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NCTOPUSA OBHOBJIEHUN

Tabnuua o6HoBRNeHun
HaHHoe PykoBoacTBO nonb3oBatens nsgaHo komnaHuen LS| Medience Corporation.

Mpv BO3HUKHOBEHUM Yy Bac BONpocoB No coaepkaHuto gaHHoro PykoBoacTBa CBSHXXUTECH ¢ Bawmm
ANCTPUOBLIOTOPOM UNK Balumm LIEHTPOM TEXHUYECKON NOAAEPXKKM.

[aHHoe PykoBoACTBO sBNsieTCA nocneaHMM OOHOBMEHMEM W BCSl COAEPXALLAsCa B HEM
nHopMaLma ABNSETCS BepHoW Ha aaty nybnukaumn. BHumaHue: PykoBoacTtBO MOXeT ObiTb
n3ameHeHo 6e3 npegBapuUTENbHOrO YBEAOMIIEHUSI MO NPUYMHE MOCTOSIHHOIO COBEPLUEHCTBOBAHUS
npubopa u/unm nporpaMmHoro obecneyeHus.

B Tabnuue HWXKe oOTpaxeHa XPOHOMOrUsi M3MEHEHWU, BHECEHHbIX B AaHHoe PyKkoBOACTBO
nonb3oBarens.

[arta obHoBReHuA MpunynHblI OGHOBNEHUA Bepcua NO Bepcusa PykoBoacrtea
01.10.2005 1-9 Bepcus 1.00 1.0

01.11.2005 O6HosneHwne MO 2.0.0 2.00E

01.11.2007 O6HosneHwne MO 2.0.4 2.10E

01.04.2009 O6HosneHwne MO 2.0.6 2.20E

01.04.2012 O6Hosnenwne MO 3.0.0 3.00E




PATHFAST - PykoBoacTBO nonb3oBartens, sepcus 3.00E

XYPHAIl OBYHEHUA NMEPCOHAIJA

PekomeHayeTcs 3aHocuTb 3anmcu o6 obyyveHun nepcoHana Bawewn nabopatopum B XypHan,
KOTOpbI Be4ETCA MO crefyoLlen cxeme:

Oata Bpemsi | Cnucok o6y4yaembix CopepxaHue, Tema ceMuMHapa MHcTpykTOp
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XYPHAI OBCNYXXUBAHUA

PekomeHayeTcs 3aHOCUTb 3anmMcu O TeXHUYECKOM obcnyxmBaHum aHanu3atopa PATHFAST B
XXypHan, KOTOopbI BEAETCA NO creylowen cxeme (3anucb B Tabnuue npueBegeHa Kak npumep):

OaTta

Bpems

Bup o6cnyxunsaHus

CopgepxaHue, maTepmanbl

UcnonHutenb

ExxegHeBHOEe

1. Ounctka: BHELLUHME MNOBEPXHOCTM,
KacceTa OnNd KapTPUIKEWN, CTONUK,
KOHTEMHEp [Ans  UCMONb30BaHHbIX
HAKOHEYHMKOB, WIMbl MPOOOMHMKOB.
Mcnonb3oBaH 70% ataHon.
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1. KPATKOE ONMUCAHUE OAHHOIO PYKOBOACTBA

1.1. Ha3Ha4yeHue paHHOro PyKOBOACTBa nosfib3oBartens

[aHHoe PykoBOoACTBO nonb3oBaTensd COOAEPXUT CBeAeHud, Heobxogoumble ans GesonacHow,
npaBunbHOM N adbdekTNBHOM paboThl ¢ aHanm3aTtopoMm PATHFAST. BaxHo BHUMATENbHO U3yunTb
ero nepeg Hadanom kakux-nnbo gencteun ¢ PATHFAST, npeactasnstowmnm cobon npubop anga
NMMYHOXEMUNIOMUHeCcLeHTHoro aHanunsa (CLEIA).

MHdopmaums B gaHHOM PyKoBOACTBE npuBeaeHa B NPeAnofIOKEHUN, YTO akTUBUPOBaHbI (OYHKL MK
aHanusatopa PATHFAST «YpoBeHb goctyna» n «brnoknpoBka KOHTpONA KadecTBa». Tam, rge ato
HeobXoaMMO, OmnucaHbl OTNMYUS NPU OTKIMIOYEHHBIX QYHKUMAX. MogpobHble cBegeHusa cMm. B
pasgenax 1.2 «ID nonb3oBatensa M ypoBeHb poctyna» M 1.3 «®yHKUMA ONOKUPOBKM
KOHTPONA KayecTBay.

1.2. ID nonb3oBaTensa n ypoBeHb AocTyna

lNockonbKy nonb3oBaTenu aHanusatopa PATHFAST MOryT MMeTb pasfiMYHy0 KBanudukaumo n
HeCTW pasfnn4Hylo OTBETCTBEHHOCTb, KaXXQ0MY Monb30BaTesio NpuceamBaeTcs YpoBeHb JOCTYyNa.

YpoBeHb [0CTyna, MPUCBOEHHBLIM MOMb3oBaTENo, onpefensieT, Kakume QyHKUMK aHanusaTtopa
PATHFAST ©ygyT AOCTyMHbLI 3TOMY NOfb30BaTEN!O.

YT06bl aKTMBMPOBaTL 3TY BO3MOXHOCTb, aAMUHUCTPATOP Npubopa AOMKEH co3aaTh AN KaXaoro
nonb3osaTtens |D 1 naponb 1 Ha3Ha4YUTb YPOBEHb AOCTYyNa.

ID nonb3oBarens: MoxeT copepxatb a0 20 cumBonos. [lpuroaHbl Bce CUMBONbI,
oTobpakaemble Ha NorHoWM KnasuaType.

Maponk: [nnHa napons gomkHa coctaBnaTb OoT 4 o 8 cumeonos. [purogHbl Bce
CUMBOSbI, OTOBparkaeMble Ha NOSTHOM KnasuaType.

YpoBeHb goctyna: Llenoe umcno ot 1 po 4. 3agaét ypoBeHb AocTyna Aana aToro
nonb3oBartens (4 — NONHbIA JOCTYN).

Tabnuua 1-1. YpoBHU JOCTYNa U COOTBETCTBYHOLLME UM AOCTYMHbIE PYHKLMK
(Npn akTMBUPOBAHHOW BNOKNPOBKE KOHTPONMSA KayecTBa)
x [HoctynHo; — HepocTynHo

YpoBeHb gocTtyna
MeHto OkHo PyHKUMN

1 2 3 4

TecTnpoBaHue npob

SAMPLE (lNpob6a) NV
naumMeHToB
TecTnpoBaHne KOHTPOMbHbIX
ASSAY QC (KoHTponb kayecTBa) 006 P p I VR N
(Tectu-

poBaHMe) | CAL/QC (KanuGposka/KK) ;iglﬁi%ii:f::;:gpampOB — | - | x| x

MC ENTRY (Bsog BBoa AaHHbIX ANs 3TanoHHON « «
3TaroHHON KannbpoBKK) KannbpoBku
CHECK RESULT CHECK lMpocmoTp pe3ynbTaTtoB Ans « « « «
(Mpoeepka) | (MpoBepka pe3ynbTaToB) nauneHToB

10
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QC CHECK (lMpoBepka MpocMOTpP AaHHbIX KOHTPOIS X « «
KOHTpONS KayecTBa) KayecTBa

CAL CHECK ([MpoBepka MpocMOoTp AaHHbIX « « « «
KannbpoBku) KannbpoBku

Hct% CORRECTION Mepec4éT c KoppeKkumen no

(Koppekuunsa remaTtokputa) 3HaYEeHUIo remaTokpuTa

TEMP CHECK (lMpoBepka MpocMOoTp TeKyLLMX

Temneparypbl) TemnepaTtyp HarpeBaTenemn
USER REGISTRATION [loGaeneHne, pegaktMpoBaHue «
(Cnncok nonb3oBaTenen) Unu yganeHue nonb3oBartesnen

YcTaHoBKa U nameHeHune
KoHGurypauumn npmbopa, - - - X
OaTbl/BpeMeHN, A3blka

INSTRUMENT SETTINGS
(Hactpowkn npnbopa)

Beoa nHTepBanoB HOPMbI,
3HayYeHnsa remaTokpuTa no
YMOMYaHu1Io, NOBTOPOB - | - | - X
KannbpoBku, npegynpexaeHni

ASSAY SETTINGS
SETUP (Hactpoiwku TecTa)

HacTponkn
( P ) Ha 3Ha4eHus1 kanmbpoBku n KK
BkntoveHme/BbIknoYeHne
QC LOCKOUT
GrOKMPOBKN 1 YCTaHOBKa
(BnoknpoBka KOHTpOIS - - - X
A0NyCTUMbIX Npeaenos Ans
KayecTBa)
KOHTPONbHbIX NPO0
LIS SETTINGS (Hactpovikn | HacTtporika ycnosuin obmeHa
MH(POPMALIMOHHOW CUCTEMBI | AAHHBIMU C BHELLUHUM - | -1 - X
nabopatopwun) KOMMbIOTEPOM
SHUT DOWN BbinonHeHne nporpammbl « « « «
(BbikntoveHue) BbIKNOYEHNA npmubopa
USER SWITCH (CmeHa CwmeHa TekyLero « « « «
nonb3oBarens) nonb3oBarens
ADMIN SYSTEM (Cuctema) BbiBog nora (nctopun) pabotsl | X X X X
(Ytunutel) | FILE UTILITY (Painnosas O6HoBneHne NporpamMmmMHoOro «
cnyx6a) obecneyeHus
Tonbko ons
MAINTENANCE A
NLEH3MPOBAHHOIO
(TexHn4yeckoe - - - -
nepcoHana CepBUCHOIO
obcnyxusaHue)
LeHTpa
lNpumeyvaHus:

e VYtunmuta MAINTENANCE (TexHudeckoe obcnyxuBaHue) [OCTynHa TONbKO ANd
NULEH3MPOBAHHOIO NepcoHara CepBUCHOro LieHTpa.

e [loCcTynHOCTb PYHKUUN MOXET ObITb BKMOYEHA UMM OTKIIOYEHa, Kak onMcaHo B pasfene
10.2.1 «<YnpaBneHue [OCTYNOMY.

11
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e OkHO BblGOpa AOOCTYMHbLIX OYHKUMIA MpU BKINKOYEHHOW OrOKMPOBKE KOHTPOSIS KayecTBa

OyadeT BbIrMsigeTb cnegyowmm o6pasom:

YpoBeHb AocTyna (6roKMpoBKa KOHTPOSIS KayecTBa BKIOYEHA)
1 2 3 u BbllWe
SAMPLE SAMPLE SAMPLE
QC QC QC
CAL/QC CAL/QC CAL/QC
MC ENT MC ENT MC ENTRY

e OkHO BblGOpa AOCTYNHbIX OYHKUMA NPWU OTKITHOYEHHOM OGNOKMPOBKE KOHTPOMS KayecTBa

BbIFMSANT CrieaytoLmmM obpasom:

YpoBeHb gocTyna (6noknpoBka KOHTPONS KayecTBa OTKIYEHa)
1 2 3 v Bblle
SAMPLE SAMPLE SAMPLE
QC/SA QC/SAMPLE QC/SAMPLE
CAL/QC CAL/QC CAL/QC/SAMPLE
MC ENT MC ENT MC ENTRY

[MmaBHOE pasnuune Mexay pexuMamn BKIIOYEHHOM M OTKITIOYEHHOW OGITOKMPOBKM KOHTPOIS

KayecTBa COCTOMT B TOM, TECTUPYIOTCS nM Npobbl MaLMEHTOB B OOHOM MNakeTe aHanu3oB C
KOHTpONsIMM M kanubpatopamu. epeyépkHyTble AYerkn Tabnuubl O3HAYalT HEeAOoCTYMNMHOCTb
hyHKUMM ONs JAHHOMO YPOBHS AOCTYynNa.

1.3. ®yHKUUA GNOKMPOBKU KOHTPONS KayecTBa

[lns KOHTPONS KAaYeCTBO HEOBXOANMO PErYFSAPHO BbINOMHATb aHANM3 KOHTPObHbIX NPO6. OyHKUKMSA
GNOKMPOBKN KOHTPOSSA KAYECTBA BbINOMHAET MOHUTOPUHT CUCTEMbI U HE NO3BOSSET NONb30BaTENO
3anycTuTb aHanm3 nNpob nNauneHToB:
e eCnv ANs UCMONb3yeMOoro fioTa peareHToB He Gblfio BbINONIHEHO TECTUPOBaHWE KOHTPOMEn
B TEYEHUe onpeaenéHHoro nepunoaa;
e UMM ecnun pesynbTaTbl AN KOHTPOMbHbLIX NPo6 BLIXOAAT 3a npedenbl NpeasapuUTenbHO
3aflaHHbIX 4ONYCTUMbIX MHTEPBAIOB.

