YHILO

YHLO

AHanunsaTtop CKOpocTu oceaaHus
aputpouutoB (COI) VISION

PykoBoACTBO No 3Kcnsyartauum

B

WSHBY>K3Hb HOXJ10 BUOTEX KO, NTA.
M 3panue 1, 6uonapk KOXIO, 2-a gopora BaonyH, nogpaitoH baonyH, paiioH
JlyHraH, WaHbwkaHb, M'yaHayH, 518116, Kutan

EC |REP Lotus NL B.V

Koningin Julianaplein 10, 1e Verd, 2595AA, lNaara, HugepnaHabl




YHLO




YHILO

lNpaBa MHTenneKkTyanbHOM COGCTBEHHOCTHU

Bce npaBa mHTEennektyanbHon cCOBCTBEHHOCTW Ha OaHHOe PykoBOACTBO Monb3oBaTens u
NPOAYKTbI, cogepxawmeca B Hem, npuHagnexat komnanmm LUOHBYXKSOHb KOXINO BMOTEX
KO (SHENZHEN YHLO BIOTECH CO., LTD.) Bce npaBa 3awuueHbl. H1 ogHO nvuo nnm
opraHv3auus He MMeeT npaBa KoNMpPoBaTb, M3MEHATb UM NEPEBOAUTL JTH0OYH0 YacTb JaHHOrO

PYKOBOD,CTBa nonb3oBarernsi 6e3 NncbMeHHOro cornacus komnanum YHLO.

UHdopmaumsa o npoaykre

HasBaHue npogykTa: AHanmsaTop ckopocTu oceganus aputpoumTtoB (CO3I) VISION.
Mopgenu: VISION Pro-A, VISION Pro-B, VISION Pro-C

YHukanbHaa ngeHtudukauma: GMN:692591270145HC

Ha3HauyeHne : AHanusatop ckopocTu ocefaHus aputpoumnTtoB (COJ) VISION - ato
MOMHOCTbLIO aBTOMAaTM3NPOBaHHbIM aHanuaatop COJ, npegHasHayYeHHbIN Ana onpeaeneHus
CKOPOCTU OCefaHNsa 3pUTPOLIUTOB B LENbHON KPOBM, B3ATON B KITMHUYECKUX ycrioBuax. OH
NCnonb3yeTcss AN OUEHKM MPOrHO3a HEKOTOpbIX 3aboneBaHUn U MMeeT OnpeneneHHyHo
NPVKNagHyo LEHHOCTb NPU OTNMYEHUM OBPOKAYECTBEHHbIX OMYXOnemn OT 3N10Ka4YeCTBEHHbIX.
Mpegnonaraembli NONb30BaTeNb - CNELManMCcTbl labopaTtopun unu nepcoHan, oby4eHHbIn

nabopaTopHbIM UCMLITAHUSM.

O pykoBoacTBe MO 3Kcnsiyatauum
Homep Bepcuu: V5.0

Bepcusa nporpammHoro obecneuyenus: V1

KoHTakTHast uHopmauums 1 nocTtaBLMK NOCNENpPoaaXXHOro

obcnyxnBaHus

LleHTp o6cnyxuBanma knmentoB: SHENZHEN YHLO BIOTECH CO., LTD.

Appec: 3ganne 1, 6uonapk KOXJ1O, 2-a nopora baonyH, nogpanoH BaonyH, panoH JlyHraH,
LWaHBwKaHL, MNyaHayH, 518116, Kutan.

Ten.: 0086-755-26473359

dakc: 0086-755-26473319

Cant: www.szyhlo.com

OnekTpoHHas noyta: intl.service@szyhlo.com
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YHLO

OTBeTCTBEHHOCTb Ha CTOpPOHE npoudsoguTens

CopepxaHue [aHHOrO PYKOBOACTBA MOXET ObiTb M3MeHeHO 6e3 npeaBapuTenbHOro
yBEOOMIIEHUS.
Bcs uHdopmauusi, copepxallasics B [OAHHOM PYKOBOACTBE, SIBMSIETCS [OOCTOBEPHOMN.
WIOHBYYKIHBCKAA KOMIMAHNA KOXNO BUOTEX KO, NTA. (aanee YHLO unu KOXINO) He
HeceT OTBETCTBEHHOCTM 3a coAep)kallmMecsl B HEM OLMOKKM, a Takke 3a crnydvailHble WUnu
KOCBEHHble YObITKM B CBSI3U C NPeLoCTaBneHWeM, MCMONHEHWEM WM MCMOMb30BaHMEM
[AaHHOro PyKOBOACTBA.
Komnanns YHLO HeceT OTBETCTBEHHOCTb 3a BNUsSHME Ha 6e30MacHOCTb, HAAEXHOCTb U
Npou3BOANTENBHOCTL AAHHOIO NPOAYKTA, TONMbKO €Cru:
1. BCe onepauuy Nno yCTaHOBKE, PaCLUMPEHUI0, N3MEHEHMI0, MOANMUKALUN U PEMOHTY
[AaHHOro N3aenust 4OMKHbI BbIMOMHATHCS YNONMHOMOYEHHbIM nepcoHanoM YHLO;
2. 3neKkTponpoBoAKka B COOTBETCTBYHOLLEM MOMELLUEHUM COOTBETCTBYET AEWCTBYHOLLUM
HaLMOHanbHbIM U MECTHbLIM TPeBOoBaHNAM;

3. NpoAYKT UCNOSb3yEeTCA B COOTBETCTBUN C I/IHCprKLl,I/leIZ Nno NpMMeHeHnto.

A BHumaHue

BaxHo, 4TOObI 6OJ'IbHI/IL|,a nnn opraHn3auunsa, ncrnosb3dyrwiad 310 o6opy/:|,OBaH|/|e, BbINOJIHANA
Hagnexawmin nnaH OGCJ'Iy)KVIBaHI/IFI N peMoOHTa. I'IpeHe6pe>|<eHV|e 3TUM MOXET NpPUBECTU K

NnoyioMKe O60pyD,OBaHI/IF| N TpaBmamMm.

A

[laHHOe 06opyaoBaHMe AOMKHO KCMyaTUpoBaThbCs KBannuUUMpoBaHHbIMW/0GYYEeHHbIM

MpumeyvaHue

cneunanmncramMmm

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru



YHILO

MapaHTuAa

,D,aHHaFI rapaHTna ABJIAETCA WCKIMIOUMUTENBHOM U 3aMeHsieT cobol Bce apyrue rapaHtum,
ABHbIE UIKN nNogpa3dymMmeBaeMble, BKITHOHaA rapaHTum ToBapHOro COCTOAHNUA UK NPUTOAHOCTU

ANSl KOHKPETHbIX Lenen.

UcknroveHus

Ob64as3aTenbcTBa UM OTBETCTBEHHOCTbL koMnaHmm YHLO no AaHHoMn rapaHTnn He BKIHO4alkoT B
cebsa kakme-nmodo TPaHCNOPTHbIE UIMN UHbIE pacXodbl, a TakkKe OTBETCTBEHHOCTb 3a I'IpFIMOI7I,
KOCBEHHbIA UIK MOOOYHbIN yUJ,ep6 nnn 3afgepxky, BOSHUKLWINE B pe3dyribTaTte HenpaBuiibHOIo
MCcnofib3oBaHMA U1 rnpMMeHeHna n3gernna, ncrnosib3oBaHnA netanen vnm akceccyapos, He
Oﬂ,06peHHbIX komnaHuen YHLO, unun PEMOHTa, BbINOJIHEHHOIO NMuamMmun, He ABJIALWLNMNCA

YNOMHOMOYEHHbIMM cneynanuctamm komnadum YHLO.
HacTosilasa rapaHTust He pacnpoCcTpaHseTCs Ha:

1. HewncnpaBHOCTb MnNn NnoBpeXxaeHue, BblI3BaHHOE HENPaBUIbHBIM UCMNOJTb30BaAHNEM.

2. HewucnpaBHOCTbL N NOBpeXaeHe, Bbl3BaHHbIE HECTAOUMbHBIM UM HECTAHAAPTHbLIM
NUTaHMEM.

3. HewncnpaBHocTK mnm noBpexaeHus, Bbl3BaHHbIE dopc-MaxopHbIMU
obcToATENLCTBAMM, TAKMMU KaK NoXap Unn 3eMreTpsiCeHne.

4. HewucnpaBHOCTM UNKN NOBPEXAEHWS, BbI3BaHHbIE HEMPABUIIBHOW 3KCMyaTaumnen nnm
PEMOHTOM HekBanMMUMpoBaHHLIMI crieunanmcTaMmi.

5. HewncnpaeHocTb npubopa wmnu getanun, CEPUNHLIA HOMEpP KOTOPOM HegoCTaTO4YHO
pa3bopuuB.

6. ,El,pyrvle, Heé Bbl3BaHHblEe CaMM UHCTPYMEHTOM Ul aetarblo.
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YHILO

3asiBneHne o6 MHTennekTyaribHom CO6CTBeHHOCTH

SHENZHEN YHLO BIOTECH CO., LTD. BnageeT npaBamMu WHTEnNneKTyanbHON
coBCTBEHHOCTU Ha AaHHbI NnpoaykT YHLO n gaHHoe pykoBoacTBo. B AaHHOM pykoBOACTBE
MOXeT cofepXaTbCs MHopMaLng, 3aLlmLeHHas aBTOPCKUM NPaBoOM UIu naTeHTaMu, 1 OHO
He nepeaaeT HUKaKMX NIMLEH3MI Ha NaTeHTHbIe NpaBa unn asTopckue npasa komnaHum YHLO

UK gpyrmux nuu.

Komnanma YHLO HamepeHa coxpaHWTb COAEpXaHMe OaHHOro PyKOBOACTBA B KayecTBe
KOH(pnaeHuunansHon nHgpopmaumm. PasrnawweHme nHdgopmauumn, cogepxallenca B JaHHOM
pykoBofcTBe, nobbiM cnocobom 6e3 nucbMeHHoro paspeleHnsa YHLO ctporo 3anpelyeHo.
Bbinyck, n3aMmeHeHue, BOCNpou3BeaeHe, pacnpocTpaHeHne, caya B apeHay, agantauuns,
nepesog nnu noboe apyroe NponsBo4HOE OT JAHHOrO pykoBoAcTBa ntobbiM cnocobom 6e3

nMcbMeHHoro paspeweHmsa YHLO cTporo 3anpeLyeHsi.
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YHLO

OrpaHuyeHue 1 npegynpexaeHue

MoxanyincTa, WCnonb3yiTe KOMMOHEHTbI, MNPEdOCTaBliEHHble WM PeKoMeHOOBaHHbIe
npoussogutenem (YHLO). OTBETCTBEHHOCTb 38 HEUCMNPABHOCTM, BO3HUKLLNE B pesynbrarte
HecobnoaeHNs MHCTPYKLMUM MO 3KCMNyaTaummn NponssoanTens, NexuT Ha nonb3oBarerne.

Pabota npuGopa 3aBMCMT OT COOTBETCTBYIOLLEro MporpammHoro obecnedyeHus. Jliobble
NOBPEXOEHNA W B3MOMbl MPOrPaMMHOIO OfecrneyYyeHnss [AOMMKHbl paccMaTpuBaTbCs Kak
HapyLleHve rapaHTUiHOro cornailenus. B atom cnyyae YHLO ocTaBnsieT 3a co6oi npaBo
npekpaTuTb nocnenpogaxHoe o6cnyxuBaHWe WM nogaTb B Cyd Ha Hapywwutensa. Ecnu
nonb3oBaTenio TpebyeTca TexHudyeckass MoAdepxka, obpaTuTecb B MECTHbIA LEHTP

obcnyxmBaHusa KNMeHToB nnu B ronoBHon ocumc YHLO B LaHBWwKIHE.

Q BHuMaHue

He I/ICI'IOJ'Ib3yI7ITe AaHHOEe PYyKOBOACTBO, €CJin B HEM OTCYTCTBYHOT CTPaHULbI.

UTtobbl 3anpocuTb HOBOE PYyKOBOACTBO, obGpaTtuTecb B OTAEen OOCMy>XMBaHUSA KIMEHTOB
KomMnaHuun-nponssogutens. Ten: +86-755-26473295
Ten: +86-755-26473359

I'Io>|<ar|y17|CTa, y6e/:1,|/|Ter, 4YTO Bepcuda nporpamMmmHOro obecneyeHns COOTBEeTCTBYET
PYKOBOACTBY NO 3KCMyatauunn. KomnaHms YHLO He HeceT OTBETCTBEHHOCTM 3a NOOLIE
npAamMbli€ UM KOCBEHHbIE ownoku, ﬂ,e(beKTbl, MHUMOEHTblI U noBpeXaeHunsd, Bbl3BaHHbIE

ncnoJsib3oBaHMeM nporpaMmmHOro obecneyeHus, He COOTBETCTBYHKOLLEro sepcumn np|/|6opa.
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YHILO

1. BBegeHue

1.1 O6nactb NnpMMeHeHuUs

AHanusaTop ckopocTtu oceganuna aputpoumTtoB (COJI) VISION (B ganbHenwem Ha3biBaeMblii
aHanusaTop unu npubop) 3TO KMMHUYECKUA OMArHOCTMYECKMA Npubop Ans onpegeneHus
BENUYMHbI OceaaHnsa obpasua KpoBu YernoBeka. [py ncnonb3oBaHUM OAHOPAa30BbIX MPOOUPOK
c OOTA konn4yecTBO MecT Ans obpasuoB And Tpex mogenen cocrtaensier 8, 16 u 32
COOTBETCTBEHHO. Bo Bpems TecTa crtonka ¢ npobupkamu noBopaymBaetcd Ha 180° ¢
NOMOLLbIO MOTOpA.

Mocne noBopoTa o6pa3subl B NPoOGUpKe MOMHOCTBHIO MEPEMELUMBAOTCA M pacnoraralTcs
BEPTUKANbHO B CTATUYHOM MNOMOXeHMU. 3aTeM WHEPaKpacHbI usnyvarenb U NPUEMHUK
CKaHupyloT obpasubl Npobupok. TakMm o6paszoM, MOXHO MOMNYYUTb 3HAYEHME CKOPOCTU
ocefaHusA KNeToK KpOBM, a nporpammHoe obecnedyeHve npubopa co3naéT AUHAMUYECKYHD
KpuBylo ceammeHTauuun. lMonb3oBatenu MoryT pacnedartatb pesynbratbl Tecta. [lpubop
paboTaeT B 3aKpbITOM cpede, NO3TOMY onepaTtop 3alMileH OT MOTeHUManbHOro pucka
MHUUMPOBAHNS  KNMHNYECKMX obpasuoB. B npouecce pabotbl npubop paboTtaer B

aBTOMaTU4eCKOM pexnme.

1.2 CTpykTypa AHanusartopa

Mpubop coctouT wm3 kopnyca, Gnoka nuTaHus, OepxaTens, wratmBa Ans npobupok,
YCTaHOBMEHHOIO Ha [fep)xartene, YCTpOMCTBA ANA NepeMeLlunBaHuMs U YCTPOMCTBa LS
CKaHMPOBAHWNA KINEToK KpoBu. Kopryc MHCTpPYMEHTa COCTOUT U3 OTAENEHUN: BEPXHEro, ABYX
OOKOBbIX, NepegHero, 3agHero U HxXHero. BepxHun, 3agHuii n aBa GOKOBbLIX OTCEKa MOXHO
CHATb € Npubopa, 4Tobbl 06ecneunTb Nerkun 4oCTyn Ana o6CcnyXnBaHmS.

MpunbGop ynpaBnsieTca BHYTPEHHUM NPOrpaMmMHbIM 0becneyeHnemM, KOTOpoe MOXKET COXPaHSTb
00 5 000 pesyneraTtoB ncnbiTaHui. [MporpammHoe obecnedeHe MOXeT ynpaBnsaTb Npnbopom

OnNs BbINONMHEHUA TecTa. BoikntoyaTenb NnnTaHus pacnonoXxeH Ha 3agHen naHenm an6opa.

1.3 AKceccyapbl Ana akcnnyaTtauum

AKceccyapbl BKITKOYEHbI B KOMIMJIEKT NOCTaBKWH, nomanyMCTa, MPOCMOTPUTE MPUNoXeHne and
nony4vyeHuns I'IOD,pO6HOIZ I/IH(*)OpMaLl,I/IVI n noarsepXxaeHus. Ecnn kakas-nmbo u3 YKa3aHHbIX
netanen yTepdaHa WU  noBpexaeHa, nomanyMCTa, CBAXNTECL C TEeXHU4YEeCKUMU

cneumnannctamum ,EI,VICTpVI6bI'OTOpaMI/I.
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YHILO

1.4 TexHn4Yeckue AaHHbIE

Oucnnen

7-010MMOBbLIN ceHCOopHbIN XKK-akpaH

NHamn KaTtop nnTtaHuna

CseToanon, 3eneHbin

Ol'lepaLl,I/IOHHaFI cucrema

Linux

Nugmkatop paboThl

CaeToanon, »enTbii

NHamn KaTop HENCNpPaBHOCTU

CeeTtogunop, KpacHbIN

CKOpOCTb TECTUPOBAHWS

20 MuH/UpnKn

Tunbl mooenen

8 noanummn obpasuos (VISION Pro-A)
16 noaunummn obpasuos (VISION Pro-B)

32 nosuuun obpasuos (VISION Pro-C)

TpeboBaHue k Npobupke

Jliobasa npobupka ¢ QATA gnameTtpom 12 /
13 Mm

O6bem obpasua

1,5mn ~ 3,5mMn

CkaHupytoLlee YCTPONCTBO

WHdpakpacHoe nsny4vatoLlee u
npuHUMatoLlee YyCTPONCTBO

TOYHOCTb CKaHnpoBaHWUA

0,25 mm

MecTo ycTaHOBKU

Cwm. pasgen 1.5.

MpuHTEP

BHYTpeHHUI TepMOonpuHTEP

NpaeHTndumkaumna obpasua

BHYTpeHHUI CKaHep LUTPUX-KOO0B

MCTOYHMK NnTaHKUs

100-240 V, 50/60 Hz

BxogHOW MCTOYHUK NUTAHUS 220VA

[MpegoxpaHnTens 250V 3A

Pasmep 352 mm X 365 mm X 325 mm
Bec 11.5kr/12kr/12.5kr

Tabnuua 1-1 TexHudyeckue gaHHble
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YHILO

1.5 TpeboBaHusA K ycTaHOBKe

[nana3oH Temneparyp 18-30°C

BnaxHocTb 40%~80% oTHOCUTENbHAsA BNAXHOCTb
BO3AyXa

ATmocdepHoe gaBrneHme 75,0 klMa~106,0 klMNa

NCTOYHMK NnUTaHus 100-240 B~, 50/60 I'y

PasHoe Mpnbop pomkeH ObiITb YCTAHOBMEH B

XOopoLwo npoeeTpmBaemMomM MOMELLEHNN U
NOAKIHO4YEH K TPEXKNITbHOMY LLHYPY
nATaHnaA Cc Xopownm 3a3eMJ1IEHNEM.
N3berante CUMbHbIX MarHUTHbIX MOMEX,
OepXutecCb noaarblle OT B3PpbIBOOMACHbLIX
rasos, nbiji, NPAMOro ceBeTa U NorpyxeHud

B BOAY.

