-60 Hz - PykoBojicTBO moJib30BaTelst
remMaToJIornyeckoro aHaimsaropa cepuu H60, pag 186




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

Pyxoeodcmgo noJib3068AmMeJIAl cemamaosiocudecKkoco anaiuzamopa cepuu
H60, pag. 26.

Limba de comunicare rus - Pyxosodcmeo noavzosames
eemamonozuiecko2o ananuzamopa cepuu H60, pag. 57.

Reagenti: sunt inclusi toti reagentii necesari cat si alte accesorii, piese
necesare pentru efectuarea analizelor gi 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).




H6O Deliver reliable results

Parameters A d = L

25 reportable parameters: WBC, Lym%, Mon%, Neu%, Bas%, Eos%, Lym#, Mon#, Neu#, Eos#, Bas#, RBC, HGB Wlt h 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
Bz Tede 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 WO rl 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

e——
Menu u
S
[a——

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



PykoBofacTBO nosib3oBaTens reMaTonormMyeckoro aHanmnsaTtopa cepum H60

€ [narpamma paccesHus

Tun O6wmi aHann3 KpoBU CBC+DIFF
Anarpamma pacceaHus
Het [a
NEeNKOLMUTOB
[Avarpamma paccesHus
Het [a

6asocunnos

2.3. KoHdurypauyms

2.3.1 CtaHgapTHasa KoHdburypauyms

1 aHanuzatop

1 wHyp nuTaHus

1 apanTep UCTOYHMKA NUTAHUS

1 Kabenb noakIoYeHns K ceTu

1 coegnHnTENb TPYOKM OTXOO0B

1 coeguHuTenb TPyOKM pasbaBuTens

1 coegnHUTENDb TPYOKM NN3UPYIOLLETO peareHTa
1 pyKOBOACTBO MOJIb30BaTeNS

1 KpaTKas cnpaBoYHas KapTa

1 cepTuduKaT KayecTBa

1 rapaHTuiiHas KapTa

1 nNCT NpuemMKn nosib3oBaTens

1 ynakoBOYHbIV INCT

1 KOHTeNHep ans otxonos (20 n)

1 HCTPYMEHT A5 OTKPbITUS pa3baButens

1 KpecToobpasHasi oTBepTKa

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

6 3TUKETOK CO WTPUXKOoAaMu
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PykoBopacTBO Nosib3oBaTeNs reMaTonorM4eckoro aHanusaropa cepum H60

NMPUMEYAHMUE.

® Bepcus Bbiycka (nporpammHoe obecneyeHmne): V1.

2.7.1 OCHOBHOM 3KpaH

Mocne Bxoga B CUCTEMY OTKPbIBAETCH OCHOBHOM 3KPaH, MOKa3aHHbIN Ha 3KpaHe 2-5.
Ha rnaBHOM 3KpaHe MOXXHO HaXXMMaTb Pa3Hble KHOMKU As nepexoaa K pasinyHbim
B/IOXEHHbIM 3KpaHaM W BbLIMNOJIHEHWA pa3HOObpa3HbIX onepaumit. 3aechb
npeacTaBneHbl 10 KHONOK, BKAKOYAs aHaAM3 Npobbl, NPOCMOTP AAaHHbIX, aHanu3 KK,
KannbpoBKa, ynpaBfieHWe peareHTamu, ob6Cny)KMBaHMWe, CMpaBKa, HacTpolKa u
3aBeplueHne paboTbl, koTopble ByayT NpeAcTaBAeHbl NOOYEpPedHO B CNEAYHOLNX

rnaBax.

u 3

B
i

AHanus npobbl MNpocmotp KK Kanu6poska
AaHHbIX
BocnpensaaamM Cepeuc Cnpaska HacTp.

OCTb

o>
C

3aBepuleHue

PeareHThbl
paboTbl

Bepovwn Benycka 10 Y1 (Monwansepcur M0 /1 11

admin 292Cc M @& M E‘}, ZGSZJUBSP

JKkpaH 2-5. OCHOBHOW 3KpaH

2.7.2 [(Honkw GbICTpOro gocTyna

Ha ocHOBHOM JKpaHe B BerHelZ HacTn 0To6pa>+<a+0Tc9| 3HA4YKMN KHONOK 6bICTpOFO

poctyna. Bot ux gpyHkumm:

21
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PYyKOBOACTBO NoJib30BaTe s reMaTo0rM4yecKoro aHaamnsaropa cepumn H60

CeHcopHbIv XK-3kpaH | 12 gronma

Bxop 100-240 B nepem. ToKa, 3,5-2,5A,

MutaHune 3/1eKTponnUTaHus 50-60 'y,

Bxog obopygoBanus | 24 B==9,16 A220 Bt

MopTbl USB 2.0

MNMogknoyeHne
UHTepdenc LAN

O6bem namsaTu MoxHo coxpaHuTb 100 000 oTyeTOB O TecTax.

ypOBeHb yMma pa60Ta+0Lu,ero aHaNn3aTopa He NnpeebillaeT

3ByK paboTatowero
65 nb.

npubopa
YpoBeHb 3ByKa onoselleHust o cboe He npesbiwaet 80 ab.

M1.3 Pabo4ne xapakTepucTuKmn

16 MKN (peXUM LUeNbHON KPOBU)

O6bem nNpobbl 20 MK (peXxxuM npeaBapuTenbHoro pasbasneHms)

16 MKk (pexxum Npobbl KaNUANSPHOM Lie/IbHOW KPOBMU)

MpounssogutenbHocTb | 60 aHanM308 B Yac

1.4 ApanTtep NUTaHUS

Pasmep 175 x 72 x 35 MM (gnHa X WwnpuHa X BbicoTa)

Bec 0,6 kr (npn61.)