Mpwn BbINONHEHUN Kakoro-nMbo M3 3TUX YCNOBMIW W NOMbITKE 3anyCTUTb aHanu3 nNpob nauneHToB
aHanunsatop PATHFAST coobwmt 06 owmnbke, BoiBegs coobeHne «No valid QC available» (Het
NMPUro4HOro KOHTPOMs KayecTtBa), U paboTta 6yget npuocTaHoBrieHa. YToObl BbINONHUTL aHanu3
npo6 naumeHToB, HEO6XOAMMO CHa4arna BbINOMHUTL KOHTPOMb KavyecTBa Mnu, ecnn Heobxoammo,
KOHTPOIb Ka4yecTBa 1 KanmbpoBky.

DYHKUNA BITOKMPOBKM KOHTPOMS KadecTBa MOXET ObiTb BKMAOYEHA MMM OTKMAOYEHA 4Yepe3 MyHKT
meHio SETUP/QC LOCKOUT (Hactponku/brniokmpoBka KOHTpons kadectsa). NogpobHee cm. B
pasgene 10.5 «kBnokMpoBKa KOHTPONA KavyecTBar.
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2. KPATKOE ONMMUCAHUE AHAJIU3ATOPA PATHFAST™

[aHHaa rnaBa BKMNOYAeT OMMCaHWe HasHaveHust aHanusatopa PATHFAST™, pabouune
XapaKTepuUCTUKM 1 cneuudomnkauum npubdopa.

2.1. HasHa4veHue npubopa

MMMyHOXEMUIIOMUHECLEHTHbIN aHanudaTop PATHFAST™ npeacrtaenset cobon HeGOMbLUOW,
NPOCTOW B UCMONb30BaHUN NpUBOpP A11S KONUYECTBEHHOro onpeAeneHns pasnuyHbliX aHanuMToB in
Vitro B ULenbHOM KPOBW, renapuHW3MpOBaHHOW NnasMe, CbIBOPOTKE Wnu Apyrux npobax no
NPOTOKOMNY, 3a4aHHOMY KOHKPETHbIM BbINOMHAeMbIM aHanu3oM. AHanusatop PATHFAST moxert
NMPUMEHSITLCS B Pa3fNUYHbIX YYpEeXAeHUsX, BKMoyas GonbHUYHbIE nabopaTopun U KNUHUKK, a
TakKe YaCTHOMPaKTMKYIOLWUMN Bpavamu, W [aéT aHanmabl BbICOKOW YyBCTBUTENbHOCTU W
TOYHOCTMW.

PeareHTbl, ncnonbsyemole B aHannsatope PATHFAST, pa3paboTaHbl 1 NPOM3BOASTCS KOMNAHWEN
LSl Medience Corporation. B kapTpumxax creumanbHOW KOHCTPYKUMW. [puHUMN n3mMepeHus,
3a4enCTBOBaHHbIN B 3TUX cucrtemax peareHToB, npeacraenseT cobon
NMMYHOXEMUMIOMUHECLEHTHBLIN pepmeHTaTuBHbIN aHanus (CLEIA).

B npubope PATHFAST npumeHsietca TexHonornss Magtration® gna pasgeneHus CBA3aHHbIX U
HecBA3aHHbIX YaCTuL, B HECKOMNbKO 3TanoB peakuuu.

lMpumevaHue: Magtration® sensemcsi 3apeaucmpupogaHHOU mopaosoll  MapKoul
komnaHuu Precision System Science Co., Ltd., u npedcmaesnsem cobol mexHonozauro
pasdesieHUs1 C8s13aHHbIX U HeC8si3aHHbIX aHmumesli 8 HaKOHeYHUKax 003amopos C
ucronb308aHUeM MagHUMHbIX Yacmuu,
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2.2. Pabouue xapakTepuUCTUKH

1.
2.

10.

11.

ManorabapuTHbIn:

NonHasa aBToMaTu3auus:

Mpobbi:

MHoro3agaydHasa obpaboTka:

Manoe BpemMsa aHanumsaa:

npOCTOTa B NCNOJ1Ib30BaHNN:

Buicokas YyBCTBUTEJIbHOCTb,
TOYHOCTb U
BOCNpoOn3BOANMOCTb:

LLnpokuin guHammnyeckumi
ANanasoH:

MuHMManbHOe NepeKPECTHOE
3arpsA3HeHue:

YnpaBneHune ¢ NnoMoLLbo
LUTPUX-KOAOB:

[atynk pacno3HaBaHuA
npobbil:

[n3anH, No3BoNAKLLNIA SKOHOMUTb MECTO.

Mpouecchl 3a6opa Npob, peakunin ¢ peareHTamMmm n N3MeEpPEHNS
MOMHOCTbIO aBTOMaTU3NPOBAHbI.

Ll,eanaﬂ KpOBb, Mnrna3mMa, CbiIBOPOTKa.

Bo3aMOXXeH OOHOBpPEMEHHbIN aHanuad 0O 6 pasnuyHbiX nNpob
Ny 4o 6 pasnuYHbIX aHaNUTOB ANst OQHOW M TOW e Npobbl.

[o 15 MUHYT (B 3aBUCUMOCTM OT NPOTOKOMa aHanunsa).

CneuunanbHo NOAroTOBMNEHHbIE, npeasapuTerbHO
pacacoBaHHble peareHTbl W pacxodHble MaTtepuansbl
ynpoLLlaoT BbINOHEHNE aHaNn30B.

bnarogapss npumMeHeHuio MeToga noacyéta  POTOHOB

BO3MOXXHO 06Hapy>|<eHme MarnblX KOnM4yecTtB aHasrimTtoB C
BbICOKOM TOYHOCTbLIO U BOCNpPOn3BOANMOCTbIO.

MexaHundeckasa wvpucosass guadparmMa C aBTOMaTUYECKUM
ynpaBneHnem  perynupyet  MoCTynsieHMe  cBeTa  Ha
OTOYMHOXMTENB, CO34aBasi LUMPOKNIA nanas3oH N3MepeHui.

B03MOXXHOCTb NEepeKkpECTHON KOHTaMMHauUM nNpob ceBedeHa K
MUHUMYMY Grarogaps NPUMEHEHUIO peareHTOB U PacXOAHbIX
MaTepuranoB, pacCYNTaHHbIX TOMbKO Ha OAMH TECT.

AHanuTbl,  YCTAHOBIIEHHblE  MPOU3BOAUTENEM  [aHHble
KanMbpOBKM N CPOKM FOAHOCTM peareHToB BBOAATCH 4epes
WTpUX-koabl peareHToB. |ID npob6 v nonb3oBaTenen Takke
MOXHO 3a1aBaTb C MOMOLLLIO LUTPUX-KOO0B.

,D,aTLII/IK pacno3HaBaHUA I'Ip06bl no3BondAeT aBTOMaTU4eCKU
OTINMNYNTDb LEJIbHYIO KPOBb OT CbIBOPOTKU UINK Niia3Mbl.
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2.3. TexHUYeCKMe XapaKTepUCTUKU

Tun npmnbopa:

[Npon3BoaANTENBHOCTD:

Tunbl Npob:

KoHTponb TemnepaTypbl:

O6bém npobbl;

ToOYHOCTb BHECEHUS:

[nnHa BOsHbI:

O6BbEM namMaTn AN AaHHbIX:

HanpsikeHne nutaHms:
MoTpebnsiemasa MOLLHOCTb:
OnekTpobe3onacHOCTb:
abapuTbl:

Bec:

HacTonbHbIN

Mpobbl: [1o 6 npob B ogHOM nakeTe

Bpemsa aHanusos: MeHee 15 MUHYT Ha 6 npo6*

* (3aBMCUT OT npoToKoNa [Ans KaXOooro M3 aHanu3oB, CM.
BKMaAbllLX K peareHTam).

LlenbHasi KpoBb, Nna3ma, CbIBOPOTKa

brnok Harpesa L: 37,5°C
Bbriok HarpeBa T: 35°C

20 — 700 mkn

KoadpdpuumeHT Bapmaumm He 6onee 2% npy o6béme 50 Mkn
(MpumevaHue: nsa ducmurnnuposaHHol e00bl, T = 20 — 25 °C)

300 — 650 HM (c nMkom vyBCTBUTENBHOCTY NMpK 450150 HM).

JanHble naumeHToB: 1000

[aHHble koHTponsa kayecTBa: 1800

HaHHble kannbposku: 300

(Mpumevanue: [lpu nepenosHeHUU camMble cmapble OaHHbIe
6ydym cmépmabl U 3aMeHeHbI HO8bIMU)

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

360 BA

Knacc 1, Tvn B

375 x 570 x 510 mm (W x " x B)
33 Kkr

15
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2.4. Ceptucdukartbl COOTBETCTBUA

AHanusatop PATHFAST coBMeCTUM C MNEpPEYUCNIEHHbIMU HKe cTaHgapTamu. [lpnbop 6Gbin
M3roTOBNEH W NpPOBEpeH neped OTIPY3KOW C  MpeanpuaTUS-U3roToBUTENsS  COrfacHo
COOTBETCTBYIOLWMM CTaHgapTam 6GesonacHoctu. [Mpubop Obin pekoMeHOoBaH K MPUMEHEHWUIO
YMNOSTHOMOYEHHbLIMW OpraHn3aumsaMm, YTO NOATBEPXKAEHO NPOBEPKON M OTMETKaMmn O COOTBETCTBUM
craHgapTam. [Npubop cHabXEH HaKNenkamm ¢ STMMN OTMETKaAMM.

MpvMeHnMble CTaHAapPThI:

e |EC 61010-1:2001 (2nd Edition) («Safety requirement for electrical equipment for
measurement, control and laboratory use»; Part 1: General requirement) — «TpeboBaHus
BGe3onacHoCTu Ans anekTpoobopyaoBaHNA ANsi USMEPEHUN, ynpaBneHnst n nabopaTtopHOro
ncnone3oBaHud, Yactb 1. O6wme TpeboBaHUNAY;

e |EC 610100-2-010:2003 (2nd Edition) for use with IEC 61010-1:2001, («Safety requirement
for electrical equipment for measurement, control and laboratory use»; Part 2-010:
Particular requirements for laboratory equipment for the heating of materials) -
«TpeboBaHua 6e3onacHOCTN Ansi ANeKkTPoobopyAOBaHUA ANt UBMEPEHUI, YNpPaBeHns m
nabopartopHoro mcnonb3oBaHus, Yactb 2-010. YacTHble TpeboBaHua ans nabopaTopHoro
obopyaoBaHus ANs HarpeBaHUsA MaTepuanoBy;

e |EC 61010-2-081:2003 (Part 2-081: Particular requirements for automatic and semi-
automatic laboratory equipment for analysis and other purposes) — Tpe6oBaHusa k
aBTOMaTM4YECKOMY UM rnornyaBTomaTuyeckomy nabopaTtopHomy oOopygoBaHWo — Ans
aHanuns3oB 1 Apyrux uenem;

e |EC 61010-2-101:2002, (Part 2: Particular requirements for In Vitro diagnostic (IVD)
medical equipment) — TpebGoBaHua kK MeguUMHCKOMY OBOpPYAOBaHMIO NS AMArHOCTUKK in
Vitro;

e EN 61326-1:2006 Class A, EN 61326-2-6:2006, EN 61000-6-2005 (Measurement, control
and test device — EMC requirement) — YcTponctBa Ofsa M3MEPEHWUN, ynpaBrneHus u
TecTmpoBaHus, TpebosaHna EMC;

e UL 61010A-1 (2™ Edition);
e CAN/CSA-C22.2 No. 61010-1.

A66peBunaTypa 3Hak CefeHus o nposepke

CornacHo Adnpektneam EC 2004/108/EEC n
CE 2006/95/EEC

CornacHo ctaHgapTam nposepku UL
UL / cUL (M us (nabopaTtopuit UL Mo TexHuke

6esonacHocTn), CLLUA n KaHaga
LISTED
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3. TEXHWKA BE3OMNACHOCTHU NPU YCTAHOBKE U PABOTE

Ana 6e3onacHon n acdekTnBHON paboTbl ¢ aHanusaTtopom PATHFAST BHMMAaTENbHO U3y4yuTe
9TW yKa3aHusi No TEXHNKe 6Ge30MacHOCTMW.

MpousBoauTenb He MOXEeT rapaHTMpoBaTb 6Ge3onacHOCTM npubopa, WUCMONb3yeMOro He Mo
Ha3HAYEHUIO NN He YKa3aHHbIM B PyKOBOACTBE 06pasom.

3.1. YcTtaHOBKa

PacnakoBka n yctaHoBka aHanu3datopa PATHFAST OyameT ocywecTBnsATbCA npeacTaBuTenem
Bawero anctpmbbiotopa PATHFAST. lNpun BbIbOpe MecTa pasmelleHus npubopa Heobxoaumo
NMPUHATbL BO BHUMaHWE criegyowme TpeboBaHUS K MUTAHMIO U BHELUHUM YCITOBUSIM.