Tabnuua 1-2 TpeboBaHus K yCTaHOBKe

1.6 loHrn (3aneKTpoHHaA TecT-KapTa)

[OHrM — 3TO 9NeKTPOHHas TeCT-kapTa, MNO3BONAOLLAA CUCTEME C OrPaHUYEHHbIM OOCTYNOM
3anyckatb NpobHble TecTbl. [JOHN COAEePXUT NULEH3MIO, KOTOpasa NO3BONSET UCNOMb30BaTb
onpeaeneHHoe KonmyecTBo NPOBHbIX TECTOB, 3TO KONNMYECTBO OTOOpaXkaeTcst B MHTepdence
nporpaMmMbl U YMEHbLUAETCA MO Mepe MCMonb3oBaHus. Ecnv konuyecTBo MCNonb30BaHUN
HEeQOCTaTOMHO ANs NpoBefeHUsa NpoOHbIX TeCTOB, MOMb30BaTeSlb JOMKEH NGO MONOMHUTL
OOCTYNHOE KONMYeCcTBO, NMMB0 3aMeHnTb AOH. YTOObl CNONb30BaTh AOHTI, NOAKOYMTE €ro
k USB-nopty aHanusatopa. 1o KonvyecTBy TECTOB WMMEKTCHA AOHIMblI Ha cregylouiee
KonmyecTBo TecToB: 0 (MycTas 3neKkTpoHHas TecT-KapTa, C BO3MOXHOCTbIO MOCMEeAyoLLEero
nononHeHust Tectos), 10000, 20000 1 50000.

EcTb oBa BMaa 4OHIMOB:

1) MacTtep-goHrn: TOnbKO AN MCMONb30BaHWS aBTOPM30BaHHbIM AUCTpUbbIOTOpOM. OH
ncnonb3yeTcs Ans pacnpegeneHnsl KonuyectBa TeCcTOB AN LONOMHUTENbHbLIX AOHIIOB,
Takke MOXeT UCNonb30BaTbCs ANsl TECTUPOBaAHNSA 0Opa3uoB.

2) ononHUTENbHbIM AOHIM: AN1S UCNOMb30BaHUSA KIMMEHTOM.

Puc. 1

MacTtep-goHrn (cnesa),

OOMNOSTHUTENbHbIN AOOHIM

(cnpasa)

12
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2. Bbe3onacHoCTb

2.1 Onepartop

I'IpM6op MCNornb3yeTcAa UCKIHYUTESNTbHO O5A KITMHUYECKOW ANarHOCTUKM. OnepaTopOM

aBnsietcs Yenoeek-mHxeHep YHLO u/vnu nepcoHarn, ob6y4eHHbIM ouLmanbHbIMK gunepamu.

2.2 TpeboBaHMA K NpobUpkam

MoaxoaaT nobble NNacTMKOBbIE UK CTEKNAHHBIE Npobupkn ¢ OTA anametpom oT 12 o 13
MM. CkaHep MOXeT CkaHupoBaTb obpaseL, C MOMOLLbI0 ITUKETOK C TOBAPHbIM 3HAKOM U
LUTPUX-KOAOM, MPUKPENseHHbIX K npobupke. Bo Bpemsa ckaHMpoBaHWs, NOXanynucta,

0O3HaKoMbTech ¢ npunoxeHuamu Il n lll ons obecnevyeHnst TOYHOCTU TecTa.

2.3 Obpasewy

O6pasey npeacraBnsaet cobon BEHO3HY0 KPOBb, Npu 3abope KoToporn Heobxoanmo n3beratb
obpasoBaHus nysbipbkoB. OOpasey, npeactaBnsieT coOOW aHTUKOArynsHTHYH LENbHYH
KpoBb, B koTopo Ha COQJ Bnusetr rematokput (HCT «kposu). Korma HCT kposwu
yBennuuBaetcd, COO He OyadeT ycKOpSATbCHA, OaXe ECNN HaKoMfieHWe 3SpUTPOLMTOB
yBenuumaetca. Ho korga HCT kpoBu cHwmxkaetcs, CO3 6GyaeT ycKopsiTbCHA, AaXe ecrnu
HakonneHne aputpoumToB B HopMme. lMoatomy, koraa HCT coctaBnaet meHee 35%, COJ

OOJDKEeH ObITb OTKaJ'II/I6pOBaH B cooTBeTcTBUM C ero HCT KpOBMU.

XOTa ucnbiTaHne NpoBOAUTCA B 3aKpbiTOM cpefe, obpasubl OOMMKHbI obpabaTbiBaTbCs B
COOTBETCTBUU C Haanexatlen nabopaTtopHoOm NpakTUKon (HageBanTe nepyaTkm n yHudopmy),
NMockonbKy 06pasubl MOryT codepXaTb OnacHble MaTepwuarnbl, KOTOpble HaHOCAT Bpen
300pOBbIO Yenoseka u okpyxatowen cpege. C ogHopasoBbiMu Npobupkamu ¢ SOTA cnepyet

O6paLLl,aTbCF| KaK C noteHunaribHo I/lHCbeKLI,I/IOHHbIMVI.

2.4 CumBOnbI 1 0003HaYeHuUs

B PYKOBOACTBE 1 Ha U3gennn UCnosib3yrTCcA crneayruime 0003Ha4eHus.

CumBonsl 3HadyeHune
BHumaHue: obpatutecs K
CONPOBOAMTENBbHOM AOKYMEHTaUun

13
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MpenynpexaeHue o Guonornyeckomn
OMaCHOCTW: PUCK 3apaxXeHns

noTeHumnanbHO Gronornyeckn onacHbIMn

NMHdEeKLNAMU

MPEOYMNPEXOEHWE: INTasepHbin nyy

BHNWMAHWE: ByabTe 0CTOPOXHbI C
pykamu.

MopT Ethernet

USB-nopTt

Cnot gna SD-kapTbl

KaTanoxHbii Homep

CepuiiHbI HOMeEp

I'Ipov|330/:|,|/|Tenb n gata n3rotoBrneHund

YNONMHOMOYEHHbIN NpeacTaBUTeNb B
Esponewckom Cotose

3Hak CE

IMpOKOHCYNLTUPYNTECH C UHCTPYKLUUEN

[MepeMeHHbIN TOoK

MepguumHckoe yCcTporUCcTBO AN
AMarHoCTuKM in vitro

BkntoveHne nutaHms

BbikntoueHne nuTaHms

BHumaHue

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru
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1

OTOT CUMBOS yKa3blBaeT Ha TO, YTO
cucTema JormkHa ObiTb YyTUNM3npoBaHa
obpasom B COOTBETCTBUN
rocyaapCTBEHHbIMU UK cbegepanbHbIMM
3aKoHaMu.

OTOT cumBOI Takke obo3HavaeT
pasgenbHbIi CO0p 3NEeKTPUYECKOro U
3MNeKTpoHHOro obopyaoBaHus B
COOTBETCTBUM C TPeBOBaHMAMY K OTXOAaM
3MEKTPUYECKOTO U ANIEKTPOHHOTO
o6opynosaHua (WEEE) OupekTtunBa

Tabnuua 2-1 CuMmBoO-nbI U 3Ha4YeHne

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru
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YHLO

2.5 UpeHTudukauusa npubopa

NHdopmaums, ykaszaHHasa Ha naeHTumkaumoHHon Tabnuyke:

o HasBaHue MHCTpymeHTa

e« Mogenb

e MapknpoBka npnbopoB Ana AnarHOCTUKM in vitro

e Onektpuyeckue TpeboBaHMs U MakcUmarbHas noTpebnsemast MOLWHOCTb
o CepuiHbI HOMEp

e [laTa narotoBneHus

e 3Hak CE

e HasBaHue npoussoautTens

e Agpec npoussoguTens

2.6 MNepeknioyaTenb aBapUMMHOro OTKIMOYEeHUA NUTaHUA

B cnyyae ypesBblyanHOM CUTyauumn OTKITOYUTE AnekTponuTaHme npnbopa, BbIKMYMB
nepeknoyaTenb NMTaHUS, PacnonoXeHHbIW Ha 3aaHen naHenu npubopa, Unn BblHbTE
BUIKy 13 po3eTku (Mpubop fomkeH BbiTb pacnonoXxeH B NErkOAOCTYNHOM MeCTe Ans

BbIKITHOHaTENA I'IVITaHl/IFI).

3. YcTtaHoBKa npunbopa
3.1 NoaroToBKa

3.1.1 CneumnanucTtbl N0 yCTaHOBKEe

[MepcoHan, BbINOMHSALWNA YCTAHOBKY, OrpaHM4YnBaeTcsl TOnbKo uHxeHepom YHLO

nnn nepcoHanom, ynoJIHOMO4YE€HHbIM NOCTaBLLUMKOM YCIyT.

16
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3.1.2 locTtaBKa, XpaHeHue 1 pacrnakoBKa

r | r , 1 r |

r o 1

Puc. 3-1 NHgnkaTop ynakoBku
Mpun gocTtaBke n xpaHeHun cobnogante cneayowmne TpeboBaHms.

e He xpaHuTte npnbop BO BnaxHow cpeae. depxnte npubop BAann OT NpsMbIX
COSHEYHbIX NyYen 1 HarpeBaTenbHbIX NPUBOPOB, Takmx kak oborpeBaTens.

e Bo Bpemsa gocTtaBku TemnepaTtypa A0SDKHA NOAAEepXMBaTbCH B Ananas3oHe oT
0 °C po 40 °C. XpaHeHune: 0~40 °C , 20~85% oTHOCUTENBHOW BNAXXHOCTW.
Boanun oT 9po3noHHOro rasa v gepxatb NPOCTPAHCTBO ANA XpaHEeHUS XOPOLLO
BEHTUMPYEMBbIN.

e He ocTtaBnanTe ynakoBKy B JOXASIMBYIO NOrogy uiv B YCNOBUAX NOBbILLEHHOW
BNaXXHOCTW.

e Bpanu oT MarHUTHbIX MOMEX N ayaANOYyCTPONCTB, TaKUX KaK ANHAMMUK.

e [lomecTtuTte Nnpnbop Ha yCTOMYNBYIO NOBEPXHOCTb.

e [lageHune ¢ BbICOTbI UMK BHELLHEE PU3MYECKOe CTONKHOBEHWE MOTYT MPUBECTH

K NOBPEXAEHUIO UM HEMCNPABHOCTM Npubopa.
Mpw pacnakoBke crieaynte NpuBeAeHHbIM HIKE UHCTPYKLMAM:

e Martepman ynakoBku - TBepAbli KapTOH. [Noxanyncra, npoBepbTe ynakoBKY
nepen pacnakoBKOW.

e [lpoBepbTe NpUBGOP M KOMMOHEHTLI B COOTBETCTBMM C YNAKOBOYHbLIM JIUCTOM
npu pacrnakoBke.

e Msrko NonoXxuTe MHCTPYMEHT Ha paboyee NPOCTPaHCTBO.

17
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e [lpoBepbTe COOTBETCTBME CEPUNHONO HOMeEpa Ha 3aBOACKOM Tabnuuke

npubopa, B cepTudumkaTe COOTBETCTBMS U B BEAOMOCTM NOCTABKM.

e OcmoTpute npmbop, 4Tobbl NPOBEPUTL, HET NN OCNABMEHHbIX, MOrHYTHIX UK
TPEeCHYBLUUX AeTanen.

e [locne pacnakoBku, Noxanyncra, He BblbpacbiBanTe ynakoBKy, YToObl npnbop
MOXHO YynakoBaTb MpW XpaHEeHUW, OOCTaBKE WNM nepedadve, ecrnm OH He

ncnonblyeTcd B Te4eHne OrnTeribHoOro BpemMeHun.

3.2 YcTaHOBKa

e PacnakyinTe ynakoBKy 1 gocTaHbTe npubop.

e Paamectute npnubop B MecTe, rae ectb CBOOOAHBINM AOCTYN K pO3eTKe C
3a3emreHnem, n ybegmrtechb, YTO paccTosiHME Mexay Npnbopom 1 po3eTKon
6onble 6onee 30 cm

e YbeguTechb, YTO MecTa 4S8 OTKPbITUS BEPXHEWN KPbILLKMA AOCTATO4HO.

e Paboyee mecTo gomxkeH 6biTb He meHee 500 mm () x 400 mm (L) x 600 Mmm
(I onsa ycraHoBKu aHanuaaTopa.

e Pabo4yee mecTo [OMKHO BblaepXmBaTb BeC He MeHee 40 kr.

e MakcumanbHbIN yron HaknoHa paboyero mecta He JOSMKHO npesbiwaTth 0,3°.

e [logkntounTe WHYpP NUTaHNS K MHTepdency nutaHna npmbopa.

e [Mpnbop gomkeH GbITb pa3meLLeH B MeCTe, rae eCTb ferkum OCTyn K
BbIKMOYATENIO NUTaHUSA. B criydae ypesBbl4anHOM CUTyaumn nNonb3oBaTtesb
MOXET OTKNIOYNTE NPUBOP BIKITOYNB €r0 UK BblHYB BUSIKY U3 PO3ETKU.

e XOpOoLUO NpoBeTPMBANTE NOMELLEHNE ANS OXNaXOEeHUS.

e OcrtaBbTe nepen NpmbopomMm AOCTAaTOMHO MecTa Ans yaobctea paboThbl.

e YcTaHoBMTE NPUBOP B YCTOMYMBOM MeCTe, YTobObI n3bexartb yaapa nnm
CTONKHOBEHMWS.

e He nsenekante npnbop B NPON3BONILHOM MOPSAKE.

18
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4. PaboTta c nporpaMmMHbIM obecnevyeHuem

4.1 3anycK cuctembl

MogkniouunTe WHyp NuTaHus. BkniounTe nepeknioyaTesib MIMTaHUA Ha 3aHeN NaHenu.

Ha akpaHe nosiBuTCA nHTEpdEnc Bxoaa B cuctemy npmbopa.

BeeouTte nmsa nonb3oBaTens v naponb, HaxmuTte "Bxon", 4ToO6bl BONTU B OCHOBHOM

NHTEepdenc.

YHLO

User Admin

Password (seeee

Login

Puc. 4-1-1 InTepdenc Bxoga B cuctemy

19




YHLO

OcHoBHOM MHTEpPMENC:

YHLO |

@ Result @ Settings % Service

(2)Admin Stand-by  221+-05 <l (@) &' &5 0080715

Puc. 4-1-2 [maBHbIN MHTEpdenc

Ne 3Ha4ykM cMMBOMOB 3HayeHune

1 mLo Ha HEM n3obpaxeHo Jloro
— Npon3BOAUTENS.

nokasbiBaeT COCTosiHME Npubopa.

Stand-by

3 NnokKa3biBaeT TEKYLLYHO TeMmnepartypy

22.1+-0.5 [°C]

npubopa, o6HOBNEHNE OMCMNEes B pexnme

pearnbHOro BpemMeHu.

4 nokasbliBaeT COCTOsiHME coeanHenus LIS.
s

5 nokasbiBaeT COCTOSIHWE  MOAKMNIYEHUN
a npuHTEpa.

6 nokasblBaeT cocTosHMe npubopa, M no
HEMY MOXHO nepentn K noapobHomy

CMUCKY HEUCNPaBHOCTEMN.

20
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@Admin

NoKa3bIiBaeT TEKYLLEro Nofib3oBaTenA.

11:50
2018-07-15

NnokKasblBaeT AaTy npoBeaeHnA Tecra.

BbIMNOSIHEHME TECTOB, NpuM 3TOM obGpasel

6y/:1eT nepemMeLllnBaTbCAa aBTOMaTN4e€CKN

10

BbINOSIHEHWE TECToB, Npu 3TOM obGpasey,
nepen TECTOM OOMMKEH ObITb nepemeluaH

BPYYHY!IO.

11

KoHTponb kayecTBa.

12

Pesynbtatbl.

13

HacTpouka napameTposB.

14

O6cnyxmMBaHMe, MOXET WCMNONb30BaTbCS

TOINMbKO CEepPBUCHbIM NHXXEHEPOM.

Tabnuuya 4-1 3Ha4ykn CMMBOMOB U UX 3HAYEeHne

Onepauus, BbinonHaemas nonb3oBatenieM ESR-aHanusaTtop - 3T0 aBTOMaTUYeCKUm

npubop. lMNonb3oBaTento HY)XHO TONMbKO OTCKAHMPOBATb LITPUX-KOA4 obpasua unu

BBECTU naeHTudumkaTop obpasua n BCTaBuTb NPOOMpPKL.

Perncrpanuna MH B Pocagpasragsope
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4.2 MeH0

Hwxe npuseneH nHtepdenc mexo VISION Pro.

4.2.1 UHTepcpenc pexxuma "CYCLE"

Haxmute Ha nkoHky "CYCLE", n npnbop MOXeT BbINOMHUTE CaMOMNpPOBEPKY, YTOObI
ybeaunTbca, 4TO noakntoveHme npubopa, NOABEMHbBIA U CMECUTENbHbBIV ABUraTenm
HOpManbHO (OYHKLMOHUPYIOT, MCXOAHOE MOroXeHue, WHgpakpacHblM cBeToamos.
Ecnu BbilweynomsaHyTble (OYyHKLUMM HE B HOPME UM HEUCMNPaBHbI, 3HA4YOK Npnbopa Ha
nporpammHoM obecneveHnn cTaHeT KpacHbIM. IHhopMaumst 0 HeucnpasHocTn ByaeT

oToOpaXkeHa Ha aKpaHe NporpaMmMHOro obecneyeHus.

YHLO @ Cycle EHome
e » Height ESR ESR (18°C, a
:_3 Scan Position Sample ID [mm] [mm/h] [mm/h] —
1 3

» Run 2 2

Curve

il

Edit

Y

Previous

Next

A
[r
00
v
<

<] I

Puc. 4-2-1-1 UHTepdpenc Tecta B pexume "CYCLE"

e Scan: Haxmute kHonky "CkaHupoBaTtb", npMbop Ha4yHET CkaHMpoBaHWe, Npu
aTom uHdopmauma 3 konoHok "Height", "ESR", "ESR (18°C)", "Katz" 6ygeTt
yoaneHa, a uHdopmauus u3 konoHku “"Sample ID" coxpaHutcs. [locne
CkaHupoBaHus KosioHka "Position" ¢ LuBeTOBOM MapKMPOBKOW YyKa3blBaeT Ha
Hanuyue obpasua.

e Run/Stop: Haxmute «Start», npubop HayHeT TecTpoBaHue. Haxxmurte «Stopy,

npubop OCTaHOBUT TECTUPOBAHME.

22
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e Curve: Haxmute "Curve", 4100bl nokasaTb BblIGpPaHHYO  KpPUBYHO

ceanmeHTauuu.
e Edit: HaxmuTe "Edit", 4yToObl BONTU B MHTEpdENC, NOKa3aHHbIA Ha puc. 4-2-1-
2 v puc. 4-2-1-3 Huxe.
e Previous: Haxmute "Previous", 4yTobbl nepentn Ha nNpeablayLlyto CTpaHuLy.

o Next: Haxmute "Next", uTobbl nepenti Ha crnegyoLlyo CTpaHuLy.

"Previous" n "Next" otobpaxatotca Tonbko B VISION Pro-B nnun VISION Pro-C.

e Cycle: ykasbiBaeT, 4TO nHTEpdenc BbibpaH ansa pexuma CYCLE.