Bxog anektponutanna | 100-240 B nepem. Toka, 50-60 'y, 200 BT

Boixopg 24 B===9,16 A220 Bt

1.5 Xapaktepuctnkm NFC

Pabouyast yacToTa 13,56 MI'y,

18
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PYKOBOACTBO MNo/b30BaTeNs reMaToNIorMYeCcKoro aHanmsaTopa cepum H60

[naBa 9 KannbpoBka

AHanusatop 6bin oTkanubpoBaH nepep pAocTaBkoil. OpHako BO  BpeMs
TPaHCNOPTUPOBKN MAM YCTAHOBKM MOMYT BO3HMKaTb oWNOKK. [ns nogaepraHus
nokasatenen paboTbl aHannsaTopa komnaHus Edan pekomeHayeT BbINOAHUTL TECT
KK B mepBbi pa3 nepeg Ha4a/loM UCMONb30BaHWUS A/ aHaniM3a Npob, a Takxe
BbIMONHATL €ro fnocse Kaxporo pemoHTta. Ecnn pesynabtat KK nokasbiBaeT, 4To
OfJHO WM HECKONbKO 3Ha4YeHUW napaMeTpa CJIMILIKOM CWIbHO MpPEBbIAT
COOTBETCTBYIOWMN  pedepeHTHbIM  AManasoH, HeobxoaMMa  KanubpoBKa
aHanu3aropa.

Ana rematonorunyeckoro aHanusatopa cepun H60 gocTynHbl TpU Nporpammbl
KannbpoBku: pydyHas KanubpoBKa, KanubpoBka C MnoMolblo Kanubpatopa U
KannbpoBKa No cBexei KpoBwu.

C nomolybto nporpamm KanubpoBKK MOXHO OTKannbpoBaTb Bce napameTpbl WBC,

RBC, HGB, MCV un PLT nnun nx 4acts.

9.1 Py4yHas kannbpoBKa

Ha >KkpaHe KanubpoBKM BpPYYHYHO MOXHO BpYYHYt0O BBeCTUM KO3I(DULIUEHT
Kannbposku (%) gns Bcex napameTtpos WBC, RBC, HGB, MCV u PLT nnaun nx 4acru.
KoHKpeTHble npoLeaypbl 3aK104aoTCs B CAeay oL em:

1. Ha ocHoBHOM 3KpaHe HaxmuTe KanubpoBKa, n cuctema Mo yMoNYaHWUIO

nepengert K akpaHy PyuyHas kanubpoBka, NoKa3aHHbI/ Ha 3KpaHe 9-1 Huxke.,

12



PyKOBO,IJ,CTBO MOoJ/Ib30BaTENIA reMaTO/I0ONNMY4€CKOro aHann3aTopa cepun H60

[naBa 8 KoHTposnb KavyecTBa (KK)

TecTbl KOHTpons kauvectBa (KK) MoryT rapaHTMpoBaTb HOpMasbHyt0 paboTy
CUCTEMbI U HAfeXHOCTb pe3ynbTaToB TecTa. TecTbl KK HeobXoaMMo BbINOMHATL B
cnepyoLlmx CMTyaumsx:

® [Ipy NepBOM UCMOMb30BAHUN CUCTEMDI.

® B Hauane exxegHeBHON paboTbl NOC/e BKAOYEHUS aHaM3aTopa.

® Ecnu TpebyeTcs npoBepuTb paboTy HOBbIX peareHToB.

® TpebyeTca npoBepuTb paboTy CUCTEMDI.

L Pe3yanaTb| TeCTa Bbi3blIBalOT COMHEHUA.

NPUMEYAHUE.

o &

npaBuna  TeXHUKM  He3omacHOCTM M UCMOMb3YUTe  CpeacTBa

Mpu paboTe ¢ npobamm BrMonormyeckmx mMatepuanos cobnwopante

MHOAMBMAYANbHOW 3aWmnTbl (Hanpumep, 3aWMUTHbLIA XanaT, Pe3nHOoBble

nepyaTkM U T. a.).
o &

6blNM  MPOTECTMPOBaHblI W MOKa3anuM OTPULATENbHbLIN pe3ynbTaT Ha

KoHTponn u kanubpatopbl, npegocTaBnsieMble KomnaHuen Edan,

Hannyme CcnepyrLmx CepoIOrMYeckKnx MHAUKATOPOB WUHQEKLMOHHbIX
3aboneBaHun: HBsAg, aHTuTena k BUY-1/BUY-2, aHTUTena K Bupycy
renatuta C, 04HAKO PUCK MOTEHUMANBHOIO UHMULMPOBAHUA HE MOXET
ObITb UCKNOYEH MOAHOCTbIO. OnepaTopam cnegyeT obpawaTbCst ¢ HUMK
TaK e, Kak ¢ NpobamMu KpoBu, NPUHUMasn Mepbl 6e30nacHOCTM Npu paboTe
C HUMU (HanpuMmep, UCMO/Ib30BaTb 3aLMUTHbIN XanaT, MepyaTkm U T. 4.), U

YTUNn3npoBaTb UX COrMacHO MECTHbIM 3aKOHaM 1 NpaBuiam.