3.1.1. UcTOYHUK NUTaHUA

Ona aHanmnsatopa PATHFAST Tpebyetca HanpsixeHne nutanms 100 — 240 B~ (£10%), 50/60 Iy,
notpebnsemass mowHoctb 360 BA. Yb6egutecb B TOM, 4TO MpubOp NpaBWUiIbHO 3a3EeMIIEH.
N3berante nogkniodeHnst npubopa K OgHOM PO3eTKe C ApyrumMu npubopamm u/unm yCTponcTBamMmu.

3.1.2. Tpe6oBaHUs K BHELLHUM YCNOBUAM

e Ananusatop PATHFAST o0opygooBaH yCTPOMCTBaMWM KOHTPONS Temnepatypbl nNpu
BbINOSMIHEHUM aHanuM3oB. Temnepatypy W BMAAXHOCTb B MOMELWEHUn Heobxoammo
nogaepXxmeaTtb B criegylowmnx npegenax:

Temnepartypa: 15°- 30°C
BnaxHocTb: 40 — 80% (oTHocuTenbHas, 6e3 koHgeHcauun)

MakcumanbHaa oTHocuTenbHas BnaxHocTb 80% pgna TtemnepaTypbl go 31°C, ¢
noHmxkeHnem oo 50% npu 40°C.

e Bo wusbexaHve noBpexaeHWs KpbilwkyM unbTpa ycTaHaBnuBanTe npubop Ha pPOBHOWM
rOPU30OHTanbHOM MOBEPXHOCTU, HE NOABEPKEHHOW BUOpaLun.

e Paboyas noBepxHOCTb, Ha KOTOPYK ycTaHaBnuBaeTcs aHanusatop PATHFAST, gomkHa
OblTb AOCTATOYHO MPOCTOPHOW ANA pasmelleHna npubopa n gpyroro obopyaoBaHus U
MaTepuanoB, HEOBXOANMbIX A115 BbINOSIHEHWUS aHANN30B.

e W3berante pasmeweHus aHanusatopa PATHFAST B6nu3n o6opyaoBaHWs C BbICOKAM
3HepronoTpebneHnem unu BONN3N BO3MOXHbLIX WCTOYHUKOB KONebGaHun HanpsikeHus B
cetn n/unu SNeKTPOMarHUTHOIO N3NyYeHUs.

e He pasmewawnte npubop B mecTtax, rge oH OygoeT nopBepratbCa AEWCTBUIO MPSMOro
COJTHEYHOro CBeTa U NOTOKOB BO3AyXa OT KOHOVULMOHEPOB UNu apyrux npnubopos.

e He nepekpbiBainTe 3abop Bo3gyxa cHM3y npubopa. He gepxunte Ha pabodem ctone dymary
UnNn Apyrue npeameTbl, KOTOpble MOTyT nonacTb B BO3AyX03a0OpHMK.

e He nepekpbiBalTe BEHTUNSAUMOHHbIE OTBEPCTUS BBEPXy Ha 3agHen naHenu npubopa.
Takke He gonyckainTe nonagaHus Kaknx-nmbo NpeamMeToB B BEHTUMNSLMOHHbIE PELLETKM.

L anI60p MOXEeT 3KCnnyatnpoBaTbCA TOJIbKO B MOMELLUEHUNAX CO CTENEHbIO YNCTOTbl HE HUXEe
Il.

e [lpnbop MOXeT 3KCnyaTMpoBaTbCs B MECTax, He Bbile YpoBHS Mops B 2000 m.
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o KaTeropus yctaHoBku Il.

3.1.3. Tpe6oBaHUA K YCNIOBUSAIM TPAHCNOPTUPOBKN U XPaHEHUS

YcnoBusa xpaHeHus: Temnepartypa +5° - +40°C
OTH. BNaxHocTb 40-80%
Ycnosus TpaHCOPTUPOBKM: Temnepatypa -20° - +70°C

OTH. BriaxHocTtb 40-80%

18
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3.2. O6pauieHune c npobamu

Obpawartbcsa ¢ npobamu, kak M CO BCSIKUM MOTEHUMANbHO MHAEKLMOHHBIM
ovnomatepuanom, cnegyet C¢ npuMeHeHMeM nabopaTtopHbix Mep ©6e3onacHocTw,
onucaHHbIX B kHuUre «buonornyeckas 6e3onacHOCTb B MUKPOOMOMOIrMYECKUX U
BruomegmumHckux nabopatopusax»™* n B ykasaHusax M29-T VIHCTUTYTa KNMHUYECKMX
n nabopartopHbix cTaHgapToB**. [llocne paboTbl ¢ npobamn HeobxooMmo
TWAaTENbHO BbIMbITb PYKMU.

* Biosafety in Microbiological and Biomedical Laboratories. 1993. Richmond, J.Y. and Mckinney,
R.W. (eds.). HHS Publication Number (CDC) 93-8395.

** Clinical Laboratory Standards Institute. Protection of Laboratory workers from infectious disease
transmitted by blood, body fluids, and tissue. Tentative Guideline M29-T, Villanova, PA: CLSI,
1989.

3.3. Mpepynpexaarowme HakKnemkKn

Mpepynpexaatowme Haknenkn, CoOOTBETCTBYOLME MEXAYHAPOL4HbIM CTaHAapTam, HakneeHbl Ha
Kopnyc aHanmsatopa PATHFAST B mecTax, rge Heobxoanma ocobasi OCTOPOXHOCTb NMpu paboTe 1
TEXHUYECKOM 00CnyxnsaHmm npmodopa.

Mpeaynpexaatollan Haknenka MpumMep ykaszaHUs Ha Mepbl NPEAOCTOPOXHOCTH

Bbnok Harpesa HarpesaeTca oo BbICOKOM TemMmnepartypbl.

Bo uns3bexaHnme OXOroB He npukacamTecb K 00603HAYEHHOMN
obnactw.
Bbicokasa TemnepaTtypa

Ucnonb3dyemble B aHanusatope PATHFAST npob6bl, Bkito4vas
LenbHYI0 KpOoBb, Mfia3My U CbIBOPOTKY, @ TakKXe KOHTPOmn u
peareHTbl OOSMKHblI CUYMTATbCS MNOTEHUManbHO WUHAEKUNOHHBLIM

onomatepuanom. NMpn paboTte ¢ NpnbOPOM N ero TEXHUYECKOM
f@f‘ obcnyxkuBaHum  UCNoONb3ymTe COOTBETCTBYHOLIME CpeacTBa
3aLnThI.

Buonoruseckasi onacHocTe Cnepnyite MECTHbIM [OO/HKHOCTHBIM MHCTPYKUMSM U OBLUMM

mMepaM NpeaoCcTOPOXHOCTM Npu paboTe ¢ naToreHamu KPpoBW.

Mog koxyxom yana NpoboNHUKOB pacnonioXeHbl NPOBONHNKK C
O4YeHb OCTPbIMW  KOHUAMKW, chyxawue Ansg npobuBaHusa
OTBEpCTUI B antoMuHUeBomn dhorbre KapTpuaXen ¢ peareHTamu.
Bo wu3bexaHne TpaBM crnegyet cobniogate  ocobyro
OCTOPOXHOCTb MpW yCTaHOBKe B npubop KacceTbl Ans
TpaBmoonacHoCTb KapTpUOKen Unm YncTke NpoboMHNKOB.
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3.4. YKasaHusa no 6e3onacHoCcTU

BHumaTenbHO HquMTaVITe 9TOT pasaen ana noHMMaHnUA BCeX BO3IMOXHbIX NCTOYHUKOB OMNAaCHOCTH,
OTMeYEeHHbIX crnegyrwnmMmmn 3Ha4YkamMun:

3HauvoK 3HayeHune
f MpeHebpexeHne ykazaHUsaMn MOXET NMPUBECTU K CEPbE3HON TpaBme*
OnacHocTb! M onacHo And Xn3Hn. Beicokasa cteneHb Ba)KHOCTW.

f MpeHebpexeHne ykazaHNAMN MOXET NPUBECTU K CEPLE3HON TpaBMe*
MNpeaynpexaeHne: | i onacHo Ans xwu3Hu. MeHbluas CTeneHb BaXKHOCTU.

f MpeHebpexeHne ykasaHMAMM MOXET MPUMBECTM K TpaBMe™ wunu
OcTopoxHo!

*k%k

noBpeXxaeHuo obopygoBaHnsa™™ ™.

* TMop «cepb€3HbiMM TpaBMaMu» MoapasyMeBaloTCs CrenoTa, CUmbHble YWwMbGbl, OXOrM W
0OMOpPOXEHNS, 3MEeKTPOTPaBMbl, NEPEnoMbl UM NEKAPCTBEHHbIE 3aBUCMMOCTM, MPUBOASALLME K
ANVTENbHON NoTepe TPYAOCNOCOGHOCTM NoNb3oBaTenNs.

** Mopg «TpaBMamu» MoapasyMeBatoTCsl NOBPEXAEHWS, He MPUBOASALLME K ONUTENbHOM notepe
TPYAOCNOCOBHOCTW.

*** [Moa «noBpexaeHneM o0opyaoBaHUSA» 34eCb NoApasyMeBaETCsl 3HAYUTENbHOE WCKaXKeHue
pe3ynbTaToB U OOLIMPHbBIE NOBPEXAEHNSA PACTONOXEHHbIX BONIM3M NPMOOPOB MM YCTPOMCTB.

O0LLme Mepbl NPeaoCTOPOXHOCTH

A Mpy MPUKOCHOBEHWM K SNEKTPUYECKWM Y3nam BHyTpu npubopa

OnacHocTb! BO3MOXHO MOPaXeHWe arnekTpudeckum TokoMm. [lpu pabote u
TEXHUYECKOM OBCNyXMBaHUW He BbINOMHANTE Kakux-nnbo gencreuin,
He NpeayCMOTPeHHbIX B JaHHOM PykosoacTse.

A He BHOCUTE Kakmx-nnbo M3MEHEHMK B KOHCTpyKuuMio npubopa. He

OnacHocTb! MCMONMb3yNTe 3anacHble YacTW WM pacxofHble MaTtepuansi,
OTNMYHbIE OT NpeAHasHavYeHHbIX Ang npubopa. Kpome Toro, HuKoraa
He paboTtante ¢ aHanuzatopom PATHFAST npu OTKNIOYEHHOM
3aLUNTHOM BNOKMPOBKE.

B KpuTuyeckmx cutyaumsx HeMeOsNIeHHO BbIKMYMTE npubop wu
oTcoeauHuTe Kabenb NUTaHWs OT po3eTku. [locne 3Toro CBSXXUTECH C
Bawwum anctpubsrotopom PATHFAST.

>

OnacHocTb!

AHanuzatop PATHFAST yposnetsopsieT Hopmatusam EMC no
MpeaynpexaeHne:  ynaccy B, opHako npowssoauTens npuéopa He B COCTOSHUM
MOMHOCTBbIO  HEeWTpanu3oBaTb  BMAWSHWE  CWUMbHOrO  BHELUHEro
SMNeKTPOMarHUTHOro usnyyeHus. He wmcnons3ynte B6nu3mM npubopa
Takune yCTPOMCTBA, Kak MOOUIbHbIE TenedoHbl, nepeaaTymkm u T.0.

>

Pabotante ¢ aHanu3atopom PATHFAST Tonbko  nocne

>

OcToposxHo! NPOXOXAEHUS WHCTPYKTaXa Yy npeactasuteneit komnaHum LS|
Medience Corporation. unu Bawero guctpubbstotopa.
A OcTopoxHol Ecnu npnbop He Ucnonb3yeTcs, OTKMoYaiTe ero oT ceTu.
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A OcTtopoxHo!

>

OcTopoxHo!

>

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

> D> B P

OcTopoxHo!

A OcTopoxHo!
A OcTopoxHo!
A OcTopoxHo!

Mpn BO3HMKHOBEHWWM Henonagok obpatutecb K rase 14
«Pa3pelueHne npo6nem» U1 BLINOMHUTE YKasaHHble Tpebyemble
pencteua. Ecnm npobnema coxpaHsieTcs, obpatutech k Bawwemy
anctpmnbbtotopy PATHFAST.

Mpn HeobxogmmocTn nepemectuTb aHanudatop PATHFAST Ha
Apyroe MecTo cHadana obpatutecb 3a nomouwplo K Bawemy
anctpmnbbtotopy PATHFAST. Beuay Beca u raGaputoB npubopa
pekomeHayeTCsa nepeasuratb €ro BABOEM.

Heobxoaumo BLINOMHATL perynsipHoe TexHuyeckoe obcnyxuBaHue
npubopa, onucaHHoe B gaHHOM PykoBoacTBe, B COOTBETCTBUM C
Bawwum ypoBHem poctyna. TexHuyeckoe OOGCNyKMBaHME BbICLUErO
YPOBHSI  [OJIKHO BbIMOMHATLCA  NULEH3MPOBAHHLIM  MepcoHarnomM
CepBUCHOrO LieHTpa.