¢ Home: Haxmute "Home", 4Tobbl BEPHYTHCA B OCHOBHOWN UHTEPENC.

@ Cycle @ Home

Sample Info Patient Info

Position |1 QC % ]
: Level
Sample ID 1 Sample ID Increment G2
Reference
: Reference ESR | ,
Gender Age Age Unit [mm /h]
Male 51-100 Year
Male 20-50 Year
Female 20-50 Year 1-20
Male 1-19 Year 3-13 _' !

Puc. 4-2-1-2 NuTepdenc pegaktnpoBaHma nHopmauumn ob obpasue

e Position: 3gecb byaeT otobpaxeHa TekyLias no3nuunsa obpasua.

e Sample ID: nokasbiBaeT TekyLmn naeHtTudukaTop obpasua.

e Sample ID Increment: korga aTta onuusi BKIOYEHA, MNONb30BaTENb MOXET
HaxaTb "CoxpaHuTb", 1 MHTepdENC NnepengeT K criegyoLlen No3numm.

¢ Reference: BoibepuTte aTanoHHbIM AnanasoH gns Tekywero obpasua.

e QC: Korga arta onuusa BkntoyeHa, "Sample ID" mnamenutcs Ha "QC Jlot",

yKasblBasi, 4TO NpobuMpKa B 3TON NO3NLMM - 3TO 0bpaseL, KOHTPONS kayecTea.
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e Save: coxpaHsieT nHcpopmaumo 06 obpasue.
e Previous: nepexo K npegblayLien no3vumn.
e Next: lNepexon k cnegytoLien No3numnn.

e Back: Bo3Bpart Kk HTEphency yukna.

YHLO O Cycle EHome

Sample Info Patient Info

PatienID  |200014 | SampleID 1

Name ‘Tom ‘ Gender v Male Female

Birth A 2018-07-15 'V

Submit Time  2018-07-15 15:53:15 J Submit Doctor v
Test Time  2018-07-15 15:53:15 J Test Doctor -
Diagnosis | |

Puc. 4-2-1-4 Nutepdenc pegaktnpoBaHma nHgopmauumn ob obpasue

e Save: CoxpaHuTb MHOpMaLNIO O NaLMEHTE.

e Previous: nepexo K npegblayLien no3vumn.

e Next: lNepexon k cnegytoLen No3numnn.

e Back: Bo3Bpart Kk HTEphency uukna.

o Patient ID: BeBegnte ngeHtndpukatop nayneHTa.

e Sample ID: nokasbiBaeT TekyLm naeHtTudgukaTop obpasua.
¢ Name: Beegnte nmsa nauuenTa.

e Gender: Boibepute non naumeHTa.

e Birth: Beegute gaty poxaeHus naumeHTa.

e Submit time: BbiGepuTe Bpemsa goctaBkm obpasua.

e Submit Doctor: Beibepute Bpaya, KOTOpbIN ocTaBuT obpaseu,.
e Test time: BbIbepuTe Bpems TecTMpoBaHnsa obpasua.

e Test Doctor: Beibepute Bpaya, koTopbii ByaeT TectupoBaTh 0bpasel.
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e Diagnosis: Beegute gnarHos obpasua.

4.2.2 NUutepcpenc pexmma "RANDOM"

B rmaBHOM MeHI0 BbiGepuTe kHonky "Random"”, 4To6bl BONTH B 3TOT pexum. HaxxmuTe
"Random", 4to6bl HayaTb npou3BoOnbHbIN foctyn. [lepeg 3TumM Heobxoanmo
BbINOSIHUTL Npouenypy camonpoBepku. [lpouecc camonpoBepKU aHanoruyeH

onmcaHHOMY BblLWLE.

YHLO @Random @ Home

Puc. 4-2-2-1 lNMponsBonbHbIN NHTEpPdENC

o PepaktupoBaHue: Haxmute "PegaktupoBaTtb", 4ToObl BONTU B MHTepdeic,
nokasaHHbIN Ha puc. 4-2-2-2 n puc. 4-2-1-3 Huxe.
o >>/<<: Haxmute ">>", yToObl NEPEenTN Ha NpeablayLLyo CTpaHuUy, HaXMuTe

"<<", yTOBbI NEPENTUN HA CNEAYIOLLYIO CTPaHuULy.
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YHLO ®Random E@Home

Sample Info | Patient Info

Reference ESR
[mm/h]

Male

Female

4

Puc. 4-2-2-2 NuTtepdenc pegaktnpoBaHma nHgopmauumn ob obpasue

o Position: 3gecb 6yaeTt oTobpaxeHa TekyLaa nos3mums obpasua.

e Sample ID: lNoka3sbiBaeT TekyLwmn naeHTudgukaTop obpasua.

e Sample ID Increment: Koraa ata onuusa BKMOYEHA, MOMb3oBaTeNlb MOXET
HaxaTb "CoxpaHuTb", M WHTepdenc nepengeTr K crneayrolen nosnLumn.
Reference: Bbibepute aTanoHHbIn Anana3oH ansa Tekyllero obpasua.

e QC: Korga arta onuusa BkntoyeHa, "Sample ID" mnamenutcs Ha "QC Jlot",
yKasblBasi, 4TO Npobupka B 9TOM NO3NLUK - 3TO obpaseL, KOHTPONS KavecTBa.

e Save: CoxpaHsieT uHdopmauuto 06 obpasue.

e Previous: nepexo K npegblayLien no3vumn.

e Next: lNepexon k cnegytoLien No3numnn.

e Back: Bo3Bpart Kk HTEepency yukna.

OnucaHve nHpopmauumn o NnaumeHTe Takoe xe, Kak u B pexume "Cycle" (puc. 4-2-1-
3).

4.2.3 KoHTponb KayecTBa

Mpun NpoBepke KOHTPOMS Ka4yecTBa MCNOSb3yHTCS 2 YPOBHS KOHTPOMS KayecTsa:

BbICOKUA U HU3KUN.
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I'Ipmmeanme: KOHTpOJ’Ib Ka4yeCTBa MOXET OCYLUECTBNATLCA TOJIbKO B peXunme

aBTOMaTM4eCcKoro o6Hapy>KeH|/|$|! Mocne kaXgoro TeEXHUYECKOro O6CJ'Iy)KVIBaHVIFI n
yCTpaHeHud HeMCHpaBHOCTeVI npeanaraeTcAa npoBecTn TeCT KOHTPONA KadecTBa,

4yTobbl Y6EeauTbca B cTabunbHOCTN paboTel npubopa.

4.2.3.1 lNpouenypa TeCTMpoBaHnUA AJ1A KOHTPOSSA KayecTBa

3anyck aHanu3atopa — CamonpoBepka -— YcraHoBka napameTpoB KK —
CkaHupoBaHue obpasua u BBoa Ne KOHTponbHOro maTepuana — 3anyck —
MepemewmnBaHne obpasuoB — CkaHupoBaHue obpasuoB — O6paboTka AaHHbIX —

MpocmoTp pesynbTtatos KK.

4.2.3.2 HacTtpounka napamMeTpoB KOHTPOJSIA KayecTBa

MoakntounTe kabenb NutaHus npubopa. Ana npubopa ¢ orpaHMYEHHON akTuBaumen
BKMIOYMTE NUTaHME Ha 3agHen naHenu npubopa. locne 3aBepLleHUs 3arpysku
nHTepdberica BBeaMTe Nonb3oBaTensd uU naposib, HaxxmuTte "Login". 3aTtem Haxmute

"QC", BonauTe B uHTepdenc QC.

@ Home

ESR (18°C 4
mm/h]

Oo Setting

2017-03-17

09:42:11 3 20170102  C2 142 mm 46 mm/h 43 mm/h
2017-03-16

17:47:07 2 20170101 C1 34.0 mm 5 mm/h 4 mm/h
iyl 20170102 €2 142mm  45mm/h SOmm/ph -

i >

Puc. 4-2-3-1 UHTepdenc KK
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Hactpovika: HaxxmuTtekHonky "Setting", B HTepdence — nosBaTCA ABa YPOBHSA

KoHTponsa kadvectBa C1, C2, BBeante HOMeEpP KOHTPOMA KavecTBa, cpegHee
KOHTPOJSIbHOE 3Ha4YeHMe, Ananas3oH OTKNOHEHUI COOTBETCTBEHHO M COXPaHUTE.

B nHtepdence nossutca cnncok nigopmaumm o KK, kotopble 6binv BBEAEHDI.

OQc EHome

Level @ C1 C2

Delete | 20170102 c2 10 QClot (20170101

Mean [10

Range 16.6666667

EXP YYYY-MM-DD
—1 A 2017-10-28 v

Puc. 4-2-3-2 NHTepdenc HacTponkn KK

"ADD": Bbibepute ypoBeHb, BBEOMTE NApPTUIO KOHTPONSA KayecTBa, cpeaHee
3HayeHne, CTaHOApPTHOE OTKMNOHEeHWe, BbibepuTe BpeMsi, 3aTeM HaXmuTe
kHonKy "[o6aButb".

"MODIFY": BblibepuTe ypoBEHb KOHTPOMSA KadecTBa, KOTOPbIA Bbl XOTUTE
N3MEHUTb, Bbl MOXeTe W3MEHUTb YPOBEHb, MAPTUID KOHTPONSA KayecTBa,
cpefHee 3HayeHue, CTaHOaApTHOe OTKIOHeHWe, BpeMms. [locne 3aBeplueHus
N3MEHEHUN HaXXMUTE KHOMKY "N3mMeHunTb".

"DELETE": BbibepuTe ypoBeHb KOHTPOMA KadecTBa, KOTOPbIA Bbl XOTUTE
yOoanuTb, HaXXMUTE KHOMKY "Yaanutb".

Npaduk L-J: Fpadwmk L-J GepeT BpemMsi TecTa Kak roOpuU3oHTanbHYyl OCb,
pe3ynbTaT TecTa Kak BepTukanbHytd ocb. OH nokasbiBaeT TEHAEHLMIO
pesyrnbTaTta KOHTPOMSA KayecTBa B onpefeneHHbIN nepruos BpeMeHn. 3HayeHne

AOIMKHO HaxoauTbea mexay "CpegHee-3SD" n "CpeaHee+3SD".
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KoHTponb kayecTBa OAHOW NapTUM OOSMKEH UMETb LOCTYM TOMNbKO K OAHOW

MHOPMaLUKN O KOHTPOSE OQHOM U TOW Xe NapTuMm.

YHLO ©QcC € Home

A
-

3SD

T

2SD

<-3SD . 1 1 1 1 1 L
0 5 10 15 20 25 30

Time(Day)

v

Puc. 4-2-3-3 NnTepdenc L-J

e Haxmute L-J pgnarpammy, B wuHTepcence oTobpasuTcsa Koa
ncnonb3yemoro npnbopa, ypoBeHb KOHTPOSIS, HOMEP NapTUM KOHTPOIS,
aata KoHTponda u L-J guarpamma, Kak nokasaHo HUXe:

e Bpems paboTbl KOHTPONSA BbIGUPaETCa No MecsLam, Tak YTo Ha rpaduke
L-J otobpakaeTcsa Bca MHGOpMaLmMsi O KOHTPOre 3a BbIOpaHHbIN MecsL,.

e [lnarpamma KoHTposns L-J nokasbiBaeT Bce pesyribTaTbl TECTUPOBAHUS
KOHTPOSNIS B OOHOM nNapTuu, a Takke cpegHee W CTaHOapTHoe

OTKITOHEHWME COOTBETCTBEHHO.

e "CURVE": Bblbepute pesynbtat KK n Haxmute "Kpuas", 4TOObI
npocmMoTpeTb AnHamuky COD3.

e "PRINT": Bblbepute pesynbtaT #n Haxmute "levatb", u4TOObI
pacneyaraTb €ro.

o "EXPORT": Bblbepute pesynbtat M Haxmute "OkcnopTt", 4TOObI

3KCNOPTUPOBATbL pe3ynbTaT Ha AQUCK.
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4.2.3.4 lpumeHeHUe TeCTa KOHTPONSA KayecTBa

e [logkniounte wWHYp nuTaHua npubopa. [Ona npubopa C oOrpaHU4EHHON
akTuBauuen. Bkniouute nuTaHMe Ha 3agHen naHenu npubopa. [locne
3aBepLUeHMsa 3arpy3km uHTepdenca BBeguTe Monb3oBaTens W napofb,
Haxxmute "LOGIN".

e Haxmute "CYCLE", 3atem HaxxmuTte "Scan ID", yTobbl Ha4aTb CKaHUpOBaHUe,
npovwecc camonpoBepkn ByaeT 3anyLieH aBTomaTndeckn. Ecnm camonpoBepka
npovaeHa, ccoinka OyaeTt oTobpaxaTbCA 3eneHbiM uBeToMm. B npoTuBHOM
crny4ae oHa bygeT oTobpaxaTbCA KpacHbIM LIBETOM U BblgaBaTb COOOLLEHMS
06 owmnbkKax.

e [locne 3aBeplleHNa CaMOMpPOBEPKM OTKPOWTE KpbIWKy npubopa, HaxmuTe
"PepaktupoBatb".

e HaxmuTte Ha none Beoga "Sample ID", BpyyHyto BBeante not obpasua KK u
BblbepuTe ypoBeHb, BCTaBbTe nNpobupky ¢ obpasuyom KK B wratme ¢
npobvpkamn B COOTBETCTBYHOLLEE MOMNoXeHne, n Haxmute "SAVE", 3atem

HaxmuTe "RUN", npnbop HayHeT cMelunBaHne aBTOMaTUYECKN.

YHLO @ Cycle EBHome
Sample Info Patient Info
Position |1 NV Qc Va
Level
QC Lot 20170101 ~/ Sample ID Increment C2
Reference

Reference ESR | o
mm/h T

Gender Age Age Unit

Female 51-100 Year 1-30
Male 20-50 Year 1-15
Female 20-50 Year 1-20
Male 1-19 Year 3-13 v

Puc. 4-2-3-4 NHTepdenc pepaktnpoBannsa KK
e Haxmute «Next», npogenamte Ty Xe onepaumio ANa Cregyrowmx
obpasuos.
¢ T[lomecTtumB ypoBeHb 1 KK-o6pasua n ypoeHb 2 KK-o6pasua B lUTaTuBbI 45
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e npobupok, Haxmute "Hasag" u 3akpowTe KpbiwKy npubopa. Haxmute

"Run", 4tobbl HayaTb TecT.

e [lpubop HaumHaeT cbop AaHHbIX NOCNEe CMELLMBAHNA Yepe3 3 MUHYThI.

e CO6op paHHbIX 3aHumaeT 20 MuHYT, Bblbepute obpasel ana npocmoTpa
kpmeon COJ.

4.2.4 UnTepchenc pesynbrtaTtoB

YHLO ©®Result @ Home
- - Height ESR ESR (18°C) A
Q — Time Position | Sample ID e (mm/h] (mm/hl }_

< , ] >
Puc. 4-2-4-1 HTepenc pesynbTaToB

Bbibepute "PesynbTat" B rmaBHOM uHTepdence, 4Tobbl NPOCMOTPETb pesynbTaTbl
Tecta. B ctonbue "MonoxeHune (Position)" YepHbIM LBETOM NOKa3aHoO, NPOBOAUIIUCH
nn tecTbl B pexxume "CYCLE" unu B pexxume "RANDOM". B ctonbuax "ESR" n "ESR
(18° C)" ykasaHbl pesynbTaTtbl. KonoHka "ESR" nokasbiBaeT Habnogaemble
pesynbTaTbl B Tekywmx ycrnosusix. B konoHke "ESR (18°C)" nokasaHbl
CKOPPEKTUPOBaHHbIE pe3ynbTaTbl B COOTBETCTBUM C KPUBOM TemnepaTypHOM

koppekumn Mannun, cootseTtcTBytoen 18°C.

e Search: Haxmute "lMounck", 4tobbl BOMTM B MHTEpdenc noncka. Bel moxeTe
nckatb no ID obpasua unu no aarte, Kak NOKa3aHO Ha PUCYHKE HUXKe (CM. puC.
4-2-4-2).
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e Curve: Bbibepute pesynbtat u Haxmute SED Curve, 4tobbl NpocMOTpeTh
AnHamuyeckyto kpusyto ESR (cm. puc. 4-2-4-3).

e Delete: Bbibepute pesynbtart n Haxmute "Yaganute", 4tobbl yaanuTb ero.

e Print: Boibepute pesynbtat n Haxmute "lMevats", 4TobbI pacneyaTaTtb ero.

e Export: BoibepuTte pesynbTaT U HaxxmuTe "OKcnopt", 4ToObl aKCnopTUPOBaTh
pesynbTarT.

e LIS: otnpaBka Bbl6paHHOro pesynbtata B LIS.

©Result @ Home

Search By Sample ID

Sample ID |

Search By Date

From A 2017-07-01 00:0000 WV

To A 2018-07-1523:5959 VW

Puc. 4-2-4-2 NHTepdenc noncka

© Result @ Home
— Height
— Sedimentation Rate
5 10 15 20
Time[min]

Puc. 4-2-4-3 NHTepdenc kpmson
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4.2.5 UHTepcenc HacTpoek

YHLO @ Settings € Home
Language
| X &/ English | Espaniol . Francais
Settings
&/ Auto Print | Enable Scanner
Time
A 2018-07-1500:00:00 VW Set

Puc. 4-2-5-1 HTepdenc HacTpoek

4.2.5.1 UHTephenc HaCTPONKN CUCTEMDI

HaxmuTe "HacTporiku" B rmaBHOM MeHH0, YTOObI BOMTU B MOKa3aHHOE BbILLE OKHO (CM.
puc. 4-2-5-1 n puc. 4-2-5-5).

e VIHCTpyMeHT - A3bik: Beibepute cooTBeTCTBYIOWMI A3bIK. [Tocne nepesanycka
A3blKk By4eT N3MeHeH.

e [lpubop - Hactporku: Bbibepute "ABTOnevatb", 4TOObI aBTOMaTUYECKU
pacnevatatb pe3ynbTaT Mocne 3aBepleHns TecTupoBaHus. Bbibepute
"Bkniountb ckaHep", 4TOObI BKMIOUUTL CKaHep wTpux-koga. OH Oyget
aBTOMaATUYECKM OTKNIOYATLCA B NPOLECCe TECTUPOBAHNA M BKIOYATLCS MO €ro
OKOHYaHUMW.

e WHcTpymeHT - LIS: Ha pucyHke Bblle MOXHO HacTpouTb WMHGOPMaLMIO O
nogkntodeHun LIS. Beegute IP-agpec n Homep nopta LIS, HaxmuTe "Connect”

AN NOAKNIOYEHUS.
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@ Settings ‘ € Home

IP Address 127.0.0.1 | Item Item number | 4
Port 8080 | ES
' HCT
Time Out 15 |'s KATZ
Reconnect time 30 |'s
&/ Auto-connect with LIS when software starting

&/ Re-connect with LIS after disconnected

} Connect l } DisConnect ' | g | i i

Puc. 4-2-5-2 Nutepdpenc Sys Set-LIS

YHLO @ Settings ' € Home
' | Instrument LIS Version

IP Address 1127.0.0.1
SubNetMask  [255.255.255.0

GeteWay 1192.168.0.1

Save l Back |

Puc. 4-2-5-3 NHTepdenc HacTpoek LIS

Bepcusa npubopa: Ha kapTuHke Huxe (CM. puc. 4-2-4-4) Bbl MOXeTe y3HaTb BEPCUIO

nporpaMmmHoro obecneveHums.
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YHLO @ Settings l € Home

~— I

Release Version: V1

Software Version: V1.00.04.00

Puc. 4-2-5-4 Nutepdenc Sys Set-Version

4.2.5.2 BcnomoraTtenbHbIn UHTepcenc

NHTepdenc ucnonb3yeTcs ONA YCTaHOBKM CCbINKW, MONb3oBaTens, Bbixoda w3

cucTeMbl 1 cnpaBoYHuka. (Cm. puc. 4-2-5-5).