121



PykoBofacTBO nosib3oBaTens reMaTonormMyeckoro aHanmnsaTtopa cepum H60

8.1 KKL-J

8.1.1 Hactpowika KK L-J

Ha akpaHe HacTporiku KK L-J oTtobpaxaetcsi cnucok darnos KK gna ynpouwenus
ynpaBneHus gaHHbiMu KK. Ha 3ToM 3KkpaHe MOXHO 806aBnATh (C MOMOLLbIO pyYHOTO
BBOAA WM UMMOPTA), peAaKTUpOBaTb, YAANATb U 3KcnopTupoBaTtb dannbl KK un
COOTBETCTBYIOLLME pe3ynbTaTbl U3MEPEHUN, eCIM OHU eCcTb. Kpome Toro, MOXXHoO
NPOCMOTPETb CMUCOK U TpaduKM pe3ynbTaToB KOHKPeTHoro uamepeHust KK.
CBefieHMs 0 KOHKPETHbIX MpoLeaypax s Kakaon onepaumm CM. HUXe.

CHavana Haxxmnte KK > KK L-J > HacTtpouika KK gns nepexofia K OKHy,

NOKa3aHHOMY Ha 3KpaHe 8-1:

| Hactpoiika KK

THn Maprua N2 YpoBeHb [ata nered. PeaynbTarsi

1 Neik ES171-02 BbicoKuia 2022-10-31 8
2 Neitk ES171-03 Huaknia 2023-09-30 2

3 Neiik 123 BbicoKkuiA 2022-07-31 1

| BuiBpars Bee 4 4 11 [

o6 PegakTupoBaTh Ynan. Crimcok KK Tpadui KK
admin 27.9¢ @ & A R 002,
3kpaH 8-1. HacTtpolika KK
8.1.1.1 lo6aBneHune ¢annos KK
Mepen aHanNNM30M HOBbIX NAPTUN KOHTPONEN HeobxoaMMo f06aBUTL HOBbIM (hann
KK ans Kaxgon napTumn KOHTPONEN.
1. Meperipute K 3kpaHy Hactponka KK, Haxmute [o6aBuUTb, nocne yero

NnoABUTCA BCIJibiBatoLlee OKHO.
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PykoBofacTBO nosib3oBaTens reMaTonormMyeckoro aHanmnsaTtopa cepum H60

* Wudopmauun o daiine

Daiin Ne: 4 e Maprua N2: Pexum: CBC+DIFF =

YpoBeHb: BbicoKHRA hd Dara cpoka gercTs.: Tun: ek, -

* Llenb/orpaHnyeHune

Napam. #ﬂm MNpegen (#) Napam. #‘:"’;m Npegen (#) Mapam. alﬁ':’ianﬁ Mpepnen (#)
WBC RBC PLT

NEU# HGB MPV

NEU% HCT PDW

LYMi# MCV PCT

LYM% MCH P_LCR

MON# MCHC P_LCC

MON% RDW_CV

EOS# RDW_SD
EOS%
BAS#
BAS%

Wmnopt CoxpaHuTh

admin 27.3c B B M Ep 2021;.393-12

JKpaH 8-2. [lobaBneHue danna KK
2. Mpwn Hanuuum cooTBeTcTBYOWMX harnoB KK MOXHO BHU3Y HaxaTb UMnopT,
4TO6bI HAaNPsIMyO UMNOPTUPOBaTb 3TK daibl KK; B NpOTUBHOM C/ly4ae MOXHO
BPYUHYH BBECTU MH(POPMALMIO O KOHTPOASX, B T. Y. HOMep napTumn KK, ypoBeHb,
AaTy UCTEYEHUS CPOKa AENCTBMS, LieIeBOe 3HaYeHMe, Npeden nT. a.
3. B KkoHue HaxxmuTe CoXpaHUTb A5 ycrnewHoro gobasneHns HoBoro ¢anna KK.
¢ [lopspok umnopta ¢annos KK:

1. BctaBbTe USB-Hakonutenb, cogepxalymii darnbl KK, B nopt USB aHanu3aTtopa.

NMPUMEYAHUE.
® ®dannbl KK pgomkHbl pacrnonaratbcst B KaTanore «H60/qcimport» Ha

USB-HakonuTene.

2. Mepengute K 3kpaHy Hactpouka KK, Haxmute [obaButb > UMNopTt wu
BblbepuTe dann KK, koTopbli Heobxogumo [06aBWUTb, Kak MOKa3aHO Ha

3KpaHe 8-3.
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Digitally signed by Ceaicovschi Tudor
Date: 2025.09.03 15:26:45 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA |
PyKkosofcTBO NoJsib30BaTeNs reMaToN0rM4ecKoro aHanm3saTopa cepuun H60

naBa 14 NoncK n ycTpaHeHne HENCIPABHOCTEN

14.1 BBepgeHue
Ecoan B aHanuniartope 06Hapy)KVIBa}0TCFI OTKNOHEHNA OT HOPMbIl, 3HA4YOK
HeUcCnpaBHoOCTU . B BEpPXHEM TpaBOM Yyriay 3KpaHa U3 4epHOro CTaHOBUTCA

KpacCHbIM ., a 3yMMEP n3faeT 3BYK onoBelleHuns. Haxmute ., M NMNoABUTCA OKHO.
3aTtemMm BO BCM/bIBAOLWEM OKHe HaXmuTe BocctaHOBNEeHue, 4TObbI YCTPaHUTDL
I'Ip06f|eMbl, M B KOHLUEe, nocne TOoro, KakK Ha 3KpaHeE NoABUTCA COO6LLI,eHVIe

«BoccTtaHoOBNEeHMe BbINOMHEHO», HAaXXMKUTe Bbixop,

14.2 NHdopmayma 06 ownbKax n Nx ycTtpaHeHue

Hwxke npeactaBneHa wHOpMaLUs O BO3MOXHbIX Henonagkax ¢ [aHHbIM
aHanM3aTopoM M COOTBETCTBYIOLMX MeTodax MX ycTpaHeHus. Onepatopbl MOryT
YCTPaHUTb Henonagky COrfnacHO COOTBETCTBYWOLWMM MeToAaM YyCTpaHeHus
HencrnpaBHocTen. Ecnm ownbry Bce elle He yaanocb YCTpaHUTb, obpaTuTech B

pernoHasnbHoe NpeacTaBUTeNbCTBO CEPBUCHOM cyxxbbl Edan.