Mpn pabGote ¢ aHanu3atopom PATHFAST crnegynte ykasaHusM,
npuBeaéHHbIM B AaHHOM PykoBoACTBE.

Ons Pa3HbIX aHaJInToOB nencTeuns ¢ I'IpVI60pOM MOTYT pasnnyaTbCA.
KOHerTHbIe MHCTPYKUMN OnAa  Tecta CM. BO BKnagbillax K
COOTBETCTBYIOLLMM peareHTam.

[na KoHTpons kayecTBa MNOMb3YWTECb KOHTPOMbHbIMK npobamu,
pekomeHOoBaHHbIMK KoMnaHuen LS| Medience Corporation.

Mpn o6HOBNEHNN NporpamMmMHOro obecneyeHus npubopa OenNcTByNTE
cornacHo onucaHHon B pJdaHHOM PykoBoactee npouenype wnu
ykasaHuaMm npeacrtasutens Bawero guctpubbiotopy PATHFAST.
HenpaBunbHble OEWCTBMA MOryT MNPUBECTU K MOTEpe AaHHbIX, YTO
caenaeTt HEBO3MOXHOW AanbHenLwyo paboTy ¢ npnubopom.

Mcnonb3ynte BMecTe C npuboOpoM TOMbKO MOCTaBNSEMbIA B
KOMMNSIEKTEe PYYHOW puaep LWTPUX-KOAOB W opurnHanbHbii USB-
HocuTenb ¢ nporpammon obHoenenus IMO.

Bo Bpemsa BbINOMHEHMS aHaNM30B W WHUAUMANM3auun CUCTEMbI
nepeaHsas Kpbiwka npubopa 6nokupyetcs. He nbitakTecb OTKPbITh €€
cunon.

He HaxxvmanTe HeCKonbKO KHOMOK OAHOBPEMEHHO U HE yaepXuBanTe
KHOMKWM HaxaTblMW Jornroe BpemMs. OTO MOXeT nNpuBectu K cbosim B
paboTte cuctemsi.

Mepbl NPeAoCTOPOXKHOCTU, OTHOCALLMECH K peareHTam

A MpeaynpexaeHne:

A OcTtopoxHo!
A OcTtopoxHo!

Mcnonb3ynTe TONMbKO peareHTbl W pacxogHble  martepuanbl
npoussoAcTea komnaHun LSl Medience Corporation.

Ctporo cobniogante WHCTPYKUMM MO  MPUMEHEHUIO, XPaHEHWIO,
obpalleHunto 1 T.4., NpUBeAEHHbIE BO BKagbIlLax K peareHTam.

He ncnonbayinTte KapTpuoXm ¢ UCTEKLLIMM CPOKOM FO4HOCTH.
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OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

> BBEPB> BB BbPb

OcTopoxHo!

>

OcTopoxHo!

YuynTbiBaiTe BO3MOXHOCTb COAepXaHus B Npobax BELLECTB, AatOLLMX
Hecneundnyeckne Unu NpoTUBOAENCTBYHOLLMX peakLui.

[varHo3 Ha ocHoBaHWUK pe3ynbTatoB aHaln3a MOXET CTaBUTbCA
TOJIbKO BpPa4yoOM U TOJIbKO C y‘-IéTOM NnoJsiHom VIH(*)OpMaU,VII/I, BKIo4ad
pe3ynbTaTtbl ApYyrnx aHanm3oB N KIMNMHNYEeCKoe COCTOAHME NaLlneHTa.

XpaHuTe Habopbl peareHToB, YNAKOBKA KapTPUMMKEN N KapTPUOXM C
peareHTaMu B BEPTMKANbHOM MOJIOXEHUMN.

Mpn pabote cC KapTpuoKamu He npuKacamTecb K 3aliUTHON
aniMuHueson donbre ©n  Kn3MeputTencHoM sa4ernke. [epxute
KapTpuoKn TONbKO 3a Kpas.

lNonagaHne B N3MepUTENbHYHO FILIGIZKy CIMOHbl 13 BblAblXaemMoro
BO34yXa MOXeT NpnUBecCTu K OLUINBOYHbIM pe3ynbTatam.

Mcnonb3oBaHne KapTpuaXen C peareHTaMmu, CrydamHOo ynaBLUMX Ha
non, MOXeT NPUBECTU K OLUMOOYHbBIM pe3yrnbTaTam.

Mepen BbLINOSMHEHMEM aHaNU30B yaanuTe My3blpbkM BO3gyxa M3
SlYEEeK KapTpUKa M Kannu C BHYTPEHHEW CTOPOHbI antoMWHUEBOMN
honbru, OCTOPOXKHO MOCTY4aB KapTPUOXKEM O MIIOCKYHO NMOBEPXHOCTb.

Mpobbl C BLICOKOM MYTHOCTbIO, BKMOYasi NPobbl C  BbICOKUM
cogepXxaHvem nunNugoB, MOryT ObiTb  OWKMBOYHO pacro3HaHbl
AaTYMKOM Kak npobbl LenbHoW KpoBu. B aTom cnyyae MOXHO
CKOpPEKTMpOBaTb pe3ynbTaTbl, BHECS MOMpaBKy B 3HAYEeHUs
remMaTokpuTa.

Mpobbl, K KOTOPLIM NPU BHECEHUWN B NYHKM Ans npob nobasnanucb
KpOBsiHble KneTkn unu gpyrne aobaskn, Moryt 6biTb OWMBOYHO
pacno3HaHbl JaTYMKOM Kak npobbl LenbHon kpoBu. B aTom crniyvae
MOXHO CKOpPPEKTMpOBaTb pe3ynbTaTtbl, BHECS MOMNPaBKy B 3HAYEHUSA
rematokpuTa.

Opyrne mepbl NpeaoCTOPOXKHOCTHU

A MpeaynpexaeHue:

A MpeaynpexaeHne:

A MpenynpexaeHue:

Mpobbl, aHann3 KOTOPLIX BbIMNOMHAETCA aHanu3aTopoMm PATHFAST,
ABNATCH NOTEHUMaNbHO MHMEKUNOHHBIMU. [pn paboTte ¢ npubopom
M ero TexHnyeckom ob6CnyxMBaHUM MONb3ynTeCb CcpeacTBamu
3awmTbl  (Nepyatkamu, o4vkamu, JrabopaTopHbIMM Xanatamu |
Luano4kamm).

Mpn nonagaHun npo6, peareHTOB WM XMAOKUX OTXOAOB Ha KOXY
npomMonTe U NpPoAE3nHMUUUPYNTE 3arpa3HEHHOE MecTO W 3aTeM
obpaTutech 3a KOHCynbTaumen K Bpady.

Mpn ytunmnsauum otxodos cobniogante npegyCMOTPEHHbIE 3aKOHOM
TpeboBaHMsa 6e30MacHOCTU N OTHOCALLMECS K HUM HOPMATUBbI.

Vicnonb3oBaHHble KapTpuoxXm m3-noa peareHTtoB, WUCMOJSIb30OBaHHbIE
HaKOHEYHUKN U KOHTeVIHepr ana  HuX  OOJDKHbl  CHUTATbCA
noTeHumnanbHO VIH(*)eKLI,VIOHHbIMVI n YyTUnn3npoBaTbCA
COOTBETCTBYHOLLUM 06pa30M.
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> BBEPB> P

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

OcTopoxHo!

AHnannsaTtop PATHFAST npegHasHayeH Ons KNUHUYECKOro aHanmsa
LEenbHON KpOBW, Mnasmbl UM CbiBOPOTKUW. He npumeHanTte npubop
Ana opyrnx uenemn.

Bo wusbexaHne TpaBM YCTAHOBKY KapTpUOXKEN C peareHTamu B
KacceTy crefyeT BbINOMHSATb C OCTOPOXHOCTbHO.

Mpn 3ameHe Oymarn B MpUHTEPE [OEWCTBYWTE OCTOPOXHO BO
n3bexaHve TpaBM pe3akom.

MHcTpykumn no  6esonacHomy obpalleHuto € XumukaTamw,
cofepXalMmMucsa B pacxogHblx Matepuanax u peareHTax, cMoTpuTe
BO BKMafblllax K peareHTam unu B Tabnuuax no 6esonacHocTu npu
paboTe ¢ matepnanamm (MSDS) B TEXHUYECKON JOKYMEHTaLUW.

OTUNOBLIN CNMPT, NPUMEHSIEMbIN ANS YUMCTKM Npubopa, orHeonaceH,
obpalaTbCs C HUM CreayeT C OCTOPOXKHOCTbLHO.
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3.5. OrpaHunyeHue OTBETCTBEHHOCTMU

Mpn pabote c aHanuszatopom PATHFAST n ero TexHudeckoMm OOCnyXuBaHWW KpahHE BaXXHO
cobntogatbe UHCTPYKUMM MO TeXHWKe Be3onacHOCTW, NpuBEAEHHbIE B pa3genax Bbile.

Tem He MeHee, gaxe MOSIHOM CReAoBaHMM 3TUM MHCTPYKUUAM COXpaHAETCA BO3MOXHOCTb
Hen30eXHbIX HECYACTHbIX crny4aeB 1 NOJIOMOK.

B nepeuncneHHbix Hwke cnydasax komnaHma LSl Medience Corporation. He Hecér
OTBETCTBEHHOCTM 3a HeCYacTHble Ccny4anm W MOJSIOMKM, a Takke He KOMMNeHcupyeT yuiepb,
BbI3BaHHbIN NOBpeXaeHneM npmbopa:

e [loBpexaeHus npubopa u TpaBMbl Nonb3oBaTenen, Bbi3aBaHHbIE POPC-MaXKOPHLIMU CrydasiMu,
TaKUMW KaK NoXapbl, 3eMNeTPSACEHMS U ApYyrue CTUXuiiHble 6eacTus.

e [loBpexaeHus npubopa M TpaBMbl MoNb3oBaTenen, a Takke HeBepHble pe3yrnbTaThl,
BbI3BaHHbIE NpegHaMePEHHbLIMU UM OLLMGOYHLIMWU AeNCTBUSIMU MONb30BaTeNs.

e ConyrctBytoWun ywepd, BO3HMKLWWKA NPU MUCMONb30BaHMM UMM HEUCNONb30BaHUK npubopa,
Kak-TO: HedononyyYeHHas npuobbinb, NpPeKpalleHne KITMHUYECKUX WCCnegoBaHui, yuepb,
NPUYNHEHHbIM NauneHTam, u T.4.

e Yuwepb, BO3HMKLWIMIA BCRNeACTBME HECOOMAEHMS MHCTPYKUMM NO TexHuke 6Ge3onacHOCTH,
npuBeaEHHbIX B AJaHHOM PykoBoACTBeE.

e Yuwep6b, BO3HUKWNA BBUOY HenpaBunbHOW paboTbl npubopa C BHELWHWMW KOMMbOTEPaAMU U
APYrMMn yCcTponcTBaMm 1 nporpaMmmamu, K kKotopblM koMmnanus LS| Medience Corporation. He
MMeeT OTHOLUEHUS.

e Yuwepb, BO3HMKWWNIA BCAeACTBME PEMOHTA WnNu Moaudukauum npubopa MepcoHanom, He
nuueHauposaHHbiM komnaHunen LSI Medience Corporation.
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4. NOAPOBHOE ONMMUMCAHUE AHAJNTU3ATOPA PATHFAST

PATHFAST npeacrtaenset cobor NonHOCTbIO aBTOMATU3MPOBAHHBIN KMMHUYECKUIA aHann3aTop, B
KOTOPOM B KayecTBe npob ncnonb3yeTcs uenbHas KpoBb, NadMa unm CbiBOpoTKa.

B oTon rmaBe onucbiBalOTCA NPUHUMN U3MEPEHUs, YCTPOMUCTBO npubopa, Heobxogumble
KOMMMEKTYIOLMNE U pacxofHble MaTepuarnbl, a Takke peareHTbl, MpUMMeHseMble Ang aHanuaatopa
PATHFAST.

4.1. MpuHUMN BbINONHEHUA aHanNn3a

B aHanusatope PATHFAST wucnonb3yeTcs MpuMHUMN  U3MEPEHUS, OCHOBaHHbIA  Ha
NMMYHOXEMUITIOMNHECLLEHTHOM bepmeHTaTuBHOM aHanuae (CLEIA).

PeareHTbl, HeobOxogumble [Onsi  Kaxgoro TecTa, CoaepXaTcss B si4erkax crneumanbHO
pa3paboTaHHOro 15-s4ee4yHoro KapTpumka v 3anedyataHbl antoMUHUEBOW PONLION.

Hwxxe onucbiBaeTcs NPUHLMN U3MEPEHUS Ha NpUMepe cepaeyHoro TponoHuHa | (cTnl).