@ Settings l@Home

Reference User T Logout l Dictionary -

Gender Age Age Unit R""ff:r:;fﬂESR Default A
Male 51-100 Year 1-20 N
Female 51-100 Year 1-30 Y,
Male 20-50 Year 1-15 N 3
Female 20-50 Year 1-20 N
Male 1-19 Year 3-13 N
Female 1-19 Year 3-13 N
Male  1-12 Month 0-2 N K2
* Add i I "l Delete | B

Puc. 4-2-5-5 NInTepdenc Aux
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T ——

e Aux-Reference: 370 MeHWO NO3BOMNSEeT MNONb30OBATENK  YCTAHOBUTb
pedepeHCHbIN Anana3oH pe3yribTaToB.

e ADD: Haxmute "[do6aButb", 4yToObl 406aBUTL KOHTPOSILHLIN OMana3oH.

e DELETE: Bblbepute KOHTPONbHbIA AMana3oH, KOTOPbIN HYXHO yAanuTb, C
NEeBOW CTOPOHBbI, 3aTeM HaxmuTe "Yganutb", 4ToObl yaanuTb 3TOT OMOPHbIN
AnanasoH.

e MODIFY: Bbibepute KOHTPOMbHbIA [Manas3oH ANs WM3MEHEHWUst C JeBOW
CTOPOHbI; MOCMfe W3MEHEeHUs WHpopMaunMm C NpaBON CTOPOHbl HaXMUTE
"3amMeHnTb", YTOObl NIBMEHUTbL 3TOT KOHTPOSbHbIN AManasoH.

e Aux-User: 310 MeHI0 NO3BONAET NOMb30BaTENIO YCTAHOBUTbL NpaBa AoCcTyna K

YYETHbLIM 3anncam norn b30oBaTenen.

YHLO @ Settings € Home
Reference User Logout Dictionary _
OO SysSet —
User Name Password | &/ UserName \ |
User *ErhkEE Password ‘ |
Admin ShAAREEE ConfirmPassword | |

[ User

| Admin

i N Add l @Modnfyl Doelete}

Puc. 4-2-5-6 nTepdenc Aux-user

e ADD: BBegute ums nonb3oBaTend, naponb W MNoATBEPXAeHWe napons,
BbibepuTe paspelueHme nonb3oBaTens, 3aTemM HaxmmnTe KHonky "[o6asutb".

e MODIFY: Bbibepute nonb3oBaTtens, KOTOPOro Bbl XOTUTE W3MEHUTb, Bbl
MOXeTe N3MEeHUTb Naponb Unn paspeLueHne. Korga Bbl 3aKOHYNTE N3MEHEHWS,
HaXXMuTe KHOMKY "N3meHuTs".

e DELETE: BoibepuTte nonb3oBatensi, KOTOPOro Bbl XOTUTE YAANUTb, U HAXMUTE

KHOMKY "Yganutb".
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¢ Aux-Log out: 3T0 MeHI0 NO3BONSAET NOMbL30BATEN BEPHYTLCA K MHTEpPdENCY

BXOOa B CUCTEMY.

YHLO

@ Settings ‘ & Home

Reference

User

Logout

Logout

out

Puc. 4-2-5-7 NHTepdenc Aux-Log out

¢ Aux-Dictionary: 3To MeHt0 Nno3BonseT nonb3oBaTento 406aBNATL UMK YAaNATb

Krnaccuukaumio.

YHLO @ Settings ‘ € Home
Reference User Logout Dictionary —
Classification ﬁ NO. Data Description  Mnemonic syn 4 |

Unit

Nationality

Lesion 7!‘_'1
Department 3 1 I IL’ J
Phisician - * Add () petete ‘

Puc. 4-2-5-8 NHTepdenc Aux-Dictionary
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ADD: Haxmute "Job6aButb", 4yTobbl 406aBUTL Knaccugukaumio.
DELETE: Bblbepute knaccudumkaumio ona yganeHus B NeBOW 4YacTu, 3aTtemM

HaxxmuTe "YganuTb", 4Tobbl yaanuTb 3TOT KOHTPOSbHbIN AMana3oH.
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5. 9kcnnyaTauua aHanuMsartopa

Mepen aHanuM3oMm npubop [OMKEH BbLINONHUTE camonpoBepky. [Ona npubopa
npegycMmoTpeHbl ABa pexuma TectupoBaHusa: "CYCLE" u "RANDOM". Haxmute
"CYCLE" pnsa BbinonHeHusi TectoB, nNpu 3ToM Obpaseu OygeT nepemelunBaTbCs
aBToMatmnyeckn. Haxmute "RANDOM" ans BbINONHEHUA TECTOB, Npu 3TOM obpasel
nepen TeCTom AosmkeH 6bITb NepemellaH Bpy4yHyto. Bo Bpems Tecta B npnbop MOXHO
BCTaBNATb HOBble 0bpa3supbl. [0TOBbIE 06pa3Lbl MOXHO BbiIHMMATb M3 npubopa ans
TeCcTMpoBaHUA HoBbIX 06pa3LoB. MeTon BecteprpeHa 4omkeH MCNOMNb30BaTbCA A5
npoBedeHUs UCMbITaHUSA B KadecCTBe 3dTafloHa ONA KOPPEKTUPOBKM B CredyroLwmx

YCIOBUSIX:

1) Ecnu TemnepaTtypa B noMeLLeHnn He cooTBeTCTBYeT amanasoHy 18°C~25°C (64°F
~77°F), cuctema aBTOMaTUYECKM CKOPPEKTMPYET pedynbTaTbl. [logpobGHOCTM CM. B

Mpunoxexun V.

2) Ecnu obpaseu gns aHanu3a npepcraeBnsieT cobon obpasey ¢ aHemuen (HCT
<35%). MogpobHocTn cm. B MNpunoxeHum V.

A BHumaHue!

Mepen Hayanom paboThbl WHYP NMTAHUSA JOIMKEH OblTb XOPOLLO NOAKNIOYEH, 06beM

obpasua pomkeH OblTb OGonbwe 4yem 1,5 wmn, uHade pesynbTaT Oyger

HeAEeNCTBUTENbHbIM.

A BHumaHue!

[BYXCNOWHbIN LUTPUX-KOL MOXET ObiTb cumTaH npubopom. MNepen Havanom paboTbl

npoBepbTe, YTOObI TOMWMHA Crnos WTPUXKOA4A He npeBblwana Aeyx croes. LiBeT
wrpux-koga PoH He [omkeH OblTb YepHbIM, WHave pesynbTat byget

HeAEeNCTBUTENbHbIM.
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5.1 Cxema npouecca TectTupoBaHuA

YHILO

Bkntountb pe3ynbTaTbl
A
A
Cam. npoBepka O6paboTka
[AaHHbIX
A
A 4
BbiGepute CkaHupoBaHue
nonoxeHwue obpasuos
obpasia +
A
CkaHupoBaHue WTpux-
Konos unu CwmelumnBaHue
obpasuos
VaeHTudukpTop ;
BXoAHoro ofjpasua
MomectuTe npobupku ¢ obpasuamu B N HauaTs TecT
wTaTmB
Puc. 5-1 MNpouecc pexuma CYCLE (Bbiwwe)
pesynbTatbl

BknounTtb

4

h 4

O6paboTka AaHHbIX

CaMm. nposepka

Bobibepute CkaHupoBaHue
nonoxeHue obpasuos
—oopasla A
y
p)équoe nepemMeLunBaHvie Bbi6epute noauuum
obpasuos
4
A

MomecTtute npobupku ¢

CkaHMpoBaHUe LITPUX-
o6pasuamu B LUTATUB

KOA0B MK

A 4

MpeHTudukatop

Puc. 5-2 MNMpouecc pexnma RANDOM (Bbiwe)

Pernctpamus MH B Pocsppasransope
www.nevacert.ru | info@nevacert.ru
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5.2 MNMpouenypa tectupoBaHua B pexume "CYCLE"

MogkntounTe WHYp nuTaHua. Ecnv npmbop uMeeT OrpaHuMYEeHHyYH NULEH3UIO,
BCTaBbTe JOHIM (annapaTHbIW KItod). BkntounTe nepeknovatens NMTaHUSa Ha 3agHen

naHenun.

1) lNMocne 3aBepLueHNa 3arpy3ku nHTepdenca BBeanTe nonb3oBaTensd u naporib,
HaxxmuTe "Bountun".

2) Haxmute "Uwukn", 3atem Haxmute "CkaHupoBatb ID", 4Ttobbl Havatb
CKaHMpoBaHue, NpoLiecc camonpoBepkn byaeT 3anyLieH asToMmatmyeckun. Ecnm
camonpoBepka npongeHa, ccbinka 6yaet otobpaxkaTbCca 3eneHbiM LBeToM. B
NpOTMBHOM criydyae oHa byaet oTobpaxaTbCa KpacHbIM LIBETOM WM BbldaBaTb
coobLeHuns 06 owmnbkax.

3) lNocne 3aBeplleHNA CaMOMNPOBEPKN OTKPOWTE KpbIWwKy npubopa, HaxmuTe
"PepaktmupoBaTtb".

4) HaxmuTte Ha none seBoga "Sample ID", ncnonbaynte BHyTPEHHUN CYMTLIBATEND
LUTPMX-KOOOB ANs1 CKaHMPOBaHUA LITPUX-Koga obpasua unv BeeguTte LTpUx-
kog obpasua Bpy4dHyto, BCTaBbTe nNpobupky c obpasyom B LWTATUB C
COOTBETCTBYHOLUUM MOMOXeHNeM, 3aTemM Bbibepute "Reference" n Haxmute
"Save", 3arem Haxmute "Run", npubop HayHET nepemMelumBaHne
aBTOMaTUYECKMN.

5) Haxmute "[anee", npogenante Ty e onepaunto 4ns crneayowmx obpasuos,
PYKOBOACTBYACH LLAarom 4).

6) lNomectnB Bce obpasubl B WTaTMBbl ANs Npobupok, Haxmute "Hasag" wu

3aKponTe KpblKy npubopa. HaxxmuTte "Run”, 4To6bI HAYaTb TECT.

MpumeyaHue

Mpobupky ¢ obpa3uyom crnegyeT NOMeLLaThb B LITATUB KaXAbl pa3 nocrne BBOAA
LUTPUX-KOA4A MHa4Ye LWTPUX-Kog obpasua He CMOXET COBMACTb C COOTBETCTBYHOLLEN

NPOGUPKOWN.

MpumevaHue

Mpnbop He ByaeT paboTaTtb, ecnn B CTOMKE HET XOTa 6bl ogHOro obpasua.
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7) Mpubop HaumHaeT cOop AaHHbIX NOCNEe CMELUNBAHNS Yepe3 3 MUHYThI.

8) Cbop paHHbIX 3aHumaeT 20 MUHYT, U Kaxablh pesynbtaT ESR Oyget
aBTOMaTM4yeckn otobpaxeH B oTyeTe. Bbibepute obpaseu ana npocmoTtpa
Kpnson ESR.

9) PesynbTaTbl TecTa MOXHO MPOCMOTpeTb B pasgene "PesynbTaT" B rnaBHOM

MEHIO.

5.3 NMNpoueanypa tectupoBaHus B pexume "Random”

MoaknounTe WHYpP nuTaHus. Ecnv npubop WMeEeT OrpaHUYeHHY FNULEH3MI,

BCTaBbTE KapTy-KITHOY. Bkrtounte BbIKMovaTesNb NMTaHUSA Ha 3a4HEN NaHenNw.

1) lNMocne 3aBepLueHNa 3arpy3kum nHTepdenca BBeanTe nonb3osBaTensd u naporib,
HaxxmuTe "Login", 3atem HaxxmuTe "Random", 4tobbl BONTU B MHTEPdENC.

2) OTkpounTe KpbiwKy npubopa, BeibepuTe nosunuuto, 3atem Haxmute "Cycle".

Haxmute Ha none BBoga "Sample ID", ncnonb3ymnte BHYTPEHHUW CKaHep LUTPUX-
KOOOB ANS CKaHMPOBaHWS LITpUX-koga obpasua unu BBeguTe WTpUX-kog obpasua

BPYYHY10, BbibepuTte "Reference" n Haxmute "Save".

A Mpumevanue

[omkHO BbITb BbINOMHEHO MUHUMYM BOCEMb NOSMHbIX NepeBopadnsaHnin (180°X2),

npyM 9TOM nNy3blpbKM BO34yXa MEpPEeMELLanTCsa M3 KOHUA B KOHEL TpyOKu.
lMNepemelumBaHne He JOMKHO BbI3biBaTh remonuaa. NMpobupky ¢ obpasuom cnegyet
nomMmeLlaTb B CTOMKY KaXKAbli pa3 Mnocne BBOAA LUTPUX-KOOA, B MPOTUBHOM Cry4yae

LITPMX-KOA 06pa3ua He CMOXET coBnaaaTb C COOTBETCTBYHOLLEN NPOBUPKON.

3) BcTtaBbTe Nnpobupky ¢ 06pasLom B LUTATMB A58 NPOOMPOK C COOTBETCTBYOLLMM
NONOXEHNEM.
4) Haxmute "Back" n 3akponte BEpXHIOK KpbILLKY. HaxXMuTe Ha HoOMep nosuuuu,

1 Npnbop aBTOMATUYECKN HAYHET TEeCTUPOBaHME.

Mpnbop He ByaeT paboTaTtb, ecnn HeT xoTa 6bl oagHOro obpasua.
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5) Ecnu Bo BpeMs TeCTUpOBaHUS He06X0AMMO NPOTECTUPOBATbL ApYyrne obpasLbl,

nosTopuTe Wwarn 2) n 4).

6) Cbop paHHbIX 3aHMMaeT 20 MWHYT, U NpPUbOp aBTOMATUYECKN COXpaHseT
pesynbTatbl. M3Bnekute rotoBble obpasubl, U 3TM 0bpasubl MoryT ObiTb
NpOTECTUPOBaHbI CHOBA B COOTBETCTBMM C NpeablayLLMMN LWaramu.

7) PesynbTaTbl TeCTa MOXHO NPOCMOTPETb B pasgene "Pesynbtart" B rnaBHOM

MEHIO.
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6. CepBMCHOE U TeXHNYECKOoe obcrnyXuBaHume

VISION Pro wnmeeT 3aKpbiTyl0 KOHCTPYKUMIO U HEe Mpou3BoauT oTpaboTaHHOM
XngkocTtn Bo Bpems Tecta. Npnbop He ByaeT KOHTakTMpoBaTb ¢ 0bpasuammn KpoBu u
He cogepXuT Opyrux getanen, tpebywowmx perynspHoro obcnyxusaHus. [lpu
HOpMaribHOM MCNOMb30BaHUN Npubopa HeOHBX0AMMO NPOBOANTL TOMBKO creaytoLlee

TEXHNYECKOoe O6CJ'Iy)KI/I BaHMe:

YganuTe nbifib C NOBEPXHOCTU YCTPOMCTBA, BKIIOYAd CBETOrnporyckawwee OKHO
ckaHepa. Bblkntounte nepeknioynaresnib NMTaHUA, Korga Bce TeCTbl B TEKyLWMNA OeHb

OyayT 3aBepLUEHbI.

7. YcTpaHeHne Henonagok

Jllobas npoctas HemcnpaBHOCTb YCTpPOMCTBA MOXeT ObITb CHadana ycTpaHeHa B
COOTBETCTBUMN C AaHHbIM pykoBoACTBOM. Ecnn npobnema coxpaHsieTcs, obpatutech
B MECTHbIA LEHTp NOCnenpoaaKHoro obCcnyXmnBaHus, K MECTHOMY MpeacTaBUTENIO
unu npounssogutento. [laHHoe YCTPOMCTBO C nNpenoCTaBfiEHHbIM CepTUdUKaATOM
COOTBETCTBUA MMEET NPaBO Ha TEXHMYeckoe obCny>XMBaHWE; NOXanyncra, XpaHuTe

cepTudmkaT CooTBETCTBMSA Haanexawmm obpasom.

7.1 UHdbopmaumsa o6 owmbkax

Mpy  BO3HUKHOBEHWWM  HEWUCNPAaBHOCTW  CTaTyC  YCTPOMUCTBA  CTAHOBMUTCAH
"HeuncnpaBHOCTb". HaXMuTE KHOMKY COCTOAHUSA TPEBOTN | ¢ ! , nporpamma
‘0

noKaxeT MHgopmaumo 06 ownbke.
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YHLO

Time
Delete

Export

Search

Fault Content ‘ A

"

Puc. 7.1 UHTepdenc cogepxaHna HencrnpaBHOCTEN

CopepxaHue gedekroB 3Ha4eHus
Cbon B pabote cmecutenbHoro | Owmnbka npu BO3BpaTe [nABUraTens
Asuratens ! CMEeCUTENS B UCXOOHOE NONOXEHME

C6on B paboTte nuHenHoro asuratens!

Owwunbka npu BO3BpaTe JIMHENHOrO

aBuratena B ICXoOHOe MNMoJyioXKeHne

Owwnbka cunTbiBaHMUA HEOQOCTATOK CBETa
: Kanan XX

Owunbka cuYUTLIBAHUSA HEXKOCTATOK CBeTa

XX kaHan

Owunbka cuntbiBaHMs npu crnabom

ocseweHnn : Kanan

Owunbka cunTbiBaHUgA criaboro ceeTta XX

KaHan

Owmnbka cunTbiBaHNA MNpU  CUNBHOM

ocBelleHnn: Kanan

Owmnbka cunTbiBaHNA MNpU  CUNBHOM

ocBelleHnn XX kaHan

Tabnuua 7-1 3HadeHns cogepxaHnsa aedekTos

7.2 NMpUYNHbI HEUCNpaBHOCTEN U UX YCTPaHEeHMUe

OTa 4acTb cogepXuT UMHGOpMauuo

nonb3oBaTenen (Hanpumep, MHXeHepPoB),

O TexXHU4eCKoM OGCJ'Iy)KI/IBaHVIVI anA
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e CmMecuTenbHbIN/NMNHENHBIN OBUraTenb He BEPHYICA B UCXOAHOE MNonoxeHue!