NMPUMEYAHME.
® Hewucnonb3yiTte s AMarHOCTUKMN pesynbTaTbl USMEPEHWI C
coobLeHneM 06 OTKIOHEHUUN OT HOPMbI.
® UHorga coobiyeHre 06 OTKAOHEHUWN OT HOPMbl MOXET BO3HUKHYTb M3-3a
yCNOBUIN U3MEPEHUS, HEMPABUILHON 3KCNAyaTaunnu, HapylLleHns B paboTe

annapara wav aHoManbHON NPo6bl U Apyrnx hakTopos.
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Hematology Calibrator User Manual

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

EDAN | Trademark Biological risks

Authorized representative in the
European Community

CE Mark

Caution

Date of manufacture Not for self-testing

® %

Not for near patient testing Unique device identifier

Contains biological material of
human origin

SHENCIESPASE N R

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.
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[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




C€

HCB600 Cleaner User Manual

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.
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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
. Consult instructions for 3 .
1 Temperature limit
use 2C
LOT Batch code d Manufacturer
EDAN Trademark &I 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
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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.
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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.

wl

EC | REP

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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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
#15 Jinhui Road, Jinsha Community, Eiffestrasse 80, 20537 Hamburg, Germany
Kengzi Sub-District, Pingshan District, Telephone: +49-40-2513175

518122 Shenzhen, P.R.China E-mail: shholding@hotmail.com

Tel: +86-755-26898326
Fax: +86-755-26898330
http://www.edan.com
[Date of Approval for Package Inserts]
June, 2023
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PyKOBOp,CTBO NONb30BaTENA reMaTONIOrM4YeCKOro aHannsaTopa cepmn H60

aHanusaTop NpeanoXuT  BbIMOAHUTL  obsizaTeNbHOE  TEXHMYecKoe
obcyxunBaHme ¢ ouncTuTenem huUnbTpa eNKOLUTOB NPU 3aMNyCcKe U3MepeHus,
KaK rnokasaHo Ha pwuc. 5-11.

e Moacka3aka

KonuuecTeo TecToe AOCTUrNG 6000. BeinonHute
TeXo6CNY MUBAHWE C OMHUCTHUTENEM.

OK
m
Puc. 5-11
Nocne nosBneHus 3anpoca HeO6XO,EI,l/IMO BbIMO/IHUTD TeXO6CJ'Iy)KVIBaHMe C
oynctuTenem. B MPOTUBHOM Cnyvae 3anyCcK U3aMepeHna Ha aHannlartope 6yp,eT

HeBo3MOXeH. CM. rnaBy 12.1 «<ba3oBoe TexobcayxmnBaHne» gns BbINONHEHUS

TexobcnyumBaHus C o4nCTUTENeM GUNbTPa NENKOLUTOB.

5.6 YnpaBneHune nonb3oBaTensiMm

Haxmute HacTp. > YnpaBneHue paHHbIMKM Mofb3oBaTesied A1s nepexoja kK

COOTBETCTBYIOLEMY 3KpaHy. 3gecb MOXHO p[06aBnsiTb, U3MEHATb W ypaanaTb

nonb3oBaTenen.

¢ [o6

1. Haxmnte [106 B HMXKHEN YacTK 3KpaHa, YToObl NepenTy K 3KpaHy, NoKa3aHHOMY
Ha 3KpaHe5-12. Beegute wuma nonb3oBatens (1-10cumBonos), naponb
(6 cuMBONOB) M NOATBEPXAEHME Napons (6 CUMBONOB).

2. Bbibepute TMN nonb3oBatens — obulMih MAM agMuUHUCTpatop. Mo ymonyaHuio
Bbi6paH 061 Nonb3oBaTeND.

3. TpwnxenaHnu MOXHO f06aBUTb onNncaHue.
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PyKoBOACTBO NOMb30BaTENA FEMATONOMMYECKOro aHannsatopa cepvin H60

4. Nocne BBOAA BCeX AaHHbIX Haxmute MpuHATb. BygeT BbIMOAHEH BO3BPaAT K
3KpaHy «YnpasneHue JaHHbIMU NOb30BaTeNeN» C 0TobpakeHneM nHdopmaumm

O HOBOM NoJib3oBaTene.

TS T AT S I

WM nonbsopatens

Naponkb
NogTeepxpaembin

TN O6hivHbIf NONb30BaTEND v

OnucaHue

OK OTMeHa

dkpaH 5-12. lobaBneHne nonb3oBaTens

€ PepakrtuposaTb

1. Bbibepute W[ nonb3oBaTens uM HaxMmuTe PefakTMpoBaTb B HIWDKHEW YacTu
3KpaHa. OTKpoeTCs BCM/bIBAKWMWA 3KpaH pefakTUpoBaHus. 3[ecCb MOXHO
n3meHnTb U, TN 1 onucaHue CyLLeCcTBYIOLLEro noab3osarens.