Habop peareHTOB:
e MarHuTHO-NaTeKCHbIN peareHT (MarHUTHbIE YacTULbl, MOKPLITbIE JTATEKCOM)
e PeareHT c MeyeHbIMM aHTUTENaMU (PacTBOP aHTUTEN, MEYEHbIX LLEeNoYHon hocdaTason)
e PeareHT Ona npombiBKM (pacTBOp ANt OTAENEHUs HEeCBA3aBLUMXCA KOMMOHEHTOB
peakunoHHOM cMech)
e JlloMMHECLEHTHbIN cybcTpaT

Mpouecc aHanuaa:

1. TlMpobbl (LenbHas KpoBb, Mfasma UM CbIBOPOTKA) CMELLMBAKOTCA C MarHUTHO-NATEKCHbIM
peareHTOM M pacTBOPOM aHTUTEST, MEYEHbIX LEeNoYHON docdaTtason, N UHKYoMpyoTca B
TeyeHue 5 MUHYT.

Ha atom oaTtane obpasyTca criefylowme MHOrOCMOWHbIE KOMMMEKChl: aHTUTEeNno Ha
TBEpPAOW (hbase — aHTUreH (aHanuT) — MeyeHoe LenoYyHon poccaTtason aHTMTENO.

2. BbinonHsieTcs pasgeneHve CBA3aHHbIX HA MarHUTHbIX YacTMLaX UMMYHHbIX KOMMIEKCOB U
He npopearnpoBaBLLUNX KOMMOHEHTOB pPeakLUMOHHOW CMeCU C MOMOLLbI TeXHOMormm
Magtration® pns ypaneHuss n3bbITKOB peareHToB unn BuomartepuanoB npeablayLero
aTana.

3. BHocutcsa nomuHecueHTHbIn cybetpat (CDP-Star), KOTopbIi KaTanuanpyeTcsl LWenoYHOn
docpaTtason, YTO NpMBOAUT K  MCMyckaHuo cBeTa. Mcnyckaemble  DOTOHbI
NOACHUTBLIBAKOTCA POTOYMHOXUTENEM permctpupytowen cuctemol PATHFAST.

4. CurHan (pOTOYMHOXMWTENS CpaBHMBAETCHA C MOSTYYEHHOW NpWU KanubpoBKe CTaHOAPTHOM
KPMBOM W COXpaHsieTca B namaTu aHanmsatopa PATHFAST ansa  BblUUCHEHUSA
KOHLUEHTpauum onpegensaemMoro aHanura.
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NMpuHuun namepeHuna B aHanusarope PATHFAST

MarHuTHble YacTuubl

PoTOyMHOXMTEND

MamepeHne
ncnyckaHus
cBeTa

Bbluncnexus

depmeHTHasn
peakuus
1 MuHyTa

@ AHanut
Jr NobouHble

MMMyHHas
peakums
5 MUHYT

Paspenstowiasn
NpoMmbIBKa

XEeMUNIOMUH.

cybcTtpat

U

CDP-Star®

OOLwee BpeMA namepeHus: He 6onee 17 MUHYT

Ortkayka/
BHEceHue

AHannsaTtop PATHFAST BbINOMAHAET NpOLECC aHanu3a, KOTOpPbIA COXpaHseTCs B MNaMATUM Kak
«MNPOTOKOM aHanu3ay», U aBToOMaTUYECKN BbIBOOMT pe3yrbTaT Ha BCTPOEHHbIN NPUHTEP.
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4.2. Y3nbl aHanusatopa PATHFAST

B aTom pasgene onuckiBaroTCst OCHOBHbIE Y3ribl MPUbopa 1 nx yHKLUK.

4.2.1. Bug npubopa cnepeau

BOMbLMHCTBO KOMMOHEHTOB,

HeobOxoauMbIX aAns  paboTel ¢ aHanmsatopom PATHFAST,

pacnonoxeHbl cnepean npubopa. Huxke onmcaHbl 3TV KOMNOHEHTbI U UX (OYHKLIMK.

WnankaTop
COCTOAHNUA

CeHcopHbIf
XKK-gucnnen

KHonka «CTtapT»

MepeaHsas Kpbiwka

P ATHE ST

KHonka «Cton»

Bbikntoyatensb

MHOnkaTop COCTOSAHMS:

CeHcopHbin XKK-agucnnen:

KHonka «CtapT»:

KHonka «Cton»:

BbikntovaTtensb:

MNepeaHas Kpbilwka:

MpuHTEp:

Kpblwka npuHTepa:

MpuHTEp

Kpbilika npuHTEpa

CBeTuTCs 3enéHbIM Npy HopMarbHoOW paboTe U KpacHbIM — Mpu
BO3HWUKHOBEHMM OLLIMGKM.

OTtobpaxaeT pasnuuHylo MHOpMaLMIO U CAYXUT And npuéma
ynpaBensaoLmx Npubopom KoMaHa OT Nonb3oBaTens.

Haxxmunte 9TY KHOIMKY, 4yTO6bI HA4YaTb BbLIMOJTHEHME aHanm3a.

Haxmute 3Ty  KHOMKY, 4TOBbl OCTaHOBUTbL  Tekyllee
BbINOMHAEMoe Npnbopom aencTene.

BbikntoyaTenb nuTaHusa npubopa.

OTkpbiBaeTcs, coBurasicb BBepx. HeobxoaMMo OTKpbITb 3Ty
KPbILKY, 4YTOObl YCTAHOBWUTb KacceTy [ANsi KapTpuaxen c
peareHTamu, Npobbl U ApyrMe pacxofHble matepuarnsl, a Takke
ANS YACTKN U TEXHUYECKOTO OBCYKNBaHWUS.

Cﬂy)KVIT Ona nedaTtu pe3ynbtaTtoB I/I3MepeHI/Il7I n Opyrnx aaHHbIX.

OTKkponTe 3Ty KpbIWwKy, 4TObbl 3aMeHUTb Bymary B MpuHTepe
unu oTperynuposaTtb ApkocTb XKK-aucnnes perynatopom.
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IPUHTED

Bud npuHmepa ¢ omkpbimou KpbIWKoU

4.2.2. Bua npubopa c3aau

Cs3agn npubopa pacnonoxeHbl [OBe BEHTUMALUWOHHbIE PELETKM Ons BO34yXoobmeHa, 4To
NMo3BOMSIET KOHTPONMMPOBATbL TeEMMepaTtypy Harpeeawwmux y3noB npubopa. Bokpyr aTmx
BEHTUMALMOHHBIX PELUETOK AOMKHO ObITb CBOGOAHOE NPOCTPaHCTBO He MeHee 10 cMm.

' e P————
y l' M

nopT
= RS232C
USB nopt
pasbeM Kabemnd
ITUTaHUA

BeHTUNAUMOHHLIE PELUETKM: OTBepcTna Ona BEHTUNSAUMM, Cnyxawue AnsS npeaoxpaHeHus

npubopa oT neperpeea.
Mopt RS-232C: MocnepoBaTtenbHbIn NOPT ANd OOMeHa OaHHbIMW C BHELUHUMMW

KOMMNbloTEPAMU.
Mopt USB USB-nopT AOns NOOKMHYEHUA PYYHOro puaepa LUTPUX-KOOOB

unu USB ycTponcTBa Anst nepenporpammMmmpoBaHms npubopa.

Pasbém kabens nutaHus: K aTomy pasbémy nogkniodaetcs kabenb NUTaHms OT CETU.
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4.2.3. Pabouasn

30Ha npubopa

Mpn oTKpbITON nNepeaHen Kpbilwke aHanudatopa PATHFAST craHoBuTCcs BuMaHa paboyas 30Ha
npubopa. Hwxe onucaHbl y3nbl paboyen 30HbI M UX YHKUMW. Ha pucyHke Hwmxke yaen

nNpo6oNHUKOB, y3en n

aTpyGKoB 1 y3en [03aTOPOB 3aKPbIThbl 3ALLMTHOW KPBILLKOW U HE BULHBI.

Bua paboyert 30HbI ©6e3 pacxoAHblX MaTepuanoB U KacceTbl ANns KapTpuaKken

Y3en gosatopos

Y3en npoborHNKOB

Bnok HarpeBa T

MarnHutHoe
YCTPOMCTBO

Cronuk

bnok Harpesa L

Oatunk
NCMOSIb30BaHHbIX
HaKOHEYHWUKOB

Y3en [03aTopoB:

Cronuk:

KacceTta ans
HaKOHEYHWNKOB

Bnok 13 6 MOpLIHEBbLIX [03aTOPOB [AMA 3akaykm U BHeceHus npob wu/vnu
peareHToB. Ha naTpybkun [03aTOPOB HaAeBakTCst HAaKOHeYHUkM PATHFAST.

Cﬂy)KVIT ONA YCTaHOBKUM KacceTbl Ond KaprVI/J,)Keﬂ C peareHtamMu, KacceTbl ansa
HOBbIX HAGKOHEYHUKOB U KOHTeIZHepa ana OTpaGOTaHHbIX HakoHe4YHnkoB. MoxeTt
nepemMelliaTbcA Bﬂepéﬂ M Ha3ag BO BpeMA BbINOJIHEHNA aHAlTINM30B.

[laTymK ncnonb3oBaHHbIX CJ'Iy)KVIT Ona npoBepkn Toro, yCtaHOBIIEH JN KOHTeIZHep Ana ncenonb3oBaHHbIX

HaKOHE4YHWNKOB:

Bnok Harpesa T:

Y3en npobonHNKOB:

MarHuTHoe yCTpONCTBO:

Bbrnok HarpeBsa L.:

KacceTta ons
HaKOHEYHWKOB:

HaKOHEYHUKOB 1 coaepXUT NI OH HAKOHEYHUKN.

CnyxuT ans noforpeBa XWOKOCTENW B OOHOPA30BbIX HAKOHEYHMKAX BO BPEMSI
peakuuun. NogaepxuBaeT TemnepaTypy peakunoHHon cmecu pasHoun 35°C.

MpobvBaeT 0TBEPCTUS B anNtOMUHMEBBIX KpbILLEYKAX KapTpUaXKeN C peareHTamu,
obecneymBasi 4OCTYN HAKOHEYHUKOB K peareHTaMm.

Co3gaét marHuTHOe norne, yaoepXuBarLllee MarHUTHO-NaTEeKCHbIe YacTuubl Ha
BHYTPEHHUX CTEHKax HAKOHEYHMKOB, YTO MO3BOMSET BbINONHUTL pasgeneHune
CBSI3aHHbIX M HECBSA3AHHbIX aHTUTEN C NOMOLLIbIO TexHororun Magtration®.

MopoepxuBaeT TemnepaTypy peareHTOB B Onwkavwmx K npobam suvenkax
KapTpuaxen pasHoun 37 °C.

COD,ep)KI/IT HOBbl€ OHOpa30Bbleé HAKOHEYHUKW.
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Bua paboyelr 30HbI C pacxo4HbiMY MaTepmanaMmm 1 KacceTor ANns KapTPUIKEN

KapTpugox c
peareHTamm

KoHTenHep ons
MCMNOJb30BaHHbIX
HaKOHEYHUKOB

Jatumk
pacno3HaBaHus nNpobbl

(BHYTPM)

KapTpuopx ¢ peareHTaMu:

N3mepuTensHas syenka:

HakoHe4yHukn PATHFAST:

KoHTenHep ons
NCMNOMb30BaHHbIX
HaKOHEYHMKOB:

[atuyunk pacnosHaBaHus
npobbil:

M3ameputensHas
ayeinka

HakoHeuYHuKn
PATHFAST

MnacTmaccoBbI  KapTpuaK cneumanbHOW KOHCTpykuun Ha 15
adeek. Heobxogumble [Nsi KOHKPETHOrO aHanusa peareHTbl
3apaHee BHeCeHbl B onpefenéHHble d4erku W 3anedaTaHbl
antoMvHMeBo POMbroM, Ha KOTOPYH HAHECEH LUTPUX-KOA,
cogepxawmm nHpopmauuio o0 peareHTax.

Avelika, B KOTOpOﬁ naMepsaeTca XemMunromMmnHecueHuna Ha
nocnegHem atane aHanumsaa.

Cnyxat gnsa 3akadku u BHeceHus npob n peareHToB, a Takxke Ans
pa3geneHns CBA3aHHbIX U HECBA3aHHbIX aHTUTEN C MOMOLLbIO
TexHonorun Magtration®.

CbEMHBIN NNAacTMacCoBbIN KOHTENHEpP, B KOTOPbIN cOpackiBaloTCs
MCMNorb30BaHHble OAHOPA30Bble HakoHeYHNKn PATHFAST.

3amepseT nponyckaHve cBeTa HAaKOHEYHWKOM Mocre 3akaykm Nnpod
ANA  pacnosHaBaHus, SBnseTca nNu npoba UuenbHOM KpPOBbHO.
Ananusatop PATHFAST aBTOomMaTu4ecknm BHECET B pesynbTaT
aHanusa nonpaeky B COOTBETCTBUM C remaTokputom (Hct%).
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4.3. Komnnekrtyrowme
Komnnektytowme k aHanunsatopy PATHFAST nepeuncneHbl B Tabnuvue HUXe.