BosHukaeT owmnbka npu BO3Bpate CMECUTENbHOIO/NMMHENHOro ABUratensl B

ncxogHoe rnonoxeHue
MprnymHa HencnpaBHOCTN:

1) OBuratenb 3akpenneH HenpaBunbHO, WM ocnabneH nNpuMBOLHOM
peMeHb;

2) lpoBoga pOBuratena nepemMeluvBaHUSA W JIMHEWHOro ABuraTtens
NOAKMNIOYEHbI K rNaBHOM nnaTte B 06paTHOM NOpsiaKe;

3) Oatuunkn aBuratenen NoaknoyYeHbl B 06paTHOM HanpasneHuu;

4) HapyweHue nogayv HanpsbkKeHUsa Ha aBuraTtenu;

5) HanpsikeHue 24 B, nogaBaemoe Ha aBuratenbs, B HOPMe, HO ABuraTternb
He OaBuraeTcs; B O0MbLUMHCTBE CriyYyaeB ABUraTeslb HEUCNPAaBEH;

6) MmaBHaga nnaTta HeucnpasHa.
PeweHwe:

1) Osuratenb cmecutenbHbln: [lpoBepbTe, He ocnabneH nn LWKMB
ABuraTens; NpoBepbTe HaTAXEeHWe NPUBOLHOrO PEMHS; ecnu LWTaTuB
ANa Npobupok He MoXeT CBOBOAHO NOBOPaYNBaTLCS B FOPU3OHTANTbHOM
HanpasneHuu, Asuratenb ONd  NepeMeluvMBaHuUs  YCTaHOBIEH
HenpaswUIbHO;

2) JlvHenHbin apuratens: MNpoBepbTe, He ocnabneH nNu LWKMB; NPoBeEpbTE
HaTsXKeHMe NPUBOOHOINO PEMHS; NIMHEWHbIN ABuUrateflb YCTaHOBIEH
HenpasuIbHO, ecnu NMHpaKkpacHbIn nepepatowiee/npnemMHoe
YCTPONCTBO HE MOXET ObITb OTperynmpoBaHo cBo6OAHO;

3) lNpoBepbTe, HEe NOAKITYEHBI S NPOBOAA ABUraTens K rmaBHoOu nnarte B
obpaTHOM HanpaBneHuu;

4) lMpoBepbTe, MNOAKMOYEHbI NW NPOBOAA [LaTyMKOB [Buratenen B
obpaTHOM HanpaBneHuu;

5) lNpoBepbTe, HOPMAaNbHO N HanpskeHue nuTaHus 24 B Ha rnaBHOW
nnare; 3aMeHuTe HeucnpaBHbI UICTOYHUK NMUTAHUS;

6) 3ameHuTe gBuraTerns;

7) 3ameHUTe OCHOBHYIO Nnary.
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Owwmbka cunTbiBaHMSA NO NPUYMHE TEMHOro/cnaboro/cunbHoOro ceeta:

MpPUYNHBI HEMCNPABHOCTK:

1) lNepecBeTbl B yCrOBUSIX CUMBbHOMO OCBELLEHUS (Hanpumep, Ha 6ankoHe, Kyaa
nonagaroT NPsAMbIE€ COMTHEYHbIE NY4YN);

2) WHdpakpacHas nepeparowas Tpybka noBpexgeHa WM WMHTEHCUBHOCTb
N3ny4yaemMoro CBeTa CHWXKeHa, Ui nokasaHnsa COOTBETCTBYIOLLETO NPUEMHOrO
yuna meHblue 3500 npu BKIOYEHHOM criabom/CnnbLHOM CBETE, YTO NMPUBOAUT K
owmnbke cuynTbiBaHMA npu crnabom/CMnbHOM CBeTe; Kak npaBwuio, owimbka
perncTpupyeTcsi Nno 0gHOMy KaHany;

3) WHdpakpacCHbIN NPUEMHBIA YMN HEUCNpPaBEeH, UMW XapakTepUCTUKN npuema
yXyALleHbl, nnu nokasaHnsa mexbLue 3500 npu BKNIOYEHHOM criabom/ CUnbHOM
cBeTe COOTBETCTBYWOLWEN nepegarowien Tpybku, 4TO NpMBOAMT K OLuMOKe
CUYMTbIBaHMA Npu cnabom/cnnbHOM CBETE; Kak npaBuno, owmnbka coobLlaeTcs
no OAHOMY KaHany;

4) lMpoBoga nepeparolwlen U NPUEMHOM NnaTbl COEAUHEHbl HENnpaBUbHO, UNK
npoBoOAa BCTaBMEHblI HENPABWIBHO, UM NPOBOAA CNOMaHbI/MOBPEXAEHbI, YTO
NPMBOAMT K HapyLWeEHWU0 nepedavvn curHana wu owubke CcYUTbIBaHUSA
TeMHoro/cnaboro/cunbHOro CBeTa; Kak npaBuno, owmbka coobuiaetcs no
HECKONbKMM KaHanaw;

5) lNepepatowasa n npueMHas nnaTbl yCTAHOBMNEHbI C MEPEKOCOM, B pe3yrbTaTe
Yyero nepegatowian Tpybka He coBMeLLEHa C NPUEMHbBIM YUMOM;

6) OTKa3 UCTOYHUKA NUTaHUS.
PeweHwe:

1) 3akponTe BEpPXHIO KPbIWKY YCTPOMCTBA W NepeHecute ero B
cnabooCBELLEHHOE MECTO;

2) lepemecTnTe  OMTUYECKMA  KOMMOHEHT B MCXOOHOE  MOJSIOXEHUE;
nocrnegoBaTenibHO BKIOUNTE KHOMKY "Cnabbii/cunbHbln" KaHana coobLleHns
06 owwnbke. Ecnn nokasaHms cBetognopa kaHamna coobuieHus o6 owmbke
MeHbLue 3500, a onTuyecKkne nokasaHusi NPaBoro KaHana Takke 3Ha4YuTesNlbHO
HWXKe HOpManbHOro 3HaveHus (cnabbin ceeT: okono 1500; cunbHbBIM CBET:

4095), cumTtaeTcs, 4TO CBETOAMO KaHana coobLyeHnsa o6 owmnbke HencnpaseH
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n crnegyeT 3aMeHUTb nnaTy TpaHcuBepa E. Ecnn kaHanom coobuieHus o6

owmnbkax sasnaetca kaHan No 8 n nokasaHus kaHana No 8 coctaBnsatT OKOMNo
1500 npu BknovyeHHOM cnabom cBeTe kaHana No 7, To cuuTaeTcs, 4TO
cBeToanoaHbIM nHaukatop kaHana No 8 HeucnpaBeH u cnegyeT 3aMeHUTb
nnaTty npuemoriepenatymka E.

3) YcraHoBuTte ONTUYECKNMA KOMMOHEHT B ncxogHoe MonoXeHne;
nocrnegoBaTenibHO BKIOUMTE KHOMNKY "Cnabbli/CunbHbIn" neBoro kKaHana
perncTpauumn owmnbok. NokaszaHns kaHana permctpawmm owmboK A0MKHbI ObiTb
okono 1500 npwu BkntoveHmmn cnaboro ceeta u 4095 npu BKIIKOYEHUN CUNBHOTO
cBeTa; ecnu MnokasaHua CrWWKOM Manbl, CYMTaeTCs, 4YTO HeucrnpaBeH
NMPUEMHbIA YW KaHana pernctpauum owunbok, K cregyeTr 3aMeHUTb
npuemonepeaatoLlyto nnaty A. Ecnm kaHanom peructpaumm oumnbok aBnaeTca
kaHan No 1, a nokasaHua kaHana No 2 coctaBngawT okorno 1500 npwu
BKMOYEeHHOM cnabom ceeTe kaHana No 1, aTo Takke OGyaeT o3HayaTb, YTO
npuemHasi Mumkpocxema kaHana No 1 HeucnpaBHa U npuemonepegaroLlas
nnata A gomkHa ObiTb 3aMeHeHa.

4) lpoBepbTe, B  XOpowweM JKM  COCTOSHUM  HaxogaTcsa  npoBoda
npuemMonepegaTynka W rHesga; nposepbTe, NPaBUSIbHO JM MNOAKMHOYEHbI
npoBoaa;

5) lNpoBepbTe, NPaBUIIbHO NN YCTAHOBIEHbI NNaThl NPUeMonepeaTYnKoB;

6) lNpoBepbTe, HOpMarbHO NM HanpsbkeHne nutaHua 12 B Ha rmaBHOW nnarTe;

3aMeHuTe HeI/ICI'IpaBHbIIZ MCTOYHUK NUTaHUA.
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NMpunoxeHue | Kpatkoe pykoBoaCTBO
1 BknouunTtb

1) MNpoBepbTe n ybeamTech, YTO LIHYP NUTaHWUS XOPOLUO MOAKMYeH. Bknounte
Nprnbop C NOMOLLbIO NepeknYaTensd NMTaHNsA Ha ero 3agHen naHenu.

2) [Mocne camonpoBepKM Ha 3KpaHe NoSIBUTCS rMaBHOE MEHI0 NporpamMmeil.

2 MNoparoToBKa K aHanu3y obpasuoB

1) O6pasey MoxeT 6biTb UCNONBL30BAH ANA TECTUPOBaHUSA B TeyeHne 4 yacos
nocne otbopa v Bcerga OOMKEH XPaHUTbLCSA NPU KOMHATHOW TeMnepaType.

ALl

2) B pexume "CnydarHbin" o6pasey, nepeg wucnbiTaHMeM Heobxoammo

nepemMeLlaTb BPYYHYHO.

3 dkcnnyaTtaums U aHanus
A: BbinonHure Tect B pexume "CYCLE"

1) Haxmurte "CYCLE", npouecc camonpoBepku 3aBepLunTcs aBToMaTUYECKH.

2) OTkpounTe KpbiwKy npubopa, HaxmuTe "Scan", 4Tobbl Ha4aTb CKaHMPOBAHKE.

3) [locne 3aBeplleHns ckaHMpoBaHUA HaxmuTe "PegaktuposaTb”.

4) Haxmute Ha none BBoga "Sample ID",ucnonb3ynte BHYTPEHHWUWA CKaHep
LUTPUX-KOOOBANSA CKaHMPOBaHWUS LUTPUX-Koda obpasua unu BBeguTe LITPUX-
KOO BPYYHYO, BCTaBbTe MPOGUPKY Cc obpasuom B wWTaTUB Ans nNpobupok c
COOTBETCTBYHOLUUM MOMOXeHnem, 3atem Bbibepute "Reference" n Haxmute
"Save".

5) Haxmute "[anee", npogenante Ty Xe onepaunto Ans crneayowmx obpasuos,
PYKOBOACTBYACH LLAarom 4).

6) lNomectnB Bce obpasubl B WTaTMBbl NS Npobupok, Haxmute "Hasag" wu
3aKpownTe KpbIWKy npubopa. HaxxmuTte "Run”, 4To6bI HAYaTb TECT.

7) lMpoxoxaeHne Bcex TectoB 3aHumaeT 20 wMwuHyT. PesynbTatbl 6yayT

COXpaHeHbl aBTOMaTU4YeCKN.

B: BoinonHute tect B pexume "RANDOM"

1) Haxmwute kHonky "Random", 4tobbl BONTU B MHTEPdENC.

2) OTKpoMnTE KPbILKY MHCTPYMEHTA, BbibepuTe no3mumto, 3atem Haxxmute "EDIT";
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3) Haxmute Ha none BBoga "Sample ID", ncnonb3ynte BHYTPEHHUW CKaHep

LUTPUX-KOOOB ANSA CKaHMPOBaHUSA LITpUX-koga obpasua unv BBeauTe LITPUX-
ko4 Bpy4Hyto, BblbepuTe "Reference" n Haxmute "Save".

4) Heobxoammo caenatb MUHUMYM LIECTHaauaTb MOMHbIX nepesopoToB (180°
X2) ¢ ny3blpbkOM BO34yxa NepemMeLleHne u3 KoHua B KoHel npobupku nepea
YyCTaHOBKOWN €€ B WTaTuB Ans npobupok. CMelumnBaHne He JOSMKHO Bbl3biBaTb
remMonms.

5) BcTtaBbTe Npobupky ¢ 06pasLom B LUTATMB A58 NPOOMPOK C COOTBETCTBYOLLMM
MOMOXEHUEM.

6) Haxmute "Hasag" v 3akponTe BEpXHIO KpPbILWKY. HaxxmnTe Ha Homep nosuuuu,
1 NpMbop aBTOMaTUYECKN HAYHET TECTUPOBAaHUE.

7) Ecnun HeobGxoanmo BCTaBuTb B NpUBop HOBYO NpobupKy ¢ o6pa3uom, OTKponTe
BEPXHIOK KPbILLKY 1 MOBTOpUTE wWar 2)- 6).

8) Ha nposepky kaxgoro obpasua yxoaut 20 MuHyT. Pesynbtatbl OyayT

COXpaHeHbl aBTOMaTU4YeCKN.

4 BbikniovyeHue

Mocne 3aBepLUEeHNA NPOBEPKN BbIKIMIOYNTE NepPEKrtodaTernb NMTaHnA.

MpymeyvaHus:

1) Onsa VISION Pro npegycmoTtpeHbl aBa pexuma TectupoBaHus: "CYCLE" u
"RANDOM". Yt0obbl ybeauTtbcs, 4TO o6pasubl XOPOWO MepeMeLlaHbl,
pekomMmeHayeTca ncnonb3osatb pexum "CYCLE" ona npoBegeHus Tecra.

2) lNocne BBOAa umaeHTMdMKaTopa Kaxgoro obpasua npobupka ¢ obpasuom
AOIMKHA ObITb BCTaBfeHa B COOTBETCTBYIOLWNIA WITATUB ANs Npobupok nepeq
CKaHMpoBaHMEM crieaytoLlero obpasua.

3) Bo usbexaHue TpaBM 1 MHULMPOBaAHWS Tena BO BpemMs paboTbl Heo6xoanmo
NMOCTOAHHO HOCUTb Nep4YaTkul.

4) Pacnonoxute npubop B nogxoaswem mecte, nsberas nonagaHus npsambixX
COSMHEYHbIX Ny4en, a TakkKe BIIaXXHOW 1 NbINbHOW cpeabl.

5) O6pasubl MOryT cogepxaTb oOnacHble MaTepuanbl, MNO3TOMYy BCe

ncrnonb3oBaHHble 00pasubl A0MKHbI ObpabaTbiBaTbCA B COOTBETCTBUM C
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npasunamm 06paboTkn noTeHumanbHO OUONOrMYyeckn onacHbIX OTXOOOB B

nabopartopum.
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NMpunoxeHue | Mepbl NpeaoCTOPOXHOCTHU npuv

aKcnnyarauum

TpeboBaHus K akcnnyaTauumn:

1. MNoxanyncta, npoBoauTe TecTbl Npu TemnepaTtype 18 ~ 30 rpagycoB uenbcuan
noggepxmBante cTabunbHyo TemnepaTypy B NOMELLEHUM.

2. He npoBoauTe TeCTbl B YCNOBUSIX BUOpaumm nnm 3anbifieHHOCTMW.

TpeboBaHue k obpasLy:

1. O6pasubl KpOBM AOIMKHbI ObITb UCCNeAOoBaHbl B TEYEHME 4 4acoB MNocre B3ATUS.

2. PexomeHayembin obbem obpasua - 2 mn ~ 2,5 mn. [na npoBegeHus Tecta
TpebyeTtca He meHee 1,5 mn obpasua. MakcumanbHbI 06bem obpasua - 3,5 mn.

3. Kpblwka npobupkn aomkHa NAOTHO 3akpbiBaTb NPOBUPKY, YTOObI NpegoTBpaTuTh

yTeuky o6pasuos B npouecce cmelwmBanna Ha VISION Pro.

TpeboBaHus K akcnnyaTauumn:

1. NoxanyncTa, He HaknenBanTe Ha NPobupky Gonee 2 aTnkeTok. Ecnn Heobxognumo
HakneuTb 2 OSTUKETKW, MNOXanynucra, HanoXuTe BTOPYK 3TUKETKY Ha MepBYyIo.
BcraBnaa npobupky B VISION Pro, noxanymcra, pacnonaramte ee
HEMapKMPOBaHHON CTOPOHON K CBETOAMOAHOMY MHAUKATOPY, YTOObI 3TUKETKM He
MeLLann CKaHMPOBaHUIO pe3yribTaToB.

2. MNpun TecTMpoBaHUM 06pPa3LOB B PEXUME aBTOMaTMYECKOrO CMELUMBAHWUSA, €Cru
3PUTPOLUTBI HAXOOATCSA B MNOSIHOM OcCafke nepen TeCcTUpOBaHWEM, MNOXanywucra,
nepemeLuanTe obpasubl nepes ycCTaHOBKOM Npobupok (nepesepHmTe NpobupKy BBEPX
AHOM oauH pa3). B npoTuBHOM cnyyae pesynbTaT MOXET ObiTb He MonyveH u3-3a
HW3KOro coAepKaHus 3pUTPOLUTOB.

3. Mpwn TecTnpoBaHumn o6pasyoB B Cly4anHOM pexume SOMKHO ObiTb Npon3BeneHO
He MeHee WecTHaguaTu nomnHelx nepesopadmsaHunin (180 mnn), Npy 3TOM My3bIpbKu
BO34yXxa MepeMeLLalTCsa U3 KoHUa B KOHeL, Npobupku, npexae Yem BCTaBUTb €€ B
noacTasky Ans npobupok. NepemelinBaHne He AOMKHO Bbi3bliBaTb reMonm3a

4. Bo BpemMsi TeCTMpPOBaHNS He pa3pellaeTcs BblIHUMAaTb UM BblHMMaTb o6pa3supl, a
Takke nponssonbHo nepemewtats VISION Pro.

B npoTMBHOM cnyyae 3TO MOXeT npuBecTu K c6oto B paboTe.
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MNMpunoxeHue lll MapkupoBka obpa3uoB

MapknpoBka obpa3sLoB

LED NPUeMHUK npobupka 3TUKETKa 3TUKETKa co
ans Tpy6KM LUTPUXKOAOM
obpasuoB

S Yelae

OTUKETKA pekomMmeHayeTcA

OpHocnonHasa | HactoatenbHO

Mpnemnembin

AByxcnon HacTtositensHo

Hbl€ 3TUKETKN | peKoOMeHOyeTCA

UC
N
0@
NANEEAN

53

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru



YHLO

Mpnemnembin
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Mpunoxexnune IV Koppekuuss CKOpoCTM ceguMMeHTauum C

y4eToOM KonebaHnm KOMHaTHOM Temnepartypbl.

CnepgyeT OTMETUTb, YTO CKOPOCTb CeMMeHTauuMu U3MEHSIeTCA B 3aBUCUMOCTWU OT
KOMHaTHOM TemnepaTypbl. [1py BbICOKOM TemnepaType HU3KOe CrylieHue KpOBU
npuBoanT K 6onee GbICTPOMY OCedaHuIO; MPU HU3KOM TemnepaType MHTEHCUBHOE
CryLieHne KpoBU MPUBOAUT K 3aMeSIEHMI0 CKOPOCTU ocedaHus. [103ToMy CKOpOCTb
cegnmeHTauun cnegyeTt onpefensats B AuanasoHe 18-25°C (64-77°F). Ecnu
KOMHaTHasi TemnepaTtypa BbIXOAWUT 3a npedensl AONYCTMMOro AuvanasoHa, Afis
KOPPEeKLUMM CKOPOCTU ceuMMeHTauuu cnegyet  UCNosib3oBaTtb  CriefyHoLLyio
nornpaso4Hyto HoMmorpammy (puc. A-1, Roger W. Manley. J.Clin.Path.1957, 10:354-
356): 3anuwuTe TemnepaTtypy B MOMeLLeHUM 0, BO BPEMSA U MNOCMe UCMbITaHUA U
paccuuTanTe cpegHee apudmMeTMyeckoe 3HadeHue. 3aTeM HaHecuTe cpegHee
3Ha4veHne n HabnwgaemMy CKOpOCTb CeAUMEHTaUMM Ha HOMOrpaMMy U coeauHuTe
ux npsmon nuHven. lpognute NpAMYK0 NUHUMIO A0 JNMHUW Koppekuun. Todka
nepeceyeHus npeacraBnaeT cobon CKOPPEKTUPOBaAHHYIO CKOPOCTb CeavMeHTauuun.
Hanpumep, ecnu cpegHee 3HayeHue KOMHaTHOM Temnepatypbl coctaBndet 30°C, a
Habnogaemas ckopocTb ceanmeHTauumn coctasnsaet 30 Mm/Y, CKOppeKkTUpoBaHHas

ckopocTb cocTtaBuT 20 MM/,
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KomHaTHaga Temnepartypa Habniogaemas ckopocTb JInHna koppekuunn
(meTon BecteprpeHa)
g5 __ 35 130 3
1 120 3 90
1 100 - !
1 30 a0 _:. :—70
85 i
+ - 60
80 4 E
4 - 50
1 25 }
75 C 40
I - 30
70 4 L
T 20 — 20
65 T - 10
T 0
60 —- .