2. HaxwmunTte Copoc napons, nossutcsa 3anpoc «Copocutb naponb?». Haxmute OK,
“ Naponb byaet cobpoweH Ha «111». OgHOBPEMEHHO MOABUTCA BCIJibiBatoLLee
coobuieHmne «COHpOC Naposis YCrnewHo BbINOMHEH.

3. HaxmuTe MPUHATBL g5 COXpaHeHNs M3MeHeHHOW nHdopMaL K.

¢ VYpan.

Haxmute HacTp. > YnpaBneHue paHHbIMM nofnb3oBaTenen gns nepexoga K

COOTBETCTBYIOWEMY 3KpaHy. Bbibepute W[ nonb3oBaTens, KOTOPOro HYXHO

yaanuTb, n Haxmute Ypanutb. [osBUMTCAS BCNAbiBalOWee OKHO C 3anpocoMm

noaTBeEPXAEeHUA, HaXXMUTe OK agns yganeHuns Bbl6paHHOI'O nonb3oBaTenA.
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5.7 N3meHeHMe napons

HaxmuTte Hactp. > CMeHUTb Naposb, 4T06bl OTKPbLITh COOTBETCTBYIOLWMI SKPaH.
30ecb BBeaUTe CTapblil Naposib, HOBLIM MapoJib U €ro NMOATBEPXKAEHME, a 3aTeM

HaXxmMuTe MPUHATD, 4TOObI CMEHUTBL Napob.
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NMPUMEYHAHMUE.

® Mukponpobupka gnsi c6opa LebHON KanuAnspHOW KPOBU — 3TO
cneymasnbHas npobupka ans cbopa LeabHON KannAaapHOW KpoBw, B
KOTOpYto f06aBNeH aHTUKOAryNAHT.

® BbiNONHUTE aHaM3 KPOBK, COBPAHHOM U3 MOYKM yXa WM KOHUYMKA Nanblia
NnauMeHTa, Kak MOXHO cKopee. 3TO BaXKHO, MOCKO/bKY BBUAY Pa3HbIX
aHTMKOArynsHToB, fobaBaseMbix K Npobam LebHOW KanuanspHOW Kposu,
BO3MOXEH TreMOAN3 WU arrlTUHAUMS TPOMOOLMUTOB, HTO MOXET

NOB/MINATL HA TOYHOCTb Pe3yAbTaTOB aHaNl3a.

6.4.2 [epeyeHb NpoBepPOK

Haxxmunte AHann3 npobbl Ha OCHOBHOM 3KpaHe u BblbepuTe BkJagKy MepeveHb
NpoBepoOK, 4TOObI NepenTh K IKpaHy NepevHs NPOBEPOK, rae 0TobpaxaeTcs BHOBb
AobaBAeHHbIN CNUCOK NPob. 3aech MOXHO NPOCMATpUBaTh, AO06ABNSATL, U3MEHATD
M yRanaTb NnepeyeHb NpoBepoK.

B KOHTpo/nbHOM crnncke oTobpaxkaeTcs ToNbKo WHdopmauus o npobax ¢
coctoaHnem «fotoBo» wnnan «lpepBaHo». [pocmoTpeB wHdopmaymo 06
“3MepeHHoM Npobe, NneperanTe K 3KpaHy NPOCMOTPa AaHHbIX.

BbinonHunTe cnegytolmne gencTeus gns 4obaBneHNs, U3SMEHEHUS UV yaaneHnUs
nHdopmaymnn o npobax:

¢ [lo6

OTKpoWTe 3KpaH MepeyHs MpoBepok U Haxmute [ob6. MosasuTca OKHO. 3aech

MOXHO BBCCTI KI |cbopmau,mo 0 l'lp06C, IKOTOpaA pDigIioYacT cncaytowcc:
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PyKOBO,D,CTBO noJjib3oBaTensd reMaTo/IorM4eCKoro aHanmnsaTopa cepumn H60

WA npobwi « | 1

Gamunua
nayueHTa

Non

OTnenedne
Bpems aHanu3a

Cronka N2

Tun nauneHTa AMEY . RaymeHT

Bpay admin

W4 naywexTa
Bospacr lopa v
KoHTp. rpynna O6uwme ceeneHna ¥

Paxxum CBC v

Bpaud, npuHaBsLMiA
poapl

N2 xposaTi
Bpems nogauqn 2022-09-27 17:22:02

MNpo6upka N2

KommeHTapun

* 06a3aTtenbHoe none

Monyyenne JINC CoxpaHuTb OTmeHa

Puc. 6-4
® W[ npobbl (0653aTenbHO)

1) B none U npobbi MOXHO BBOAWUTL TONBKO LMdPbI U He 6onee 18 undp.

2) Mo ymonyaHuo Ans nepBolt Npobbl MOCAe eXeAHEBHOro BKIIOYEHUS
aHanusatopa yctaHasnausaetca U «1». Ecnn He nsmeHsTe U4 npobbl, N
cnegymowen npobol byaeT paseH U/ Tekyuien npobe natoc 1.

® WA nauyuneHTa

1) 3pgecb MoxHO BBecTM W[ nauumeHTa, KOTOPbLIN MOXeET COCTOATb W3
aHrMNCKKUX ByKB 1 Undp 1 He 6onee 40 6anT.

2) MoXHO TaKXe WCMONb30BaTb BHEWHUA CKaHep [N CKaHUMPOBaHUS
WTpmxKoAa v 3anucy N naymeHTa B aHanusaTop.