Tabnuua 4-1. KomnnekTyoLine

Onucanue Korn-0 8 MpumeyaHne
KOMMnekTe
CeteBon kabenb Ha 100 — 120 B ~ 1
CeteBon kabenb Ha 220 — 240 B ~ 1
Mpenoxpanutens Ha 4 A, 250 B, tun SLO-BLO 1 3anacHasa 4yacTtb Ons 3aMeHbl
Ctunyc 1
KacceTa ona peareHTHbIX KapTpuaxen 1
Py4yHon ckaHep WITpUX-KOO0B 1

lMpumeyaHue: Ewé oOuH rnpedoxpaHumerib yxe ycmaHoeseH 8 nocmaessembit npubop.

1) CeteBon kabenb Ha 100 — 120 B ~

2) CeteBon kabenb Ha 220 — 240 B ~

Kabenb nuTaHuns ons cTpaH co cTaHg4apToM HanpshkeHus 220 — 240 B ~.
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3) [NpepoxpaHuTenb

MpefnoxpaHuTens ycTaHaBNMBaETCS B AepXaTenb npeaoxpaHuTens.

4) Crunyc

Ctunyc ucnonb3yeTca Ans BBOAA YNPaBnsOWMX KOMaHL W/unu pasnuyHbiX OaHHbIX 4vepes
ceHcopHbIn XKK-gucnnen aHanunsatopa PATHFAST.

5) Kacceta onsg kapTpuoken ¢ peareHTamm

MNyctas KacceTa ANA KapTpuaXen nokasaHa Ha NneBoM pucyHke Hwxke. Kacceta cHabxeHa 6
nasamu, B KOTOpble YCTaHaBNMBAKOTCA KapTpuXM C peareHTamu. Kacceta c kapTpuaxkamu
(MpaBbIvi PUCYHOK HWXE) yCcTaHaBnmnBaeTcsa B aHanm3atop PATHFAST.

B komnnekT nocrtaBku Kaxgoro aHanusatopa PATHFAST BxoguT 1 kacceta onga KapTpuakKewn.
KacceTa BbINONHEHa M3 antOMUHUEBOrO CrfiaBa U HepXXaBewLen ctanum n MoXeT NoaBepraTbhes
cTepununsaumm B aBTOKNaBe.

6) Py4HOW CkaHep LITPUX-KOOOB

Py4yHoOW ckaHep LITPUX-KOLOB NpUMeEHSaeTca Ans:
e CuunTbIBaHUA AaHHbIX C KAPTbl 3TANOHHON KanMbpoBKMK.
e CuutbiBaHua ID npob unu nonb3oBaTenemn.
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MogkntoyeHe nnm oTcoeauHEHNE CKaHepa LUTPUX-KOOO0B crieayeT BbINOMHATh NPU BbIKITHOYEHHOM
npunbope. CkaHep noakntoyaeTcs Yeped USB nopT Ha 3agHen naHenu npubopa.

MOFyT CUMTbIBATbCA WTPUX-KOAbI Crneayrumnx CtTaHOapToB:

« CODE39

e ITF

e CODABAR (NW?7)
« CODE128

4.4. PacxopgHble matepuanbl

[nsa BbINONHEeHUs aHanu3oB Ha aHanu3aTope PATHFAST HeoGxoaumbl criegyrouime pacxogHble
mMartepuansi:

Tabnuua 4-2. PacxogHble maTtepuansl

Kog npogykta HavnmeHoBaHue Kon-so & Kon-Bo B ynakoBke

A npoRy KoMnnekTe y
HakoHe4YHUK 1 ogHOpa3oBbLIe

300936 PATHEAST — 42 x 5/ Kopobka
KoHTenHep onst otpaboTaHHbIX

300950 HakoHe4HnkoB PATHFAST 1 10 /Kopobka
PynoHHasa Tepmobymara, 57 Mm x
15 m

1) HakoHeuyHukn ogHopasoBble PATHFAST

HakoHeuyHukn PATHFAST npeactaBnsaioT cobov 0QHOPA30Bble HAKOHEYHUKWM  cnelumanbHOW
KOHCTPYKLMM N MPUMEHSIIOTCA ANSA 3aKayku U BHECEHUS XWOKOCTEN, a Takke AN pasgeneHus
CBA3@HHbLIX N HECBA3aHHbIX aHTUTEN C MOMOLLBb MarHUTHOIO YCTPOWCTBA, yAep>KuBaloLllero
MarHUTHblE 4YacTUuUbl Ha BHYTPEHHUX CTEHKaX HAKOHEYHMKOB. HaKOHEYHUKM CcHabXeHbl
HebonblWMK GenbiMn hunbTpammn Ans NpeaoTBpaLLEHUS NEPEHOCHOMO 3arpA3HEHNS XKNOKOCTEN.
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2) KoHTtenHep ansa otpaboTaHHbIX HakoHeYHKoB PATHFAST

KoHTerHep anst oTpaboTaHHbIX HAKOHEYHUKOB CAYXWUT Ans cbopa MCMnonb30BaHHbIX HAKOHEYHMKOB
PATHFAST, koTopble aBTOMaTM4yecku cbpacbiBaloTCsi B KOHTEMHEP B KOHLE KaXgoro Luuvkna
aHanu3oB. [locne 3aBeplUeHUs UMKNa aHanmM3oB HY)XHO W3BIeYb KOHTENMHep U BblIOpOCUTH
NCNONb30BaHHbIE HAKOHEYHMKX. DTOT NflacTMacCOBbIA KOHTENHEP SIBNSAETCS «MNOfyoaHOPa30BbIM»
N JOIMKeH ObITb 3aMEHEH HOBbIM Yepes kaxable 20 LMKNOB Unn pa3 B HeZento.

3) PynoHHas Tepmobymara

PynoHHasa 6ymara npeacrtaBnsieT cobown Tepmobymary LWMpUHOW 57 MM 1 AnvHoW 15 M (TOHKWUIA
PYMOH) ANs BCTPOEHHOro npuHTepa aHanunsatopa PATHFAST.
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4.5. Habop peareHTOB U CONyTCTBYHOLME KOMMIEKTYOLMne

PeareHTbl, npumeHsiemble B aHanu3atope PATHFAST, noctaensaiTcs B Buge HabopoB TecT-
cuctem PATHFAST. B Habop BXogaT KapTpuUDLKM C peareHtamu, kanumbpatopbl C  UX
pacTBOPUTENAMU, KapTa 3TanoHHOW KannbpoBKM C AaHHBIMU O HAOOpPE M NNCTOK-BKaAbILL.

Hpumeanue: KomnnekmHocmb Ha6opa ons Pa3HbIX aHasiu308 MoXXem passiu4amacCH.

1) KapTpuoxu c peareHTamu

KapTpuaxn c peareHTamu (CM. puC. HUXE) ynakoBaHbl Habopamu no 6 KapTpuaxen B KOpobke.
KapTpuopk 3anedataH anioMUHUEBOW OMbro CO LUTPUX-KOLOM, HAHECEHHbIM Ha Kaxabln
kapTpuox. LUTpmnx-kog copgepxut ceegeHnsa ob onpegenseMom aHanute, Ne niota, cpoke rogHoCTu
KapTpuoka n apyryro Heob6xoammyo nHdopmaumto.

Mepen ucnonb3oBaHMEM NPOBEPbTE HaWMeHoBaHMe aHanuta, Ne foTa M CpoK rogHocTU Ans
KaXJoro KapTpumka.

Ne nota Cpok rogHocTK noTa

P PATHFAST 0100001 [ [LoT 11010509028 & 2005-09 NKI
WIEOT  Hun
cTnl

JlyHka ans npo6bl Ananut MameputenbHasg suenka
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2) Kanubpartopbl 1 pacTBOpUTENM AN KannubpaTopos

Ecnu kannbpatop nuodunmsoBaH, ero cnegyeTt NpeaBapuUTenbHO pacTBOPUTL BXOASALLMM B Habop
pactBopuTeneM. MNMoapobGHble ykasaHus No pasBeneHuio kanmbpaTopa cogepkaTcs BO BKnagpllle
TECT-CUCTEMBI.

KanubpaTtopsl (1), (2) n pacteoputens Ans kannbpatopos

3) KoHTponb kavecTBa

MHdopmaumio 0 pekoMeHAOBaHHbIX MaTepuanax Afa KOHTPOSis KadecTBa 3anpawuvBanTte y
Bawero guctpmbbtotopa PATHFAST.

4) KapTta 3TanoHHown kanmbpoBku

K kaxkgomy Habopy peareHTOB npunaraeTca kapta atanoHHon kannbposku (MC Entry Card).

OTa kapTa Heobxoauma 4Jisi NEPBOro BbIMONIHEHUS @aHanM3a UK BbINOSIHEHWUST 3TOr0 aHanm3a npu
cmeHe Ne nota peareHToB. CnegyeT cuuMTaTb [OaHHbleE CO LUTPUX-KOA4A KapTbl 3TaNOHHOM
KanMbpOBKM C MNOMOLLBIO PYYHOro ckKaHepa LWTpux-kogoB. MogpoBGHO O cyuTbIBaHUWM KapThbl
3TanoHHOM KanmbpoBku cM. B rnaese 8 «kKanubpoBkay.

|MC ENTRY GARD|

PATHFAST cTnl

1011308431
& 2013-08

10113 JI3J3022364191508245208564400

064

AMITSUBISHI CHEMICAL MEDIENCE CORPORATION
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5. NoAgroToBkKA K AHAIIU3SAM KN OCHOBHbIE OIMNEPALIUA

B aTtonm rmaBe onucaHa npoueaypa noarotoBkn aHanmsatopa PATHFAST K BbINOMAHEHUIO
aHanu3oB. [lpouenypbl CaMOro BbINOMHEHWs aHanu3oB nNpob nauneHToB, KanubpaTopoB U
KOHTPOSEN OnncaHbl B OTAENbHbIX rMaBax.

5.1. BBepeHue
YnpaeneHue aHanmsatopom PATHFAST ocyulectenseTcs yepes ceHcopHbii XKK-ancnnen.
Mcnonb3ynte ana aToro CTWyC, BXOOAWMWA B KOMMMEKT MocTaBku npubopa. B agaHHOM

PykoBoacTBe BblpaxeHue «Bblbepute KHOMKY» o3HavaeT «[pMKOCHMTECH CTUNYCOM K
oToOpaxkaemon Ha gucnnee KHonkey. BelbpaHHble KHOMKM OTOOpaXKatoTCs KOHTPAaCTHO.

Ctunyc

5.2. O6oO3HauYeHUs AnA onucbiBaeMbIX onepauumn

B aTom pasgene npuBeneHbl 0603HAYEHUS, NMPUMEHSIeMble NPY onMcaHnM OYHKLMIA KHOMOK WK
AeNCTBUN, BbIMOSHAEMbIX C MPUGOPOM.

1. KHonku BbIGOpa

KHoMkn anga Bbibopa YHKUMA U MYHKTOB MEHK, oTobpaxaemble Ha 3KpaHe, B TeKCTe
PykoBoacTBa 3akntoyaroTcs B pamky, Hanpumep, [ASSAY] (Tecr).

2. Otobpaxaemasi uHdopmaLums

NHdopmauus, otobpaxaemass Ha akpaHe, B TekcTe PykoBoacTBa 3akrnovaeTcs B KaBblYKW,
Hanpumep, «Operating Instruction» (Paboune ykazaHus).

3. O6GnacTtn B AUCNNEnHOM OKHe

e OO6nacTtb 3aronoBka
B aton obnactn otobpaxaeTca HaMMEHOBaHWE TEKYLLEro AMCMNIeNHOro OKHa.

e QOOnacTtb coobLieHun
B aTom obGnactm BbIBOOATCA Tekywme pabouve ykasaHus unv npegynpexaatoime
coo0LLEeHns.

e OO6nacTb noa3saronoBkKa
B aTon obnactu oTobpaxaeTcsa Noa3arofioBOK BbIBPaAHHOrO OKHa MM KHOMKW ANnst Bbldopa
Pa3fiMyHbIX OKOH U (PyHKLMIA.

e KnueHtckana obnacTtb
O6nactb anga BbiBOAA pasnUYHON MHGOpMauMM B Tekywem OkHe. B 3aBucumoctn ot
KOHKPETHOro OKHa Tun BbIBOAUMOW MHGOPMaLMN MOXET pasnuyaTbes.
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e [laHenb HaBurauum

B aTtom obnactn oTobpaxaiTca KHOMKUM And Bbibopa, NOATBEPXKAEHWUS, OTMEHblI WU

nepexopa B Apyrue okHa.

4. TMpumep ANCNNENHOIO OKHA

Hwxe nokaszaHo ANCNENHOE OKHO C YKa3aHMEM OMMCaHHbIX Bblle obnacTten.

paboune
HHCTPYKIHU

KHOIIKH
BBIOOpaA OKHa

cTnl

|

uHpopManus o |
peareHTax

PUSH START BUTTON TO ASSAY.