Puc. A-1 Koppekums CKOpOCTM ceguMMeHTaumm C y4eToM KonebaHun KOMHaTHOM

TeMmnepartypbl.
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NMpunoxeHune V Koppekumnsa CKOpoCcTU ceaguMeHTaLum y

nauueHTa c aHeMuen
AHeMI/IFI - 9TO MeanUMHCKOe COCTOAHUe, r|p|/| KOTOpOM B KpOBVI CrmMuKoM mMano

KpacHbIx kneTtok. Metog BecTteprpeHa - 9T0 MexayHapoaHbl CTaHAApPTHbIA MeTos,
pa3paboTaHHbin ICSH ans npoBeageHna Tecta Ha CO3. Korga meton BecrteprpeHa
npuMeHseTcs Ons uccnenoBaHns obpas3uoB Ha aHemuto, pesynbrar Tecta Oyger
BblLLIE, YEM pearibHas CKOPOCTb 0cefaHus, Mo CrieayrLwmm NpuYnNHaMm:

KpuByto ceoMmeHTaumMmM 4Yacto [JenaT Ha Tpu coctaBngwwme: (1) HavanbHas
MeaneHHas asa wnuM nepuog arperaumm, BO BpPeMdA KOTOPOro npoucxogut
obpasoBaHme Pyno n ckopocTb ocefaHusa MOCTENEeHHO yBenuumsaeTcs; (2) nepvog
NMOCTOSAHHOM M MaKCMMalibHOM CKOPOCTUM OcefaHusi, NpencTaBreHHbIn MNPSMON
nuHuen; (3) nepuoa «3amennieHms», B KOTOPOM CKOPOCTb CTaHOBUTCA Bce Oonee
MeOeHHOM NO Mepe TOro, Kak KNEeTKM CKannmBalTCa Ha AHEe Npobupku.

Kak npaBuno, ckopocTb cegumeHTauum u obpaTtHOe COonpoTUBMEHME Mna3Mbl B
HWKHEM MONOXEHUN NpobupkM MOryT NOAdEepXMBaTb OTHOCUTENbHOE paBHOBECUE.
OpHako, ecnn ypoBeHb KpacHbix kpoBsiHbix Tenew (HCT) n obpaTtHas pe3ancTeHTHOCTb
3PUTPOLIUTOB CHUXAKOTCH, CKOPOCTb OCefaHuUsi COOTBETCTBEHHO YBEeNMYMBaEeTCA.
Takmm ob6pasom, kpuBas COO pgomkHa ObiTb CKOppPEKTMpOBaHa Npwu aHanmse
00pasLoB Ha aHEMMIO.

HenbcoH K. Opayan n Puvapa B. CuHrep s dunagenbduincKoro yHuBepcuTteTa
(Nelson K. Opayan, Puyapg B. CwuHrep. XXypHan nabopaTopHOW M KIMHUYECKOW
MeOWUUHbI) MpOBEenu UuccrnefoBaHne, MOCBALWEHHOE Koppekuun nnd  pacdeTta
CKOpPOCTM oOcedaHust o6pas3uoB npu aHemun. 1948, 33:511-518.). B aTtom
nccrnegoBaHuu Gbina noctTpoeHa HoMmorpamma (Homorpamma Oppyas-CuHrepa) aons
KOPPEKTUPOBKN CKOPOCTU OCaXAeHUs, BbINONMHEHHOM MO MeTtony BecteprpeHa.
HenbcoH u Pwuwyapg noarsepavnu nNpaBWbHOCTbL CBOEro MeToAda, BbINOSIHUB
cnegyrowne TecTbl:

1. Onpegenunu ckopoCTb OCeAaHUs y NauneHTa Cc NULLEeBo aHeMmnen 4o 1 nocre
nepenvBaHug, a 3aTeM CKOppeKTMpoBanu Habngaemyo CKOPOCTb 0ceaaHus,
nucrnonb3yst npuBegeHHyr Homorpammy. CpaBHUNUM  CKOPPEKTUPOBaHHbIE
nokasarenu.

2. Onpepenunu CKOpOCTb ocefaHusa o6pasLoB KanunnsapHOM U BEHO3HOW KPOBMU

nauneHTa, a 3arteM CKOPPEKTUpoBaJin Ha6mo,u,aemyro CKOPOCTb OcefaHu4,
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ncnonb3yda npuBeeHHyrd HOMOrpammy. CpaBHI/IJ'II/I CKOppeKTnpoBaHHbIE

nokasarenu.
ToOYHOCTb 3TOro MeToda UNNICTpUpyeTca npuMmepamu, NpuBegeHHbIMU B TecTax
(1) v (2). Tect (1) nnniocTpupyeT BNUAHWE U3MeHeHUs obbema 3anosIHEHHOW
A4YekM Ha Habnogaemylo  CKOpOCTb  ocefaHusd, B TO BpeMda  Kak
CKOPPEKTUPOBAHHAA CKOPOCTb OCTaeTCs MpakTU4eckn HeusmeHHou. B Tecte (2)
OHO TaKXe OCTaeTCsd HEeU3MEHHbIM N9 COOTBETCTBUS CKOPPEKTUPOBAHHBLIX
nokasarenen BEHO3HOM N KanuiinsgpHOW KPOBU Y OQHOIO M TOrO e naumneHTa.
OTOT MeTo AOKa3an CBOK NPaKTUYHOCTb 3a CEMb NET UCMNOMb30BaHWs B 60nbHULE
[MeHcunbBaHCKOro yHMBepcuTeTa.
UTo6bl CKOppPEeKTUpOBaTb CKOPOCTb 0cefaHmsa 0bpasLoB Npu aHeMUM C MOMOLLbIO
Homorpammbl  Opayasi-3uHrepa (cMm. puc. A-2), npumeHuTe Habniogaemyto
CKOpOCTb ocefaHus u 3HavyeHne HCT k Homorpamme Ha puc. A-2, a 3atem
coeauHuTe ux NpsMmon nuHuen. lNepeceyeHne NPAMON NIMHUK N NIMHUX KOPPEKLNN
- 9TO CKOPPEKTUPOBAHHAs CKOPOCTb ocaxaeHusi. Hanpumep, ecnu 3HadeHne HCT
paBHO 26%, a Habntogaemoe COB paBHO 78 MM/4, CKOPPEKTUPOBAHHAsA CKOPOCTb
ocefaHua coctaensetr 23 mm/y; ecnn HCT coctaensiet 38%, a Habniogaemas
CKOpPOCTb oOcaxaeHust coctaBnsgeTr 70 MM/4, CKOpPpPEeKTMpOBaHHasi CKOPOCTb

cocTtaBngeT 48 MM/d.
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Habniogaemas ckopocTb
(meTon BecTeprpeHa)

JINHUS KoppeKLmuK
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Puc.A-2. Homorpamma Opayas-3uHrepa ¢ NonpaBKom Ha CKOPOCTb OoceaaHust Ang

npobbl ¢ aHemunen (metog BecteprpeHa)
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NMpunoxeHue VI YNakoBOYHbIA NUCT

CtaHgapTHbIV KOMMNNEKT* NOCTaBKM aHanu3aTopa COCTOUT U3:

Homep HassaHune Cneundukaumsa | Konundectso Bua

AHanunsaTtop CKopoCcTu
1 ocefaHus VISION PRO 1 LUT.
aputpoumTtos (COI)

2 LUHyp nuTaHus 1,5 m. 1 LUT.

PykoBoacTeo no
aKcnnyartauum

4 CepTucumkat kadvecTBa VISION PRO 1 LuT.

VISION PRO 1 LUT.

5 KpaTkoe pykoBoaCcTBO VISION PRO 1 LUT.

KpaTkoe pykoBoacTBO
no UHcTannALMm
aHarnmusaTopa CKOpoCTH
ocefaHus
aputpoumnTtos (COI)
PRO Bepcun

7 MpepoxpaHuTens 3Ap5%20 2 LUT.

Tepmobymara ans
npuHTEpa
[lononHuTenbHble
NPUHaLNEXHOCTN:

— 3rIeKTPOHHas TecCT-
kapta Vision Pro
Dongle Ha 10000
TecTtos, 20000 TecToB,
50000 TecToB;

— NycTas aneKkTpoHHas
TecT-kapTta Vision Pro
Dongle 0 TecToB;

Ecnu kakaa-nmbo u3 ykasaHHbIX geTaneun yTepsiHa unv nospexgeHa, noxanymncra,

CBAXUTECH C TEXHUYECKMMU cneunanmnctamm ,D,I/ICTpVI6bI-OTOpaMI/I.

*KoMNneKT nocTaBkM MOXET ObITb M3MEHEH npon3BoanTenemMm.
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YnakoBOYHbIW NUCT onA
AHanusatopa ckopoctu ocegaHus aputpouutoB (COIJ) (PRO Bepcus)

Homep HassaHune Cneuundumkauus KonuyecTtBo Bug

AHanmnsatop CKOpoCTu

1 ocefaHuda apuTpoLuTOB VISION PRO 1 WwT.
(COJ)
2 LWHyp nutaHmns 1,5 m. LT
3 | Pyosoncrso no VISION PRO m
akcnsyarauum
4 CepTudpmkat kayecTtsa VISION PRO WwT.
5 KpaTkoe pykoBOACTBO VISION PRO LT
KpaTkoe pykoBOACTBO MO
WMHCTanNAuuun
6 aHanuasartopa CKopocTu - LT,
ocejaHnsA 3pUTPOLUTOB
(CO3) PRO Bepcuun
7 MpenoxpaHutens 3Ap5%20 LuT.
8 Tepmobymara gns B T
npuHTEpa
[ononHutenbHble
npuHagnexHocTu:

— BIEeKTPOHHas TeCT-
kapta Vision Pro Dongle
9 Ha 10000 TecTtos, 20000 - LT,
TecTtoB, 50000 TecTOB;
— MycTas aneKTPoHHas
TecT-kapTa Vision Pro

Dongle 0 TecToB;

Ecnn kakas-nmbo nosunums noBpexaeHa nnn OTCYyTCTBYET — CBAXUTECb C MECTHbIM
NOCTaBLLUMKOM.
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Intellectual property rights

The intellectual property rights of this User Manual and products therein are all reserved by
SHENZHEN YHLO BIOTECH CO., LTD. All rights reserved. No individual or organization may copy,

modify or translate any part of this User Manual without the written consent of YHLO.

Product information

Product name: VISION ESR Analyzer
Model: VISION Pro-A, VISION Pro-B, VISION Pro-C
Basic UDI -DI: GMN:692591270145HC

Intended use : The VISION ESR Analyze is a fully-automated ESR analyzer intended for

determination of Erythrocyte Sedimentation Rate of whole blood taken from clinical settings. It is used
for judging the prognosis of certain diseases, and has certain application value in distinguishing

benign from malignant tumors.

The intended user includes laboratory professionals or personnel trained in laboratory testing.

About the Operation Manual

Version No.: V5.0

Software version: V1

Contact info and after-sales service provider
Customer Service Center: SHENZHEN YHLO BIOTECH CO., LTD.

Address: Building 1, YHLO Biopark, Baolong 2nd Road, Baolong Subdistrict, Longgang District,
Shenzhen,Guangdong, 518116, China

Tel.: 0086-755-26473359
Fax: 0086-755-26473319
Website: www.szyhlo.com

Email: intl.service@szyhlo.com

YHLO
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Responsibility on the Manufacturer Party

Contents of this manual are subject to change without prior notice.

All information contained in this manual is believed to be correct. SHENZHEN YHLO BIOTECH CO.,
LTD. (hereinafter called YHLO) shall not be liable for errors contained herein or for incidental or
consequential damages in connection with the furnishing, performance, or use of this manual.

YHLO is responsible for the effects on safety, reliability and performance of this product, only if:

a) all installation operations, expansions, changes, modifications and repairs of this product are

conducted by YHLO authorized personnel;

b) the electrical installation of the relevant room complies with the applicable national and local

requirements;

c) the product is used in accordance with the instructions for use.

AWarning

It is important for the hospital or organization that employs this equipment to carry out a reasonable

service/maintenance plan. Neglect of this may result in machine breakdown or personal injury.

ANote

This equipment must be operated by skilled/trained clinical professionals.

YHLO
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Warranty

This warranty is exclusive and is in lieu of all other warranties, expressed or implied, including

warranties of merchantability or fitness for any particular purpose.

Exemptions

YHLO 's obligation or liability under this warranty does not include any transportation or other charges
or liability for direct, indirect or consequential damages or delay resulting from the improper use or
application of the product or the use of parts or accessories not approved by YHLO or repair by
people other than YHLO authorized personnel.

This warranty shall not extend to:

a) Malfunction or damage caused by improper use or man-made failure.
b) Malfunction or damage caused by unstable or out-of-range power input.
c) Malfunction or damage caused by force majeure such as fire and earthquake.

d) Malfunction or damage caused by improper operation or repair by unqualified or unauthorized

service people.
e) Malfunction of the instrument or part whose serial number is not legible enough.

f)  Others not caused by instrument or part itself.

YHLO
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Intellectual Property Statement

SHENZHEN YHLO BIOTECH CO., LTD. owns the intellectual property rights to this YHLO product
and this manual. This manual may refer to information protected by copyright or patents and does not
convey any license under the patent rights or copyright of YHLO, or of others.

YHLO intends to maintain the contents of this manual as confidential information. Disclosure of the
information in this manual in any manner whatsoever without the written permission of YHLO is
strictly forbidden.

Release, amendment, reproduction, distribution, rental, adaptation, translation or any other derivative
work of this manual in any manner whatsoever without the written permission of YHLO is strictly

forbidden.

YHLO
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Restriction and Warning

Please use the components provided or recommended by the manufacturer (YHLO).
Any risk or malfunctions resulted from disobey of the manufacturer’s operation manual
should be assumed by the users.

The running of the instrument is dependent on the corresponding software. Any damage
and hacking towards the software should be considered as the infringement of the
guarantee agreement. In this case, YHLO remains the right to terminate the after-sale
service and sue the infringer.

If the user is in need of technical support, please contact the local customer service

center or YHLO Shenzhen head office.

AAttention

Do not use this manual if pages are missing.

To request a new manual, please contact the customer service department of the

manufacturer.

Tel: +86-755-26473359

Please make sure the version of the software is consistent with the operation manual.
YHLO will not be hold responsible for any direct or indirect mistake, defect, incident or

damage(s) due to any use of the software that does not correspond with the instrument.

YHLO
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1. Introduction

1.1 Field of Application

VISION Pro (hereinafter referred to as the instrument) is a clinical diagnostic
instrument for determining the sedimentation value of blood sample.

Used together with disposable EDTA tubes, the sample positions are 8, 16 and 32.
During the test, the sample tube rack will be rotated 180° through a motor. After
rotation the samples in the tube are fully mixed and placed vertically in a static way.
Then the infrared emitter and receiver can scan the samples along the tubes. In this
way, the blood cell sedimentation value can be collected and a dynamic
sedimentation curve will be generated by the instrument software. And thus users
can print the test results.

The instrument is operated in closed environment so that the operator is protected
from the potential infection risk from the clinical samples. In the running process, the

instrument is automatically performed.

1.2 Instrument Structure

The instrument consist of instrument shell, power supply, base, sample tube rack
mounted on the supporter, mixing device and blood cell scanning device.

The instrument shell consists of two compartments: the upper shell, two side shell ,
the front shell, the back shell and the lower shell. The upper shell, the back shell and
two side shell can be removed from the instrument so that it provides an easy
access to maintenance.

The instrument is controlled by internal software which can save up to 5,000 test
results. The software can control the instrument to perform the test. The power

supply switch is located in the back of the instrument.

YHLO
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1.3 Operation Accessories

The accessories are included in the package list, please see the attachment for
details and confirm. If any of the mentioned parts is lost or damaged, please contact

YHLO technicians or local distributors.

1.4Technical Data

Display 7 inch LCD touch Screen
Power Indicator LED, Green
Operating system Linux
Running Indicator LED, Yellow
Fault Indicator LED, Red
Test Speed 20 min/cycle
8 sample positions (VISION Pro-A)
Model types 16 sample positions (VISION Pro-B)

32 sample positions (VISION Pro-C)

Test Tube requirement | Any EDTA tube with a diameter of 12/ 13mm

Sample Volume 1.5mI~3.5ml

Scanning Device Infrared emitting and receiving Device

Scanning Precision 0.25mm

Environment See “1.5 Installation Requirement”

Printer Internal thermal printer

Sample identification Internal barcode scaner

Power Supply 100~240V, 50/60Hz
Input Power Supply 220VA
Fuse 250V 3A
Dimension 352mm X 365mm X325mm
Weight 11.5Kg/12Kg/12.5Kg
Table 1-1 Technical Data
YHLO
Operation Manual 2
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1.5Installation Requirement

Temperature Range 18°C~30C

Moisture 40%RH~80%RH

Atmospheric Pressure | 75.0kPa~106.0 k Pa
Power Supply 100-240V~, 50/60Hz

The instrument should be mounted in a
well-ventilated room and connected with a
three-wire power cord of good grounding
Miscellaneous
performance. Avoid strong magnetic disturbance,

keep away from explosion gas, dust, direct light

and water immersion.

Table 1-2 Installation Requirements

1.6Dongle

Dongle is a small piece of hardware that allow the restricted system to run sample
test. The dongle contains a license that allow a certain number of uses for sample
tests, the number is displayed on the software interface and will reduce by uses.
When number of uses is not sufficient for sample tests, user must either replenish
available number or replace the dongle. To use the dongle, plug it to the USB port of
analyzer.

There are two kinds of dongles:

1)Master dongle: for authorized distributor use only. It is used to allocate number of
uses to slave dongles, can be also used for sample test.

2)Secondary dongle: for customer use.

Fig. 1 Master Dongle (left) Secondary Dongle (right)

YHLO
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2. Safety Instruction

2.1 Operator

The instrument is exclusively used for clinical diagnostics.
The operator is only limited to the YHLO engineers and personnel trained by the

dealers.

2.2 Tube Requirement

Any EDTA plastic or glass tubes within a diameter of 12 to 13mm are applicable.
The scanner can scan the sample through the trademark and barcode labels
attached to the tube. During scanning, please refer to the Appendix Il and /Il to

ensure test accuracy.