® WMA nauymeHTa
Beegute ums naumneHTa.
® Bo3spacrt, Non u KOHTP. rpynna
1) B none Bo3pacT MOXHO BblibpaTb eAUHULY BO3pacTa: 4Yacbl, AHW, MecALbl

nnnrogbl B 3aBUCUMOCTU OT CbaKTVI‘-IeCKOI'O BO3pacCTa nauneHTa.
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PykoBOACTBO Nonb3oBaTeNs reMaTo/IOrMY4ECKOro aHanmnsaTopa cepum H60

2)

B none flon MoxHO BbIOpaTb non nauueHTa: «Myx.», «KeH.» wau
«HensBeCcTHO» B 3aBUCUMOCTU OT CUTYaLMW.

Mocne BBOAa BO3pacTa W Bblbopa Mona nauveHTa aHanAusaTop
aBTOMaTUYeCKN COOTHeCEeT ero ¢ COOTBETCTBYIOWEN KOHTPOAbHOW FPYNnoii.
KoHTponbHbie rpynnbl MO YyMOMYaHWUIO BKAOYalOT «HOBOPOXKAEHHbIE,
«[letn», «B3pocnble, XeHWMUHbI», «B3pocable, MyX4uHbl» U «Obwwme
CBEAEHUSA .

Ecnu He BBecTW BO3pacT 1 He BbIGpaTb Nos, No ymon4aHuto byaet BbibpaHa
KOHTponbHas rpynna «O6wume ceegeHna». Ecan BBefeHHbI BO3pacT bonee
18 net, a non He BbibpaH, Takke 6yaeT BbibpaHa KOHTPOJIbHAA rpynna

«Obwume cBegeHUs».

Tvn naymeHTa

3p,er HaXMUTE KHOMKY pacKpbiBatowierocd cnncka u Bbl6epMTe TN

nauneHTa: «Cray. naymeHT», «<AM6YN. NauneHT», «<MegUUUHCKNUA OCMOTP» UK

«STAT» B 3aBUCMMOCTUN OT CUTyaLUMN.

Pexum

3aecb MOXHO BbIbpaTb pexxum «CBC» nnun « CBC+DIFF».

Bpau

38ecb MOXKHO BBECTU MH(OpMaLMIO O Bpaye.

Bpems B3aTus

370 none BblA€ENEHO CepbIM U HE AONyCKaeT BBONA. AHaJ'II/I3aT0p aBToMaTu4ecCku

BBOAWT AaTy aHa/n3a Nocnie 3aBeplUeHNs U3MepeHnA I'Ip06bl.

OTtgeneHue

3aecb MOXHO BBecTM MHbopMauuio 06 oTaeneHun, K KOTOPOMY OTHOCUTCS

nauneHT.

Ne konku
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PykoBofCTBO Nosib3oBaTeNs reMaToNOrM4YecKoro aHanamnsaTopa cepmm H60

30ecb MOXHO BBECTU UH(OPMaLMIO O HOMEPE KOWKM MaLneHTa.
® Crouka N2 (TonbKo g Mogesnim ¢ aBToMaTU4YeCKUM 0T60poM npob)
34eCb MOXXHO BBECTM HOMEP O CTOMKY Ans npob.
® [lpobupka N (TosibKO 1719 MOAeNN C aBTOMaTUYECKMM 0T60poM nNpob)
3Aa€eCb MOXHO BBECTU HOMEP MECTOMOJIOKEHUS O BaKyyMHYH NpoBUpKYy.
® Bpems ocmoTpa
3fecb MOXHO BbIOpaTb gaTy poAoB, KOTOpas He MOXeT 6biTb nosgHee AaTbl
aHanusa.
® KoMmMeHTapum
30eCb MOXXHO BBECTU APYryto UH(DOPMaLNto, CBA3AHHYO C 3TOM NPo60oI KPOBM.
Mocne HacTponKn Bcen MHbopMaunn Haxxmmute CoxpaHUTb, 1 ByAeT co31aH HOBbIN

nepeyeHb NpOBEPOK.

MPUMEYAHME.
® VHdopmaunio o Npobe MOXHO BBECTU, HaXKaB KHoMKy «Cned. npoba» Ha
3KpaHe aHanusa npobbl, n coaepXxnmoe gns Beoga byaeT TakuM xe, Kak
Ha 3KpaHe nepeyYyHs NPOBEPOK.
® MoxHo BBectn W/} npobbl B nose HacTPOWKM pexuma, YTobbl HayaTb

n3mepeHue npobel Nnocne gobaBneHNs NepeyHs NPoOBEPOK.

€ PepakTtupoBatb

1. Bbibepute nepeyeHb NPOBEPOK M HaMuUTe PegakTUpoBaTh, U Bbi CMOXETe
pefaKTMpoBaTh COAEPKMMOE NEPEYHS.

2. locne pepaktupoBaHus TpebyemMoro cogepxumoro Haxmute COXpaHUTb, U

COAEePXMMOE NepeyHs NPOBEPOK 6yaeT U3MEHEHO.
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Bxop B cuctemy

JKpaH 4-9. Bxop B cuctemy

NMPUMEYAHME.

® Y7106bI ObecneynTo  6€30MacHOCTb  [aHHbIX, COAEepXalMxcs B
aHanusaTope, cnegyeT  W3MEHWTb  Mapojb,  NPeAOCTaB/EHHbIN
nU3rotoBuTenem, nocine nepBoro BXOga B CUCTEMY B COOTBETCTBUU C
onucaHueM B r1aBe 5.7 «<Mi3MeHeHune napons».