FEXINA (cHECK | [ SETUP | ( ADMIN

SREAGENT STATUS |

11112011 14:40

SAMPLE INFO.

Myo

CK-MB

J

F

0071aCTh 3aroJI0BKa

00J1acTh COOOIIEHHH

001acTh Imoas3aroJIopKa

KJIHSHTCKasg 00/1acTh

IIaHCJIb HaBHT allUH

B obnactu cooblieHuii BbIBOASATCA paboyne WMHCTPYKLUUM U Npeaynpexaarolme coobLueHus,
noackasbiBaroLLMe Norb3oBaTento AENCTBUSA, KOTOPbIE crieayeT NpeanpuHATb.

KHonku Bbibopa okHa (3aknagku):

[REAGENT STATUS] (CoctosiHne peareHToB): BbiBOog cnvcka KHOMOK, COOTBETCTBYIOLLMX TeCTaMm,
3aperncTpMpoBaHHbIM B CUCTEME Ha TEKYLLMIN MOMEHT.

[SAMPLE INFO] (Mudpopmauuma o npobax): BeiBog uHdopmMaumm o npobax ans kaxagon ns 6

NO3ULINNA.

5.3. lMoaroTtoBKa K BKITIOYEHUIO NUTAHUA

Mepepn BknoyeHnem aHanmsatopa PATHFAST y6eauTecs, 4To:

e Kabenb NnuTaHnsa NOAKIOYEH K NPaBUbHOW po3eTke.

e BHyTpu npubopa HET MOCTOPOHHWUX MPEAMETOB, TaKMX KaK YNakOBOYHbLIN MaTepuan unu
MCNONb30BaHHbIE pacxogHble MaTepuarnbl.

e Bokpyr aHanusatopa PATHFAST HeT NUWHUX NpeaMeToB, Hanpumep, nepekpbiBaloLmx
BEHTUNSALUMOHHbIE PELETKM npubopa wunM MeLarwmnx OTKPbIBaHMIO/3aKpbIBaHUIO €ero

nepegHen KpbILLKU.
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5.4. Bknro4yeHue npubopa n 3anyck cuctembl

1. 3akpownTe NepeaHolo KpbIKy paboyero otceka (cnpasa).

2. Bknwounte npnbop BhikNOYaTeENEM Ha f1eBOM NaHenu.

P ATHEAS]

BbikntoyaTtenb

Mocne BknioveHust npubopa Ha XKK-gucnnee 6yayT NnosABNATHCS CrieayroLme OKHa:

3. 3Barpyska: [lpu 3arpy3ke onepauMoHHOM cucTembl npubopa Ha Aucnnen BbIBOAMTCH
cnegytoLlee OKHO (OKHO 3anycka 1):

OkHo 3anycka 1

Welcome to PATHFAST

PATHFAST

INITIALIZING SYSTEM

COPYRIGHT(c) 2011-2012
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4. WHnumnanusaums: 3aTem 3arpyxaetcs nporpammHoe obecnedeHne aHanmsatopa PATHFAST un
HauuMHaeTCa nMpoBepka pasnuyHbIX Yy3rnoB npubopa. OTOT npouecc HasbiBaeTcs
WHUUWanuMsaumen cuctembl. Bo BpemMa uHMUManNM3auun Ha AUCNNEN BbIBOAUTCA OKHO
3anycka 2, B KOTOPOM MoKa3blBaeTCa MHAUKaTop nporpecca:

OkHo 3anycka 2

Welcome to PATHFAST

PATHFAST

INITIALIZING SYSTEM

50%
b —
30sec

COPYRIGHT(c) 2011-2012

Bo BpemMA nHnumanmsaumm cuctema BbINOJTHAET NPOBEPKY crnenyownx y3noB:

[MpoBepsemMbl€ NYHKTHI:

MutaHne Ha boTOyMHOXMTENE (BKNIOYEHO/BBLIKIIOYEHO)

[aTtunk nepegHen KpbiWKK (OTKpbITA UK 3aKpbiTa)

HaxoxaeHue y3na 4o3aTopoB B MICXO4HOM NOSNOXeHUU (0Cb Z)
HaxoxgeHue y3na dpoTomeTpa B UCXOAHOM nonoxeHun (ocu PZ n PX)
HaxoxxgeHne MarHMTHOro yCTpoMCTBa B MCXO4HOM MOMNOXEHUN (ocb M)
HaxoxaeHue ctonvka B ICXOAHOM NonoxeHuu (ocb Y)

HaxoxageHue nopLuHen B ICXOAHOM MONoXeHun (ocb P)

(BkntoYas NposepkKy copacbiBaHNA HAKOHEYHUKOB B KOHTENHEP)
lMonoxeHue npucosor anadparmsl POTOYMHOXUTENS

Hannuune 6ymaru B npuHTEpe

Ecnn BO Bpemsa npoBepkn OyayT BbiSBNEHblI KakMe-numbo Henonagku, Ha Aucnnen BbiBOAUTCS
cooTBeTCTBYylOLEee coobuieHne o6 owmnbke. [JencTBymTe, Kak ykazaHO B 9TOM COOOLEeHWUW, nnu
cmMoTpuTe nogpobHoe onucaHme coobLuleHnn ob owmnbkax B rnase 14 «PaspelueHne npodnemy».

5.5.

Bxoa B cucremy

Ecnv dyHKUMS MHOrononb3oBaTeNbCKOro pexunma ¢ pasgeneHveM ypoBHeW AO0CTyna OTKMoYeHa,
nocrne uvHUUManumsaumm cpasy nosiButcsa okHo [ASSAY/HOME] (Tect/naBHoe). Ecnn xe aTa
dyHKUMS BKINIOYEHa, CHavYana BbIBOAUTCA OKHO BxoAa B cuctemy [LOG IN]:
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OkHO BxOJa B CUCTEMY

SELECT USER AND ENTER PASSWORD.
HANDHELD BARCODE READER NOW OPERATABLE

11/11/2011 15:59

PASSWORD

1. Bbibepute ID nonb3oBaTens u3 BbinagaroLwero cnmcka, Haxas Ha camo norne [USER].
e [Ina Beoga ID nonb3oBaTens, 3a4aHHOro LUTPUX-KOAOM (Hanpumep, B NPOMyCKe), MOXHO
BOCMOSb30BaTLCA PYYHbIM CKAHEPOM LUTPUX-KOO0B.

2. [ns BBOAa napons B norie napons BOCMOMb3yMTeCb MOSMIHOW KaBMaTypomn (MOSIBUTCS Mnpu
HaxaTum nonsg [PASSWORD]). B napone gonyckatotca Bce oTobpa)kaemble Ha Hen CUMBOSbI,
BKMtoyast OykBbl BepXHEro/HmxHero pernctpa n npoben. MNocne BBoga napons Haxmute [OK]
ANA nepexoaa K rnaBHOMY OKHY TECTOB.

e |ID nonb3oBatensa v naponb NPUCBaUBAKOTCS KaXXAOMY MOMb30BaTEN0 aAMWHUCTPATOPOM
aHanusatopa PATHFAST. lMogpoGHoctn cm. B pasgene 1.2 «ID nonb3oBaTtens wm
ypoBeHb goctyna». He coobwante ceou ID 1 napons apyrum nuuam.

e [Ina 6onbluen 6e3onacHOCT Naponb Npy BBOAE OTobpaxkaeTcs B BUAe 3Bé3goyek (*).

Mocne Bxopa B cuctemy aHanmsatop PATHFAST npoBepsieT Cpoku KanmnbpoBKM WM KOHTPOMSs
KayecTBa M BbIBOOMT npeaynpexaatowee cooblieHne, ecnu Kakme-to U3 3TUX CPOKOB UCTEKIN.
Cratyc «Cpok ucték» dyaet otobpaxkaTbCs B rMaBHOM OKHE TECTOB.

5.6. NnaBHOe OKHO TecTOB

OkHO ASSAY/HOME (Tect/[naBHOE) £ABNAETCS OKHOM MO YMOJSYAHUIO ANS  BbIMNOSTHEHNUS
aHanu3oB, NPOCMOTPa AaHHbIX, NepecyETa, obLLMX HACTPOEK U T.A4.
e [lepepn BbINONHEHMEM aHanNM3oB Heobxoaum nporpes B TedeHne 20 MyuHYT. B 310 Bpems B
obnactu coobLieHnn otobpaxaeTca coobeHne « WARMING UP...» (MNporpes...).

Mocne 3aBeplueHus nporpeea B obnactn coobuweHnin nosensetca «PUSH START BUTTON TO
ASSAY...» (Haxmute kHonky «[ITyck» Ans BbIMONIHEHWUSA aHaNU3oB).

MoryT BbIBOOUTBLCA Takke [Apyrme cooOLieHus, Hanpumep, 06 WUCTeYeHMM cpoka rOAHOCTU
peareHTa, KanmbpoBK/ UMW KOHTPOIS KavyecTsa.
e [logpo6Ho 06 aHanm3e npob NauMeHToB, KOHTPOSbHbIX NPO6 1 KAaNMGpaToOpOB CM. B rnaBax
6, 7 n 8 COOTBETCTBEHHO, a O NPOBEPKE AaHHbLIX — B rrnase 9.
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OkHo [ASSAY/HOME ](Tect/naBHOE) MOEHTMYHO OKHY, BbiBOAsLEMYCS npu Boidope [SAMPLE]
(Mpo6a) B okHe [ASSAY] (TecT). NockonbKy OKHO aHanua3a npob siBMAsETCs rMaBHbIM, MOXHO NIErko
3anyctTuTb aHanu3 npob, He BbLINOMHAS HUKAKMX NpeaBapuTenbHbIX AEWCTBMI C npubopom, a
TONbKO NOAroTOBMB NPO6LI.

YtoObl NepenTn K rmaBHOMY OKHy TecToB, Bbibepute [SAMPLE] (Mpoba) B okHe [ASSAY] (TecT)
unu Bblbepute [HOME](InmaBHoe) B ntoOOM OKHE, B KOTOPOM MPUCYTCTBYET 3Ta KHOMKA B NMaHenu
HaBurauum.

VHULIMANIMBALINS
CUCTEMbI
o
' BXOg !
TECT MPOBEPKA HACTPOMKM YTANTBI
FMABHOE p——— BbIKITIOYEHVE
MPOBA PE3Y/bTATHI MONb3OBATENEM
CMEHA
KOHTPOIb KOHTPOIb HACTPOWIKM NOMNb3OBATENS
KAYECTBA KAYECTBA MNPUBOPA
. CUCTEMA
KANMBPOBKA/KK KAIIMBPOBKA HACTPOVIKM
TECTA
STANOHHAS KOPPEKLMS q’é};‘g}?(gﬁﬂ
KANMBPOBKA FEMATOKPUTA BJIOKMPOBKA KK
TEMMEPATYPA HACTPOWIKU UCTT

[NaBHOE OKHO TECTOB

ASSAY/HOME ’

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

XIS (cHECK | ( SETUP | [ ADMIN )

7 \
JREAGENT STATUSJ‘ SAMPLE INFO.

\

cTnl Myo CK-MB T

CTaTyC pearcHIoB
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B noka3aHHOM BbllLe OKHE HaVMEHOBaHWUSI 3aperncTPUPOBaHHbLIX TECTOB MokasaHbl B BUAE KHOMOK.
OTM KHOMKM MOryT oToGpaxaTbCs MO-pa3HOMYy B 3aBUCMMOCTM OT TOrO, UCTEKNM M CPOKU

KaJ'II/I6POBKVI M KOHTPOIA Ka4veCTBa AJ1d AaHHOIo Tecta, Kak noka3aHO HUXe:

HopmaanbM BUO BbinonHeHMe aHanu3a BO3MOXHO. CpOKI/I KaJ'II/I6POBKVI 7

cTnl

(cepas kHoMka):

Kentas

cTnl

MuUrarwiaa KHonka

KOHTPOIIA Ka4eCTBa HEe UCTEKITN.

BbinonHeHne aHanv3a BO3MOXHO, HO CPOKM KarnvMbpOBKM U

Po3oBasi kHornka BeinonHeHne aHanusa
KaJ'IVI6pOBKI/I n/vnn KOHTPOJ1A Ka4YeCTBa UCTEKIN.

cTnl

KHonka ckpbiTa

KOHTPOJSIsi Ka4ecTBa CKOPO UCTEKYT.

HEBO3MOXHO,

NOCKOJIbKY  CPOKU

BbinonHeHWe aHanu3a HEeBO3MOXHO. TecT ewWweé HUKoraa He

Kanm6posanc;| Unn XXe NCTEeKIN CPOKN rogHOCTn BCEX J1IOTOB

peareHToB a4 Hero.

e CoCTOSiHME KHOMKU TOro UM WMHOro aHanuta onpegendeTca no CoCToAHUIO nocneaHemn

KannbpoBKM AN 4aHHOro JloTa peareHToB (KPOME CKPbIThIX KHOMOK).

e [laTa OKOHYaHMSI CpoKa OEeUCTBUS KanMOpPOBKM YyCTaHaBrMBaeTCs aBTOMaTUYecku npu
BbINONHEHWM KannbpoBku. [laTa OKOHYaHUS! CPOKa KOHTPOIS kKayecTBa MOXeT OblTb 3adaHa
nonb3oBaTenem Ans Kaxaoro aHanuTa. 9ta npoueaypa onvcaHa B pasgene 5.8 «3agaHue
GNOKMPOBKM KOHTPONSA KayecTBar.