2.3 Sample

The sample is venous blood, and blood collection must avoid to produce bubbles.
The sample is anticoagulant whole blood, in which the ESR is affected by hematocrit
(HCT), including the high cholesterol, hemolysis, and blood coagulation clot, etc.
When the HCT increases, the ESR will not accelerate even though the erythrocyte
accumulation increases. But when the HCT declines, the ESR will accelerate even
though the erythrocyte accumulation is normal. Therefore, when the HCT is less
than 35%, the ESR shall be calibrated according to its HCT.

Although the test is performed under closed environment, samples must be
processed in accordance with Good Laboratory Practice (wear glove and uniform)
because samples may contain hazardous materials that are detrimental to human
health and environment. Disposable EDTA tubes should be handled as potentially

infectious.

YHLO
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2.4 Symbol

Following labeling are used in the Manual or on product.

Symbols Meaning

Attention: refer to the accompanying documentation

Biohazard Warning:: risk of potentially biohazard
infection

B> B

WARNING: Laser beam

WARNING: Be careful with hand.

¢ o B>

Ethernet port

USB port
SD SD card slot
REF Catalogue number

Serial number

Manufacturer and Date of manufacture

4|

Authorized Representative in the European Union

CE Mark

N
M

Consult Instructions for use

4=

Alternating current

IVD In vitro diagnostic medical device

I Power On

YHLO
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Power Off

Caution

O
AN\
This symbol indicates that the system should be
disposed of properly, in accordance with local, state,
or federal laws.
E This symbol also indicates separate collection for
— electrical and electronic equipment in compliance
with the Waste Electrical and Electronic Equipment
(WEEE) Directive

Table 2-1 Symbol and meaning

2.5Instrument Identification

Information listed on Identification Plate:

e Name of Instrument

e Model

¢ In vitro Diagnostics Instrument Marking

e Electrical Requirements and Maximum power consumption
e Serial Number

e Date of Manufacturing

e CE mark

e Name of Manufacturer

e Address of Manufacturer

2.6 Emergency Power Switch

In case of emergency, cut off the electrical supply to the instrument by turning off the
power switch located at the back of the instrument, or unplug the power outlet (The

instrument should be placed in which the power switch is easy to access).

YHLO
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3. Instrument Installation

3.1 Preparation

3.1.1 Installation Personnel

The installation personnel are only limited to YHLO engineer or personnel
authorized by customer service supplier.

3.1.2 Delivery, Storage and Unpacking

L= 4 L

r wc 1 r 85%1 r E A
/l/

oc 5

L A lz_M il A L . A

Fig. 3-1 Package Indicator
Please following the below requirements during delivery and storage.

® Do not store the instrument in humid environment. Keep away from direct

sunlight and heating devices such as the heater.

During delivery, the temperature should be kept between 0°C to 40°C.
Storage: 0 ~40°C, 20~ 85%RH. Away from erosive gas and keep the
storage space well ventilated.
® Do not leave the package in rainy or moisture condition.
® Away from magnetic disturbance or audio devices such as the speaker.
® Place the instrument on stable surface.

® Fall from high place or external physical collision may cause damage or

malfunction of the instrument.

Please follow the below steps during unpacking:

® The package material is hard board. Please check the package before
unpacking.

® Check the instrument and components in accordance with the packing list
YHLO
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when unpacking.

® Softly place the instrument on the workbench.

® Check the serial number on the instrument nameplate, conformity certificate
and the delivery list for consistency.

® Scrutinize the instrument to check if there are loose, bend or cracked
components.

® After unpacking, please do not discard the package so that the instrument
can be packed in case of storage, delivery or transfer when not used for a

long time.

3.2 Installation

® Unpack the package and take out the instrument.

® Place the instrument in which there is an easy access to ground power
outlet, and ensure that the distance between the instrument and the power
outlet is greater than 30cm.

® Make sure there are enough room to open the upper lid.

® The workbench should not be less than 500mm (L) x 400mm (W) x

600mm (D) for instrument.

The workbench should bear a weight not less than 40KG.

The maximum inclined angle for the workbench should not exceed 0.3°.

Connect the power cord to the instrument power interface.

The instrument should be placed where there is an easy access to the
power switch. In case of emergency, the user can shut down the instrument
by switching it off or unplugging the power cord.

® Keep room well ventilated for cooling.

® Keep enough space in front of the instrument for easy operation.

® Place the instrument in a stable way to avoid impact or collision.

® Do not remove the instrument randomly.

YHLO
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4. Software Operation Instruction

4.1 System Start

Connect the power cord. Turn on the power switch on its back. The Login
interface of the instrument displays.

Type in the user name and password, click “Login” to enter the main interface

YHLO

User E'\dmin

Password [uuc

Login

Fig. 4-1-1 Login Interface

> Main interface:

YHLO |

@Admin Stand-by  22.1+-05 [C] é’m: 6%' e
Fig. 4-1-2 Main Interface

YHLO
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Serial | Symbol icons Meaning
1 YHLO It shows the LOGO of manufacturer.
2 Stand-by It shows Instrument status.

It shows current instrument temperature,
3 22.1+-0.5 [°(C]
real-time display update.

4 & ! It shows LIS connection status.
5 Eﬂ It shows printer connection status.
6 |j It shows the instrument state, and can be
-J clicked into the failure detail list.
7 @Admin It shows the current user.
11:50
8 2018-07-15 It shows the date of test.
It means batch mode with automatic
9 @ Cycle
detection.
10 @ Random It means STAT mode with plug and play.
11 @ QC It means quality control.
12 Result It means the result query.
13 @ Settings It means parameter setting.

It means maintenance, only can be used by

14 % Service

Table 4-1 Symbol icons and meaning

engineer account.

» Operation performed by the user
The ESR Analyzer is an automatic instrument. The user only needs to scan

sample barcode or type sample ID and insert the tubes.

YHLO
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4.2 Menu tree

The following is a listing of the VISION Pro menu tree.

4.21 Cycle Test Interface

Click “Cycle” and the instrument can perform a self check to make sure the

instrument connection, lifting and mixing motors normal functions, home

positions, infrared LED. If the above-mentioned functions are not normal or

malfunctioned, the malfunction info will be displayed on the software screen.

YHLO
s |
> Run
| | curve |
| [ Edit |
| K Previous.

Cycle €@ Home
" Height ESR ESR (18°C, a
Position Sample ID o (mm/h] (mm/h] | |

e

v

Fig. 4-2-1-1 Cycle Interface

» Scan: Click “Scan”, the instrument will proceed scanning and the “Height”,

“ESR”, "ESR(18°C), “Katz” column information are removed, “Sample ID”

column information is retained. After scanning, The “Position” column with the

color labeling indicates that there is a sample.

» Run/Stop: Click “Start”, the instrument start the tests. Click “Stop”, the

instrument stops the tests.

Curve: Click "Curve" to show the selected sedimentation curve.

Edit: Click “Edit” to enter the interface shown in Fig. 4-2-1-2 and Fig. 4-2-1-3

below.

Previous: Click "Previous" to go to the previous page.

Next: Click "Next" to go to the next page.

YHLO
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AAttention

The "Previous" and "Next" only display in the VISION Pro-B or VISION Pro-C.

» Cycle: Indicates the current function interface.
» Home: Click "Home" to back the main interface.

YHLO @ Cycle PHome
]
Sample Info Patient Info
&] Save
| | position |1 F qcC Pl
<< Previou Hiceel
Sample ID [1 | | Sample ID Increment F 2
| —
>> — Reference
e
Reference ESR
Gender Age Age Unit A
— 9 9 [mm/h] [ —
D Back Male 51-100 Year 1-20 A
Male 20-50 Year 1-15
Female 20-50 Year 1-20
Male 1-19 Year 3-13 T‘

Fig. 4-2-1-2 Edit Sample Info Interface
Position: The current sample position will be placed.

Sample ID: Shows the current Sample ID.

Sample ID Increment: When this option is enabled, the user may click
“Save” and the interface will jump to the next position.

Reference: Select reference range of the current sample.

QC: When this option is enabled, the “Sample ID” will change into “QC Lot”,
indicating that the tube in this position is a QC sample.

Save: Saves the sample information.

Previous: Goes to the previous position.

Next: Goes to the next position.

YV V V V

Back: Back to the Cycle interface.

YHLO
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@ Cycle B Home

Sample Info Patient Info

PatienID  |200014 | Sampleld |1

Name |Tom | Gender &~/ Male Female

Birth A 2018-07-15 Y

Submit Time  2018-07-15 15:53:15 J Submit Doctor
J Test Doctor |:|

Test Time  2018-07-15 15:53:15

Diagnosis |

Fig. 4-2-1-4 Edit Sample Info Interface
Save: Save the patient information.

Previous: Goes to the previous position.

Next: Goes to the next position.

Back: Back to the Cycle interface.

Patient ID: Enter the patient ID.

Sample ID: Shows the current Sample ID.

Name: Enter the name of patient.

Gender: Select the gender of patient.

Birth: Enter the birthday of patient.

Submit Time: Select the delivering time of sample.
Submit Doctor: Select the doctor who delivers the sample.
Test Time: Select the test time of sample.

Test Doctor: Select the doctor who tests the sample.

vV V. V ¥V ¥V ¥V ¥V VY ¥V V V V V VY

Diagnosis: Enter the diagnosis of sample.

4.2.2 Random Interface

In the main menu, select the “Random” button to enter this screen. Click
“‘Random” to start the random access of tubes to the analyzer. Prior to it, there will
be a self-check procedure to run. The self check process is the same as the

process described above.

YHLO
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>

YHLO

YHLO

YHLO ° Random | e Home

© 0 @000 @ ©

. p > B s J <« J s J ¢ J 7 J s

T L w0 L u L e s f o Lo [ .
EY

Fig. 4-2-2-1 Random Interface
Edit: Click “Edit” to enter the interface shown in Fig. 4-2-2-2 and Fig. 4-2-1-3

below.

>>/<<: Click ">>" to go to the previous page, click "<<" to go to the next page.

YHLO @ Random | & Home

Sample Info Patient Info

Fig. 4-2-2-2 Edit Sample Info Interface
Position: The current sample position will be placed.

Sample ID: Shows the current Sample ID.

Sample ID Increment: When this option is enabled, the user may click
“Save” and the interface will jump to the next position.

Reference: Select reference range of the current sample.

Save: Saves the sample information.

Previous: Goes to the previous position.

Oieration Manual 14



> Next: Goes to the next position.
> Back: Back to the Cycle interface.

The description of patient information is the same as the "Cycle" ( Fig. 4-2-1-3).

4.2.3 Quality Control

Quality control testing will use 2 levels of quality control, a high level and a low

level.

AAttention

Quality control can only be carried out in automatic detection mode!

After each maintenance or fault handling operation, the quality control test is

proposed to ensure the stability of the instrument performance.

4.2.3.1 Quality Control Test procedure

Set Qualit
Start the Instrument Self- Q ¥
Control
Instrument Test
Parameters
Scan sample and
Sample Mix Run Detection enter control
number
: View Qualit
Sample Scan Data Processing Q y

Control Results

4.2.3.2 Quality Control parameter setting
Connect the instrument power cord. For the limited-activated instrument, turn on the
power on the back of the instrument .After the boot interface is finished, input the

user and password, click "Login". Then click "QC", login to the QC interface.

YHLO
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YHLO & QcC € Home
Time [|Position Lot QC Level el ESk ESR B
{2 Setting mm mm/h mm/h]
N 03T 13 20170102 C2 142mm  46mm/h 43 mm/h
E BN T |2 20170101 C1 340mm  5mm/h 4 mm/h
g 20170102 C2 142mm  45mm/h S0mm/h | =
Q Search
E@ Print
[3) Export .T
\‘- I | | » |

Fig. 4-2-3-1 QC Interface
» Setting: Click "Setting", the interface appears two levels of quality control
products C1, C2, input the quality control number, reference mean, deviation
range respectively and save. The interface will appear the quality control

product information list that has been entered.

(< Jol@ € Home

Lot QClLevel | Mean
mm/h] — _ _
Level @®Cl © C2

20170102 Cc2 10

QClot (20170101 )

Mean 10 |

Range  [6.6666667 )

EXP YYYY-MM-DD

A 2017-10-28 v

Fig. 4-2-3-2 QC Setting Interface
e "Add": Elect Level, input QC Lot, Mean, SD, elect the time, then click
the "Add".
e "Modify": Elect the QC lever that you want to modify, you can modify
the Lever, QC Lot, Mean, SD, Time. When you finished the modify, click the
"Modify".

e "Delete": Elect the QC lever that you want to delete, click the "Delete".

YHLO
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A Note

The same batch quality controller need to have only one control information.

> L-J: L-J chart takes the test time as the horizontal axis, the test result as the
longitudinal shaft. It shows the controller result tendency in the specified
time period. The value must be between the "Mean-3SD" and the

"Mean+3SD".

YHLO (< Jol@ € Home

A
D 3SD
Back = [

35D

2SD
SD |
X+
-SDr
-2SD

-35D

<-35D 1 1 1 1 1 1
0 5 10 15 20 25 30

Time(Day)

Fig. 4-2-3-3 L-J Interface

e Click L-J chart, the interface shows the using instrument code, controller
level, controller batch number, control date and L-J chart, as shown in the
following:
e Controller time is selected by month, so that L-J chart displays all the
controller information in the selected month.
e Controller L- J chart shows all the test results for the controller in the
same batch, and the average and standard deviation correspondingly.

» "Curve": Select a QC result and click “Curve” to view the ESR dynamic
curve.
“Print”: Select a result and click “Print” to print the result.

“Export”: Select a result and click “Export” to export the result to a U disk.

YHLO
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4.2.3.4 Quality Control test application

>

>

YHLO

Connect the instrument power cord. For the limited-activated instrument.
Turn on the power on the back of the instrument .After the boot interface is
finished, input the user and password, click "Login".

Click "Cycle", then click "Scan ID" to begin the scan the self-check process
will be run automatically. If the self-check goes through, the link will show
green color. Otherwise it will show red color and prompt error messages.
After completing the self-check, open the lid of instrument, click "Edit".

Click the input box of "Sample ID", manually enter the Lot of QC Sample,
and elect he Lever, insert the QC sample tube into the tube rack with
corresponding position, and click "Save", then click "Run", the instrument

starts mixing automatically.

YHLO @O Cycle @ Home
]
Sample Info Patient Info
&] Save
[ | position [1 K/ ac K ca
<< Previou Bl
QC Lot 20170101 -J Sample ID Increment Cc2
|
>>N - Reference
e
. Reference ESR | 4 |
e Gender Age Age Unit h ()
D Back A
Female 51-100 Year 1-30
Male 20-50 Year 1-15
Female 20-50 Year 1-20
Male 1-19 Year 3-13 t‘

Fig. 4-2-3-4 QC Edit Interface
Click "Next", do the same operation for the next samples.
After putting lever 1 QC sample and lever 2 QC sample into the tube racks,
click "Back" and close the lid of instrument. Click "Run" to start the test.
The instrument begins collecting data after mixing 3 minutes.
It takes 20 minutes to complete data collecting, select sample to view the

ESR curve.

Operation Manual
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4.2.4 Result Interface

YHLO ®Result @ Home

| 1 . - Height ESR ESR (18°C) A
l QSearch i Time Position Sample ID T (mm/h] [mm/h]

I: ECurve ‘
l B‘ Delete ‘

l EgPrint ‘

l E:) Export ‘

X
l C?E LIS ‘ v |

< 1} >
Fig. 4-2-4-1 Result Interface
Select “Result” in the main interface to view the test results. The “Position”

column in black shows whether tests were performed in “Cycle” mode or

“‘Random” mode. The “ESR” and “ESR (18°C)” columns both indicate results. The

“‘ESR” column shows the observed results under the current environment. The

“‘ESR (18°C)” column shows the corrected results according to the Manley

temperature correction curve corresponding to 18°C.

» Search: Click “Search” to enter the search interface. You can search by
Sample ID or by date as shown in the picture below (See Fig. 4-2-4-2).

» Curve: Select a result and click SED Curve to view the ESR dynamic curve

(See Fig. 4-2-4-3).

Delete: Select a result and click “Delete” to delete the result.

Print: Select a result and click “Print” to print the result.

Export: Select a result and click “Export” to export the result.

LIS: Send the selected result to the LIS.

YV YV VYV V

YHLO
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YHLO
© Result | € Home

Search By Sample ID

Sample ID I_r

Search By Date

From A 2017-07-01 00:00:00 W

To A 2018-07-15 235959 W

Fig. 4-2-4-2 Search Interface

® Result | @ Home

Position:5
701\
el — Height
—— Sedimentation Rate
50 -
e
T E
< — 30}
20 -
10
0 [l 1 1 1 -
0 3 10 15 20

Time[min]

Fig. 4-2-4-3 Curve Interface

YHLO
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4.2.5 Settings Interface

YHLO @ settings € Home
"Language '
[ |z &/ English | | Espariol | | Francais
Settings
VAutuPrint | [Enable Scanner
Time
A 2018-07-15 00:00:00 'V Set

Fig. 4-2-5-1 Settings Interface

4.2.5.1 Sys Set Interface

Click “Settings” in the main menu to enter the display shown above (See Fig. 4-2-5-1 and

Fig. 4-2-5-5) .

» Instrument- Language: Select the corresponding language. After a restart, the
language will be changed.

» Instrument- Settings: Select “Auto Print” to automatically print a result after testing is
finished. Select “Enable Scanner” to switch on the barcode scanner. It will be turned off
automatically during testing process and be turned on once testing is finished.

» Instrument- LIS: In the picture above, LIS connection information can be set. Input IP

address and Port number of LIS, click “Connect” to connect.

Settings Home
g

IP Address [127.0.0.1 | Item Item number |
Port 18080 | s 1
HCT 3
Time Out [15 |'s KATZ 3
Reconnect time |30 |'s
L/ Auto-connect with LIS when software starting

L/ Re-connect with LIS after disconnected

Connect ‘ ‘ DisConnect \ I Settings ‘ ’ Save

Fig. 4-2-5-2 Sys Set-LIS Interface

YHLO
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@ Settings | & Home

1P Address 1127.0.0.1 |
SubNetMask ~ 1255.255.255.0 |

GeteWay [192.168.0.1 |

Fig. 4-2-5-3 LIS Settings Interface
» Instrument-Version: In the picture below(See Fig. 4-2-4-4), you can know the version of

software.

@ Settings | € Home

Release Version: V1

Software Version: V1.00.04.00

Fig. 4-2-5-4 Sys Set-Version Interface

4.2.5.2 Aux Interface

The interface is used to set the reference, user, log out and dictionary. (See Fig. 4-2-5-5).

YHLO
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Qsettings € Home

Reference User Logout Dictionary
Qa Sysset Reference ESR
| Gender Age Age Unit [mm/h] Default
Male 51-100 Year 1-20 N
Female 51-100 Year 1-30 Y
Male 20-50 Year 1-15 N
Female  20-50 Year 1-20 N
Male 1-19 Year 3-13 N
Female 1-19 Year 3-13 N
Male 1-12 Month 0-2 N
(T Add ‘ ‘ ([} pelete ‘ ‘ Modify

Fig. 4-2-5-5 Aux Interface

> Aux-Reference: This menu allows user to set the reference range of results.

e Add: Click “Add” to add this reference range.

e Delete: Select a reference range to be deleted on the left side, then click
"Delete" to delete this reference range.