® AAMUHMCTpaTOp  MOXeT  HacTpouTb obuwux nonb3oBaTenen u
nonb3oBaTenen-agMUHUCTPaTOpoB. KOHKpeTHble OelcTBUS CM. B

rnase 5.6 «<YnpasneHue rnosib3oBate/siMm».

4.6 AKTBauUKA peareHTa

MNocne BXOfa B CUCTeMy 0T06pa3I/ITC$| BCNNblBakollee ananorosoe OKHO akKtTuBaunun

peareHTa, NokasaHHoe Ha puc. 4-10.

R7



Digitally signed by Ceaicovschi Tudor
Date: 2025.09.03 15:26:24 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA |

PYKOBO,D,CTBO Mo/1b30BaTe/1A reMaToN0rM4eCcKoro aHaamsatopa cepum H60

R T i ROy

WA npobbi * |1 W4 naymenTa

damunua

nauuMeHTa Bo3pacr loa hd

Mon v KonTp. rpynna O6twue ceeneHna v

Tun naumeHTa AMEYN. nauMeHT v Pexmum CBC v
. Bpauy, npuHaswmi

Bpau admin pOAbI

OTtaeneHue N2 kpoBaTn

Bpema aHanwaa Bpema nogaum 2022-09-27 17:22:02

Croika N2 MpoSupka N2

KomMmeHTapuu

* 06azaTtenbHoe none

Monyyeuune NIAC CoxpaHuThb OTMmeHa

Puc. 6-4
® WA npobbl (06513aTesnbHO)

1) B none N[ npobbl MOXHO BBOAUTL TOIbKO UUdpbi 1 He 6onee 18 undp.

2) Mo ymonyaHuio Ans nepsol NPobbl NOCAE eXeJHEBHOro BKOYEHUS
aHanusatopa yctaHasnunsaetca W[ «1». Ecnn He naMeHsTs U/ npobsl, N[
cnepytouleit npobel bygeT paseH W[ Tekyuwen npobe nmoc 1.

® W/ naymeHTa

1) 3pecb MOXHO BBecTM W[ nauueHTa, KOTOPbIA MOXeT COCTOSTb U3
aHrNNNCKUX BYKB U Lndp 1 He 6onee 40 6anT.

2) MoXHO TaKXe WCMNO/b30BaTb BHEWIHWIA CKaHep ANA  CKaHWPOBaHMS
wTpuxkoaa v 3anucu M naumeHTa B aHanmnsaTop.

® MmMg naymeHTa
BeeguTe nms naymeHTa.
® BospacT, noa U KOHTp. rpynna
1) B none Bo3pacT MOXHO BbiGpaTh eAMHULYY BO3pacTa: Yacbl, AHWU, MecsLbl

nanrogbl B 3aBUCUMMOCTU OT dJaKTI/NeCKOI'O BO3pacTa nauneHTa.

[23%




PykoBoacTBO Nonb3oBaTeNs reMaToNorM4Yeckoro aHaamsaropa cepmm H60

2) B none Mon MoXHO BbiBpaTb Mon nauuweHTta: «Myx.», «<KeH.» wunu
«HensBecTHO» B 3aBUCUMOCTU OT CUTYaLMW.

3) Mocne BBOma BoO3pacTa M BbIGOpa Mofla NauveHTa aHanM3aTop
aBTOMATMYECKN COOTHECET ero C COOTBETCTBYIOLLEN KOHTPONbLHOW IPynmno.
KOHTposbHblE rpynnbl MO yMOAYaHUIO BKAOYawT «HOBOPOXKAEHHbIE»,
«[leTn», «B3pocnble, XeHWUWHbI», «B3pocnble, MyX4YUHbi» U «O6Wwmne
cBefeHus».

4) Ecnmn He BBeCTW BO3PacT U He BbiGpaTb Mo, No yMonYaHuio byaeT BbibpaHa
KOHTpo/ibHasa rpynna «Obwwme cBegeHus». Ecnv BBeaeHHbIN Bo3pacT 6osee
18 net, a non He BblbpaH, Takxke 6ygeT BbibpaHa KOHTPO/bHasA rpynna
«Obiwme cBefjeHUNA».

® Twun naymeHTa

30ecb HaXXMUTE KHOMKY pacKpbiBalLWErocs cnucka W BblbepuTe Twn

naumenTa: «Cray,. naumeHT», <AMBYN. NaumeHT», «<MegULUHCKUA OCMOTP» UK

«STAT» B 3aBUCMMOCTU OT CUTYaLUMN.

® Pexum
3aecb MOXHO BblbpaTh pexxum «CBC» nnu «CBC+DIFF».
® Bpau
34eCb MOXHO BBECTU MH(OPMALMIO O Bpaye.
® Bpewms B3aTusn
3To none BbiJeNIeHO CEPbIM U He AoMNyCcKaeT BBOA. AHaNN3aTOP aBTOMaTUYECKU
BBOAWT AaTy aHanM3a Nocne 3aBepleHns uamepeHuns npooboi.
® OTpeneHue

30ecb MOXHO BBeCTU uHpopmauuto o6 oTaeneHun, K KOTOPOMY OTHOCUTCS

naymeHT.