[ ]

Modify: Select a reference range to be modified on the left side; after
modifying the information on the right side, click "Modify" to modify this
reference range.

> Aux-User: This menu allows user to set the permission of user accounts.

YHLO @ Settings @ Home
Reference User l Logout ] Dictionary _

User Name Password | & | UserName L |

User *EEEEEREE Password |\ ‘l

P ertriris ConfirmPassword | |

— | [ user
|
| Admin

|

v (ad ‘ Modify‘ ‘ B‘Delete‘

Fig. 4-2-5-6 Aux-User Interface

e Add: Input User Name, Password and Confirm Password, elect the

user's permission, then click the "Add" .

Modify: Elect the user that you want to modify, you can modify the
YHLO

Operation Manual

23




YHLO

password or permission. When you finished the modification, click the
"Modify".
e Delete: Elect the user that you want to delete, click the "Delete".

» Aux-Log out: This menu allows user to back to login interface.

YHLO @ settings € Home

Qﬂ SysSet

Logout

o Logout

Fig. 4-2-5-7 Aux-Log out Interface
» Aux-Dictionary: This menu allows user to add or delete the classification.
YHLO @ Settings @ Home

Reference User Logout Dictionary _
00 SysSet = -

Classification | * [| NO. Data Description  Mnemonic syr * |

Unit

Sample Type

Mation

[

Mationality
Lesion | '

Department ~ | I | ’/I

IT ‘ CIJ-Add ‘ ‘ C}Delete ‘
Fig. 4-2-5-8 Aux-Dictionary Interface

e Add: Click “Add” to add the classification.

Phisician

o Delete: Select a classification to be deleted on the left side, then click

"Delete" to delete this reference range.

YHLO

Operation Manual 24




YHLO

5. Instrument Operation

The instrument is required to run a self-check before analysis.

There are two test modes for the instrument, “Cycle” and “Random”. Press “Cycle”

to perform tests and the sample will be mixed automatically. Press “Random” to

perform tests and the sample should be mixed by hand before test. During the test,
new samples can be inserted into the instrument. Finished samples can be removed
from the instrument for new samples to be tested.

Westergren’s method shall be used to perform the test as a reference for correction

in the following conditions:

1) When the room temperature is not within the range of 18°C~25°C (64°F ~77°T"),
the system will correct the results automatically. Please refer to Appendix IV for
the details.

2) When the test sample is a anemia sample (HCT < 35%). Please refer to

Appendix V for the details.

AAttention

The power cord must be well connected before operation, sample volume must be more

than 1.5ml otherwise the result will be invalid.

AAttention

Two-layer barcode can be read through by instrument. Check and ensure the thickness
of barcode layer does not exceed two layers before operation. The color of barcode

background must not be black otherwise the result will be invalid.

YHLO
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5.1 Flow chart of Operation

Switch On

A 4

Self Check

A 4

Select sample position

A 4

Barcode Scanning or
Inout Samole 1D

A 4

Put sample tubes into the rack

Result Reporting

A

Data Processing

4

Sample Scanning

4

Sample Mixing

A

»  Start Running

Fig. 5-1 Flow chart of operation (Cycle)

Switch On

Self Check

A

Select sample position

y

Mix Samples By Hands

A

Barcode Scanning or

y

Result Reporting

4

Data Processing
A

Sample Scanning

4

Click sample positions

4

Input Sample ID

Put sample tubes into the rack

Fig. 5-2 Flow chart of operation (Random)

YHLO
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5.2 Test Procedures in “Cycle” Mode

Connect the power cord. If the instrument is a limited license, please insert a dongle.

Turn on the power switch on its back.

1) After the boot interface is finished, input the user and password, click "Login".

2) Click "Cycle", then click "Scan ID" to begin the scan the self-check process will
be run automatically. If the self-check goes through, the link will show green
color. Otherwise it will show red color and prompt error messages.

3) After completing the self-check, open the lid of instrument, click "Edit".

4) Click the input box of "Sample ID", use the inner barcode reader to scan the
sample barcode or manually enter the sample barcode, insert the sample tube
into the tube rack with corresponding position, then select the "Reference", and
click "Save", then click "Run", the instrument starts mixing automatically.

5) Click "Next", do the same operation for the next samples, based on the step 4).

6) After putting all the samples into the tube racks, click "Back" and close the lid of

instrument. Click "Run" to start the test.

A Note

The sample tube should be put into the rack every time after inputting the barcode

otherwise the sample barcode can’t match with corresponding tube.

A Note

The instrument won’t run unless there’s at least a sample in the rack.

7) The instrument begins collecting data after mixing 3 minutes.
8) It takes 20 minutes to complete data collecting, and each ESR result will be
shown automatically in the report. Select sample to view the ESR curve.

9) Test results can be viewed in “Result” on the main menu.
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5.3 Test Procedures in “Random” Mode

Connect the power cord. If instrument is a limited license, please insert a dongle

card. Turn on the power switch on its back.

1) After the boot interface is finished, input the user and password, click "Login",
then click "Random" to enter the interface.

2) Open the lid of the instrument, select the position, then click "Edit". Click the
input box of "Sample ID", use the inner barcode reader to scan the sample
barcode or manually enter the sample barcode, select the "Reference" and click

"Save".

A Note

There should be minimum of eight complete inversions (180° X2) with the air

bubble travelling from end to end of the tube. Mixing must not cause haemolysis.
The sample tube should be put into the rack every time after inputting the barcode

otherwise the sample barcode can’t match with corresponding tube.

3) Insert the sample tube into the tube rack with corresponding position.
4) Click "Back" and close the upper lid. Click the position number and the

instrument will start test automatically.

A Note

The instrument won’t run unless there’s at least a sample in the rack.

5) During test, if there are other samples need to be tested, please repeat Step 2)
and 4).

6) It takes 20 minutes to complete data collecting and the instrument will save
results automatically. Take out finished samples and these samples can be
tested again according to the previous steps.

7) Testresults can be viewed in “Result” on the main menu.

6. Service and Maintenance

VISION Pro employs an enclosed design and will not produce waste liquid during
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test. The instrument will not come into contact with blood samples, and it does not

contain other parts requiring routine maintenance. Only the following maintenance

will be carried out when the device is used normally:

Remove dust on the surface of the device, including the light transmitting window of

scanner.

Turn off the power switch when all tests on the current day are finished.

7. Troubleshooting

Any simple fault of the device can first be eliminated according to this manual. If the
problem still exists, please contact the local after-sales service center, the local
agent, or the manufacturer. This device with the Certificate of Conformity supplied is
entitled to technical repair service; please keep the Certificate of Conformity
properly.

7.1Fault Content

When fault happens, the device status becomes “Fault”. Click the alarm status

I
button B software will show the fault content.

YHLO
x Time Fault Content b
‘ D Delete |
I E:) Export ‘
‘ QSearch |
I :JBack ‘ -
v
Fig. 7.1 Fault Content Interface
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Fault Content Meanings
Mixing motor home failed! Error when the mixing motor returns to home position
Linear motor home failed! Error when the linear motor returns to home position
Dark reading error : Channel Dark light reading error of XX channel
Weak light reading error : Channel Weak light reading error of XX channel
Strong light reading error : Channel Strong light reading error of XX channel

Table 7-1 Meanings of Fault Content

7.2Fault Causes and Handling

This part provides information of maintenance for users (e.g. Engineers),

® Mixing/ Linear motor home failed!: An error occurs when the mixing/linear motor
returns to home position

Fault cause:

1) The motor is not properly fixed, or the synchronous belt is loosened;

2) Wires of mixing motor and linear motor are reversely connected to the main
board;

3) Sensors of mixing motor and linear motor are reversely connected;

4) Abnormality of voltage supply to the motor;

5) 24V voltage input to the motor is normal, but the motor does not move; the
motor malfunctions in most cases;

6) The main board malfunctions.

Solution:

1) Mixing motor: Check whether the motor pulley is loosened; check the
tightness of synchronous belt; the mixing motor has been properly installed
if the test tube rack cannot swing freely in the horizontal direction;

2) Linear motor: Check whether the pulley is loosened; check the tightness of
synchronous belt; the linear motor has been properly installed if the infrared

transmitting/receiving unit cannot be adjusted freely;
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3) Check whether the motor wires are connected to the main board reversely;

4) Check whether the sensor wires of mixing motor and linear motor are
reversely connected;

5) Test whether the 24V supply voltage to the main board is normal; replace
the abnormal power supply;

6) Replace the motor;

7) Replace the main board.

® Dark/weak/strong light reading error: Dark/weak/strong light reading error of
channel

Fault cause:

1) In a strong-light environment (e.g. a balcony exposed to direct sunlight),
dark light reading error can occur easily;

2) The infrared transmitting tube is damaged or the emitted light intensity is
reduced, or the reading of corresponding receiving chip is less than 3500
when weak/strong light is enabled, resulting in weak/strong light reading
error; generally, the error is reported by a single channel;

3) The infrared receiving chip malfunctions or the receiving performance is
degraded, or the reading is less than 3500 when weak/strong light of
corresponding transmitting tube is enabled, resulting in weak/strong light
reading error; generally, the error is reported by a single channel,

4) The transmitting and receiving board wires are connected in a misaligned
way, or the wires are not properly inserted, or the wires broken/damaged
result in abnormality in signal transmission and dark/weak/strong light
reading error; generally the error is reported by multiple channels;

5) The transmitting and receiving boards are installed in a misaligned way,
resulting in the fact the transmitting tube is not aligned with the receiving
chip;

6) Power supply failure.
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Solution:

1) Close the upper cover of the device, and transfer it to a weak-light
environment;

2) Move the optical component to the home position; enable the Weak/Strong
button of the error reporting channel in sequence. If the LED reading of the
error reporting channel is less than 3500 and the optical reading of the
right-side channel is also much lower than the normal value (weak light:
around 1500; strong light: 4095), it will be considered that the LED light of
the error reporting channel malfunctions and the transceiver board E should
be replaced. If the error reporting channel is No. 8 channel and the reading
of No. 8 channel is around 1500 when weak light of No. 7 channel is enabled,
it will also be considered that the LED light of No. 8 channel malfunctions
and the transceiver board E should be replaced.

3) Move the optical component to the home position; enable the Weak/Strong
button of the left-side error reporting channel in sequence. The reading of
the error reporting channel should be around 1500 when weak light is
enabled and be 4095 when strong light is enabled; if the reading is too small,
it will be considered that the receiving chip of the error reporting channel
malfunctions and the transceiver board A should be replaced. If the error
reporting channel is No. 1 channel and the reading of No. 2 channel is
around 1500 when weak light of No. 1 channel is enabled, it will also be
considered that the receiving chip of No. 1 channel malfunctions and the
transceiver board A should be replaced.

4) Check whether the appearance of transceiver wires and the sockets are in
good condition; check whether the wires are properly connected;

5) Check whether the transceiver boards are properly installed;

6) Test whether the 12V supply voltage to the main board is normal; replace

the abnormal power supply.
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Appendix I Quick Guide

1 Switch On

1) Check and ensure the power cord well connected. Switch on the Instrument by means of the power
switch on its back.

2) After self check, the software main menu will be displayed.

2 Preparation for Sample Analysis

1) The sample can be used for testing within 4 hours after sampling and should always be kept in the
room temperature.

2) In “Random” mode, the sample must be mixed manually before test.

3 Operation and Analysis
A: Perform test in “Cycle” mode

1) Click "Cycle", the self-check process will be completed automatically.

2) Open the lid of instrument, Click "Scan" to begin the scan.

3) After finishing the scan, click "Edit".

4) Click the input box of "Sample ID", use the inner barcode reader to scan the sample barcode or
manually enter the sample barcode, insert the sample tube into the tube rack with corresponding
position, then select the "Reference", and click "Save".

5) Click "Next", do the same operation for the next samples, based on the step 4).

6) After putting all the samples into the tube racks, click "Back" and close the lid of instrument. Click
"Run" to start the test.

7) It takes 20 minutes to complete all the tests. The results will be saved automatically.
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B: Perform test in “Random” mode

1) Click "Random" to enter the interface.

2) Open the lid of instrument, select the position, then click "Edit";

3) Click the input box of "Sample ID", use the inner barcode reader to scan the sample barcode or
manually enter the sample barcode, select the "Reference" and click "Save".

4) There should be minimum of sixteen times complete inversions (180 ° X2) with the air bubble
travelling from end to end of the tube before inserting it into the tube rack. Mixing must not cause
haemolysis.

5) Insert the sample tube into the tube rack with corresponding position.

6) Click "Back" and close the upper lid. Click the position number and the instrument will start test
automatically.

7) If new sample tube is needed to be inserted into the instrument, open the upper lid and repeat Step
2) to 6).

8) It takes 20 minutes for each sample to complete the test. The results will be saved automatically.

4 Switch Off

After completing the test, turn off the power switch.

Notes:

1) There are two test modes for the VISION Pro, “Cycle” and “Random”. As to ensure the samples

are well mixed, it is recommended to use the “Cycle” mode to perform the test.

2) After each sample ID is entered, the sample tube must be inserted into the corresponding tube

rack before scanning the next one.
3) Gloves must be worn at all time during operation to avoid body injury and infection.

4) Place the instrument in an appropriate position to avoid direct sunlight and humid and dusty

environment.

5) The samples may contain hazardous material, all the used samples should be handled

according to the regulations on processing potentially biohazardous waste in the lab.

Please do not hesitate to contact us in case of any question.
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Appendix II Precautions for Operation

Operation Requirement:
1. Please run tests under 18°C ~30°C and keep the room temperature stable.

2. Do not run tests in vibrant or dusty environment.

Sample Requirement:

1. Blood samples should be tested within 4 hours after collection.

2. The recommended sample volume is 2mi~2.5ml. At least 1.5ml of sample volume is required to run
the test. The maximum sample volume is 3.5ml.

3. The tube cap must tightly seal the test tube to prevent samples from leaking during mixing process

on VISION Pro.

Operation Requirement:

1. Please do not stick more than 2 labels on the test tube. If it is required to stick 2 labels, please
overlap the second label on the first one. When inserting the tube into the VISION Pro, please place
the unlabelled tube side facing to the LED light to prevent labels from interfering with scanning
results.

2. When samples are tested in auto mixing mode, if red cells are in complete sediment before test,
please mix the samples before inserting tubes (reverse the tube upside down for once). Otherwise,
samples may fail to get result due to low level of red cells.

3. When samples are tested in random mode, There should be minimum of sixteen times complete
inversions (180mpl) with the air bubble travelling from end to end of the tube before inserting it into
the tube rack. Mixing must not cause haemolysis.

4. During test, it is not allowed to remove or take out samples or move the VISION Pro randomly.

Otherwise, it may lead to result failure.
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Appendix IV  Sedimentation Rate Correction for Variations in

Room Temperature

It is noted that sedimentation rates vary with room temperature. In high temperature, low red blood
clumping cause sedimentation at faster rate; in low temperature, intensive red blood clumping result in
slower sedimentation rate. The sedimentation rate, therefore, shall be determined within the range of
18°C~25C (64°T ~77°T"). When room temperature is out of the range, the following correction nomogram
(Figure A-1, Roger W. Manley. J.Clin.Path.1957, 10:354-356.) shall be used to correct the sedimentation
rate as below:

Record the room temperature before, during and after the test and calculate the arithmetic mean value.
Then apply the mean value and observed sedimentation rate into the nomogram and connect them into
a straight line. Extend the straight line to the Correction Line. The intersection point is the corrected
sedimentation rate. For example, if the mean value of the room temperature is 30°C and the observed
sedimentation rate is 30 mm/h, the corrected rate is 20 mm/h.

Room Temp. Observed Rate Correction Line
- - (Westergren’s Method)
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1 120 e
80 - r
:_ 110 :_ a0
1 100 [
85 | o - 70
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4 [ 60
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1 25 C 50
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al 40
70 ___ :_ 30
T 20 E
1 20
65 |
] C 10
60 gt il

Fig.A-1 Sedimentation Rate Correction for Variations in Room Temperature (Westergren’s

Method)
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Appendix V Sedimentation Rate Correction for Anemia Sample

Anemia is a medical condition in which there are too few red cells in blood. Westergren’s Method is the
international standard method made by ICSH to perform ESR test. When Westergren’s method is
performed to test anemia samples, the test result is higher than the real sedimentation rate due to the
reasons below:

The sedimentation curve is often divided into three components: (1) an initial slow phase or period of
aggregation, during which rouleau formation takes place and the rate of fall gradually increases; (2) a
period of constant and maximum rate of fall, represented by a straight line; (3) a period of packing, in
which the rate becomes progressively slower as the cells pile up on the bottom of the tube.

Generally the sedimentation rate and the reverse resistance of plasma in lower tube position can keep a
relative balance. However, if the red blood cell (HCT) and the erythrocyte reverse resistance declines,
the sedimentation rate is accelerated accordingly. Therefore, the ESR curve shall be corrected when
anemia samples are tested.

A research on the correction for the calculation of anemia sample sedimentation rate is done by Nelson
K. Ordway and Richard B. Singer from Philadelphia University (Nelson K. Ordway, Richard B. Singer.
The Journal of Laboratory and Clinical Medicine. 1948, 33:511-518.). In this research, a nomogram
(Ordway-Singer nomogram) is plotted to correct the sedimentation rate done by Westergren’s Method.
Nelson and Richard validated their method by performing the tests as below:

(1) Determine the sedimentation rate of a patient with nutritional anemia before and after
transfusion and then correct observed sedimentation rates using the foregoing nomogram.
Compare the corrected rates.

(2) Determine the sedimentation rates of capillary and venous blood samples of a patient and then
correct observed sedimentation rates using the foregoing nomogram. Compare the corrected
rates.

The precision of this technique is illustrated by the examples given in Test (1) and Test (2). Test (1)
illustrates the effect of a variation in packed cell volume on the observed sedimentation rate, while the
corrected rate remains practically unchanged. In Test (2), it also remains unchanged for the
correspondence of the corrected rates for venous and capillary blood in the same patient.

This method has proved its practicability in seven years of use in the Hospital of the University of
Pennsylvania.

To correct the sedimentation rate of anemia samples with Ordway-Singer nomogram (See Fig. A-2),
apply the observed sedimentation rate and HCT value into the nomogram in Fig. A-2 and then connect
them into a straight line. The intersection of the straight line and the correction line is the corrected
sedimentation rate. For example, if the HCT value is 26% and the observed ESR is 78 mm/h, the
corrected sedimentation rate is 23 mm/h; if the HCT is 38% and the observed sedimentation rate is 70
mm/h, the corrected rate is 48 mm/h.
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Fig.A-2 Ordway-Singer Nomogram Sedimentation Rate Correction for Anemia Sample (Westergren’s Method)
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VISION Pro Packaging list

No. Name Specification Qty. Unit
1 VISION ESR Analyzer VISION Pro 1 PCS
2 | Power Supply Cable 1.5m 1 PCS
3 Operation Manual VISION Pro 1 PCS
4 | Quality Certificate VISION Pro 1 PCS
5 | Quick Guide VISION Pro 1 PCS
6 | Quick Guide of VISION Pro Installation — 1 PCS
7 Fuse for Power Supply 3AP5%20 2 PCS
8 | Thermal printing paper — 2 PCS
9 | O Optional Parts Dongle Card o PCS

Please contact your local suppliers if any accessories damaged or missing.

code: 2.0.36.00011502 edition: V3.0
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