® N2 KOUKU

Q0




PyKOBOACTBO NO/Ib30BaTENsA reMaToIOrMYeCcKoro aHanmsaTtopa cepum H60

3f1ecb MOXXHO BBECTWU MH(POPMaLMIO O HOMEPE KOMKM NaLmneHTa.
® Crouka N2 (Tonbko gnsa Mogenu c aBToMaTUYeCKUM 0T60poM npob)
3Aecb MOXHO BBECTU HOMEP O CTOWMKY ANs Npob.
® [lpobupka N2 (Tonbko anst Mogenu C aBToOMaTUYEeCKUM 0T60poM nNpob)
3Aecb MOXKHO BBECTU HOMEP MEeCTOMOJIOXKEHUS O BaKyyMHYIO NPOGUPKY.
® Bpewms ocmoTpa
34ecb MOXHO BblbpaTb gaTy pofoB, KOTOpas HE MOXeT 6biTb No3AHee AaTbl
aHanusa.
® KommeHTapumn
30ecb MOXHO BBECTU APYryto MHMPOPMaLMIO, CBA3aHHYO C 3TON NPo60oIi KpoBM.
Mocne HacTponkm Beelt nHbopMaumm HaxmmuTe CoOXpaHUTb, M ByAeT co34aH HOBbIN

nepevyeHb NPOBEPOK.

NMPUMEYAHUE.
® VHdopmauuio o npobe MOXHO BBECTU, HaXaB KHoMKy «Cned. npoba» Ha
3KpaHe aHanusa npobbl, N cogepxrumoe s BBoAA byaeT TakUM xe, Kak
Ha 3KpaHe nepeyHs NpPoBEpPOK.
® MoxHo BBecTM W[ npobbi B none HAacTPOMKM pexmMma, 4Tobbl HayaTb

n3mepeHune npobbl nocne fobaBneHUs NepeyHs NPOBEPOK.

€ PepaktupoBaTtb

1. BbibepuTe nepeyeHb NPOBEPOK U HaXMUTe PegakTupoBaTb, M Bbl CMOXeTe
pefaKTupoBaThb CoaepXumoe nepeyHs.

2. MNocne pepakTMpoBaHusa TpebyeMoro cogepxummoro Haxmute COXpPaHUTb, U

coaepxxnMmoe nepeyHsa NpoBepoK 6y,qu n3MeHeHo.
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[naBa 11 YnpaBneHune peareHTamu

HaxmnTe PeareHTbl Ha OCHOBHOM 3KpaHe, YToObl NepenTyn K 3KpaHy YnpasneHune
peareHTaMu, rnokasaHHOMY Ha 3KpaHe 11-1, rge MOXHO BbIMOAHATbL OMepauumu,
CBA3aHHble C peareHTamu, BK/IOYAs 3ano/fiHeHMe/3aMeHy pasbaButens wu

3anonHeHme/3ameHy M3NPYROLWEero peareHTa.

Pearentbl

81.5% 91.2%

Hausarre Pas6asuTens Nusnpyrow i

peareHT
Naprua N2 W2204001

X2111001
EmkocTe 201

1000mL
Data oTKpLITHA 2022-07-09

2022-07-0%
WenonsdoRaTte 4o 2022-10-06

2022-10-06
Oata uctey 2024-04-08

2023-10-31

3anuTh pazbaBuTent 3a/MTb UIHPYIOLLMA

peareHy

adgmin 27.4°C a 5 B E‘f ; ,70,],,9[;"3‘”

JKpaH 11-1

NMPUMEYAHME.
® He ncrnonb3ynte peareHTsl, He YKa3aHHble komnaHuen Edan.
® liHdopmaumio O peareHTe MOXHO BBECTM W YAAAUTb TOMBKO MyTeMm
CYMTbIBAHUS KapTbl peareHToB.
® HapexHo xpaHuTe KapTy peareHToB. Ecnv KapTa peareHTOB yTepsiHa UK
He Yyntaetca, obpaTMTech B perMoHanbHOE NPeacTaBMTeNbCTBO CEPBUCHOM

cnyx6ebl Edan.
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PykoBoacTBO rnosib3oBaTens reMaToNnorMyeckoro aHanmsaTtopa cepum H60

NMPUMEYAHUE.

® Bepcus Bbinycka (nporpammHoe obecneyeHue): V1.

2.7.1 OCHOBHOW 3KpaH

Mocne BxoAa B CUCTEMY OTKPbIBAETCA OCHOBHOW 3KPaH, MOKa3aHHbIM Ha 3KpaHe 2-5.
Ha rnaBHOM 3KpaHe MOXHO Ha)XMMaTb pa3Hble KHOMKW A4/15 Nepexofa K pas3/InyHbIM
B/IOXXEHHbIM 3KpaHaM W BbIMOJIHEHUA pPa3HOOOpa3sHbIX onepauuin. 3pechb
npeacTasneHbl 10 KHOMOK, BK/OYAs aHanmM3 Npobbl, MPOCMOTP AaHHbIX, aHanu3s KK,
KanMbpoBKa, ynpaBieHWe peareHTamu, O6CNyXMBaHWe, CnpaBKa, HacTpoWKa M
3aBeplieHne paboTbl, KOTopble ByayT NpeacTaB/ieHbl MOOYEPEAHO B CedyHoLMX

rnaBax.

0 =

AHanus npobebl Mpocmarp KK Kanu6poeka
AaHHbIX
S— osm—
BOCAROMABOAMM Cepeuc CnpaBka Hactp.
OCTb
PeareHTbl Jasepluerue
pa6oTbl

Bepeua abinyeka N0 V1 NonHas sepena N0 V111

admin 202c B @ M MWy 190

3KpaH 2-5. OCHOBHOW 3KpaH

2.7.2 KHonKu 6bIcTpOro goctyna
Ha oCHOBHOM 3KpaHe B BepXHeWn 4acTu OTOoOpaXkatoTCa 3HAYKU KHOMOK ObICTPOro

poctyna. BoT nx dpyHKumm:

31
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