CraTyc peareHToB

Mpwn BbIBOPE KHONKM aHanuTa B nogokHe [REAGENT STATUS] (CtaTyc peareHToB) oToOpaxaeTcs
nogpobHasa uHdopmMaums O peareHTax Ansa aToro Tecta, Kak NokasaHo HUXe.

B aToM nogokHe MOXHO NMOCMOTPETb AaTbl OKOHYaHUS CPOKOB AEWCTBUS KarnbOpPOBKU U KOHTPOSS
kayecTBa M OCcTaBLUeecs BpeMsi Ans HUX.

CocTosiHMe kKannbpoBKM U KOHTPOSS KAaYecTBa

JIOT pcarcHTa

>

KOHTPOJIb
KavucecTBa

KaIHOpOBKa,

ASSAY/HOME .

PUSH START BUTTON TO ASSAY

11/11/2011 14:40
CTSA (crieck ) (sETup | ((ADMIN )
[ REAGENT STATUS | SAMPLE INFO
cTnl

1011210219 CAL 23192011 120AYSF—___

QC = mef e
QC EXP

OCTaBIIIHUICI CPOK
TOJHOCTH

\

JaTa OKOHYAHH
TOJHOCTH

I"Ipumeanue: Llama okoH4aHus CpOKa KOHMpPOIJIA Ka4ecmea He rnokKaableaemcs, eCl/iu 8K/1lo4YeHa
6J'IOKU,DO6K8 KOHMPOJIA Ka4ecmea.
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e bypet nokasaHo He 6ornee 3 NOTOB peareHToB C HAaMbOMbLUIMMM CPOKAMU FOLHOCTMW.

e [Ina ogHOro W TOro e noTa peareHToB BbIBOOATCA AaHHble TOJIBKO O MocneaHunx
KaJ'IVI6pOBKe N KOHTPOIe KavyecTBa.

e [Ina notos peareHToB C NCTEKLINMMU CpOKaMu rogHoCT cBegeHnda He NoKa3blBakOTCA.

e Ha pgucnneir BbIBOOUTCS OKOHYaHWE CPOKa [OOHOCTM WNW FloTa peareHToB, UMK
KannbpoBKK, CMOTPSI MO TOMY, YTO HacCTyNUT paHbLLUe.

lMpumeyaHue: [leped 3arnyckom aHanusa rpob nposepbme cocmosiHue Kanubpoeku u
KoHmpornet 055 amoa2o mecma 8 okHe [CAL/QC STATUS] (CocmosiHue kanubposku u KK).

NHdopmaumsa o npobax

Mpun BbIGOpe 3aknagkm [SAMPLE INFO]D (MHopmaums o npobax) BbIBOAUTCS OKHO AaHHbIX O
TeKywmx npobax, B KOTOPOM MOXHO M3MEHUTb UM NOATBEPAUTbL AaHHbIE AN KaXxaon npobbl.

NHdopmaumsa o npobax

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

IEIYA CHeck ) (sETur | (Ao HHpopMAaLHI 0

REAGENT STATUS |[ SAMPLE INFO. ¢ IIpOGe

Ne Tpek:
2 TPCKa PATIENT Hct% 40.0

PATIENT Hct% 40.0

PATIENT Hct% 40.0

PATIENT Hct% 40.0

PATIENT Hct% 40.0

PATIENT Hct% 40.0

Ana kaxaon u3 6 no3mumn («TPEKoB») B OKHE nHdopmauumn o npobax nokasbiBalTCH creqytowime
AaHHbIE:

AHanut Bua npobbi 3HaueHue remaTokpuTa

N

LatE | BT I PATIENT  Hoty 45.0%

1 2005}6160001

ID
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[laHHble, NoKa3blBaeMble AN KaKOoW No3nuuK, BKNHYaT JaHHble, U3MEHEHHbIE Nosib3oBaTenem,
W AaHHble, onpeaensiemMble NpMBopoM Nocre 3anycka aHanumsa.

O

McxogHo oTobparkaeTcs:

MNameHeHo nonb3oBaTenem:
1) ID
2) % remartokputa

OnpegeneHo npnbopom:

e LlenbHaga KpoBb:

e [pyroe:

o [lo3nuna He ncnosnb3yeTca:

LANE PA&TIENT  Hct¥ 40.0%
1

LANE PATIENT  Hct® 45. 0%
1 200505160001

J

LANE

cThn 1 PATIENT  Hct¥ 45.0%
20050516000

LANE

cTn I P&TIENT
200508160001

LANE

MOT LSED
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5.7. ID nonb3oBaTensa n npasa Aocrtyna

B atom pasgene onucaHa npouegypa perucrpauuuM HOBOrO MONb3oBaTeNns M 3agaHusi YPOBHS
poctyna anst Hero. MicxoaHo npubop noctaensieTcsi ¢ NpeocTaBneHem Bcex npae AoCcTyna.

1. Tpwn BbIGope kHoMkn [SETUP] (HacTporkun) B Tex OKHax, rae NpucyTCTBYHOT KHOMKM Bblbopa
[ASSAY], [CHECK], [SETUP]u [ADMIN] B obnactu noasaronoBka, BbIBOAWUTCA creaylouiee
OKHO:

OKHO HacTpoek

SETUP

11/11/2011 14:40
,},5 USER REGISTRATION
=¥ INSTRUMENT SETTINGS
f’g ASSAY SETTINGS
%@ Qc LockouT
2 3 LIS SETTINGS

2. Haxmute kHonky [USER REGISTRATION] (Peructpaumsa nonb3oBartens), 4Tobbl BbIBECTU Ha
avcnnen crniegytoLlee okHO:

OKHO perncTpaumm Nofb3oBaTens

SETUP

11112011 14:40

USER REGISTRATION
ACCESS B ( oFF
USER ‘(, ADD [ eorr 7\( DEL f
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3. [ns peructpauuu HOBOrO Mofb3oBaTens HaxmuTe kHomky [ADD]. ByaeT BbiBedeHa MonHas
knaeuaTypa Ans Beoaa ID nonb3oBaTens v ero napons.

ID nonb3oBaTens

USER REGISTRATION

HANDHELD BARCODE READER NOW OPERATABLE

11/11/2011 14:40

USER NAME
( | lewr
1012(/13//14(|5]16/\7[|8]|9//0||-||=
— = o I I
gwie)ntvuilie)r) bl
JsidgnMUEEU
z|ix|ic|iv|ib|in|m|}, || |I=|I/
- o o YD\
Shift Space BS

Maponb

USER REGISTRATION

11/11/2011 14:40

PASSWORD

( CLR|
1112//13/4(|5/16//7/8/90|«|=
- o IV IV ISV
UIWIDIBIOLSOLOLIILIL LS
ajisldUegnib el
2jevbjvmUCwd
Shift BS

|

MonHaga knaBvatypa

BcnomoraTternbHble KnaBuLwmM Ha KnaesumaTtype:

Shift: lMepekntoveHne ¢ BEPXHErO perncTpa Ha HUXKHUIA 1 HaobopoT
CLR CrtepeTb BCE none BBoja

BS CtepeTb nocnegHuin BBEOEHHbIN CUMBOI

Space  [poben

4. Tlocne BeBoga ID nomnb3oBatena v napons Haxmute kHonky [OK] ans nepexoga B OKHO
3ajaHusa ypOBHS 4OCTyNa Ans 3TOro nonb3oBaTtens u Bbibepute B HEM YpOBEHb JOCTYNa.

MoopobHee 0 TOM, kakme OYHKLUUW OOCTYMHbI HA PasHbIX YPOBHSAX, CMOTpUTE B pasgene
1.2 «ID nonb3oBaTens U ypoBeHb A0CTyna».

3agaHve YpoBHSA A0CTyna

SETUP

ACCESS

USER

USER NAME

PASSWORD

ACCESS LEVEL

VALID/INVALID

11/11/2011 14:40

USER REGISTRATION

[ on JECTEN
m eoir | [ DEL |
(user 1

(ottta

[invaup |

(oK Jif CANCEL |
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5. Haxmute «kHonky [OK] pgna Bo3Bpata B OKHO perucTtpaumm nonb3oBatensa USER
REGISTRATION.

6. XoTa nonb3oBaTterib MOXET perncrpypoBaTbcs nocrie HaxaTtust kHorku [INVALID] (HauHet
CBETUTbCS CUHMM), AaHHbIN Nonb3oBaTenb He GyaeT oTpaxaTbCA B CMMCKE Nofb3oBaTerb B
okHe Bxoga [LOG IN].

5.8. YcTaHOBKa ONTOKMPOBKU KOHTPONA KavyecTBa
Mpoueaypa BKIOYEHUS/OTKIIOYEHMS (PYHKLUM GIIOKMPOBKU KOHTPOS KayecTBa.

B meHio [QC LOCKOUT] He oTpaxaloTca Ha3BaHuUs aHanuta Unm Cpok rogHocTn peareHta. 1o
3aBOACKMM HacCTpoMKam Morb3oBaTeflb He MOXEeT U3MEHATb AaHHYK OMnuuio CamMOCTOATENbHO.
HasBaHue Tecta MoxeT OblTb BEAEHO TOMNbKO Yepe3 CKaHMpOBaHWE KapTbl 3TANOHHON KanmbpoBku
[MC ENTRY CARD] B meHto aTanoHHon kannbposkn [MC ENTRY].

1. Haxmute kHonky [SETUP] (HacTponkn) B Tex OkHax, rae npuUCyTCTBYIOT KHOMkM [ASSAY],
[CHECK], [SETUP] n [ADMIN] B 06nacti nogaaronoeka:
[(MaBHOE OKHO TECTOoB

ASSAY/HOME

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

ASSAY [ ADMIN |

JREAGENT STATUSl SAMPLE INFO.

cTnl Myo CK-mB

2. Bblbepute kHonky [QC LOCKOUT] (BnokupoBka KK) B nosiBMBLUEMCA OKHE HacTpoek
[SET UP]:

OKHO HacTpoek

SETUP

11/11/2011 14:40

(Assav | (crieck ) 0T (AowiN |

50 USER REGISTRATION

“‘) INSTRUMENT SETTINGS
"ﬁ ASSAY SETTINGS

o

WB QC LOCKOUT

# 3 LIS SETTINGS
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3. lMosgsutca cneaytowee okHo [QC LOCKOUT] (BnoknpoBka KOHTPOIS KavyecTBa):

OKHO ONMOKMPOBKW KOHTPOMS KavyecTBa

SETUP :

11/11/2011 14:40

.(,k. S’ St ¥\
tockour (I ( oFfF |
ITEM (cTnl
DAY(S) | | HR(S)
QCLEVEL UPPER LOWER

B [ 999999.999 | (-999999.999 |
T ((999999.999 | [-999999.999 |

(1Qc3 |[ 999999.999 |(-999999.999

ONeMEeHTbI YNpaBneHUsa B OKHE:

LOCKOUT (Bnokuposka)

Bbibepute [ON], 4yTtoObl akTuBMpoBaTb QYHKUMIO OGITOKMPOBKM KOHTPOMNSl KayecTBa, Wnu
[OFF], 4ytobbl oTkntounTb €€. BbibpaHHas kHonka OyneTr oTobpaaTbCA KOHTPACTHO
(cBeTnasa HagnNUCb Ha cMHeEM hoHe).

ITEM (AHanur)

BbiGepuTe 13 BbiNagaloLEero Cnucka aHanuTt, YTobbl 3aaThb ANS HEro BEPXHUA U HUXKHUN
npeaensl onycka Ans Kaaoro KOHTPOns.

Mepwnoa

3apgante nepuod OENCTBUS OAHHbIX KOHTPONS KadecTBa B AHAX UM 4Yacax. BbibpaHHoe
none BeoAa (4Hu unu vackl) bygeT otobpaxaTbCa KOHTPACTHO.

e UHTepBansbi:
DAY(S) (OHu): 1 — 999 aHen (3HayveHne 999 — pyHKUMSA HE akTUBMPOBaHA)
HR(S) (Macbl): 1 — 30 yacos

lMpumeyaHue: MoxHO ebibpamb unu OHU, Unu Yackl, HO He mo u dpyz2oe emecme. Yucro
8bIbpaHHbIX €OUHUL 8pEMEHU omobpaxkaemcs KOHMPacmHo.

QC LEVEL (YpoBeHb KOHTPONS Ka4yecTBa)
Bbibepute 3gecb KOHTPOMU, NO KOTOPbIM ByAeT BbINOMHATLCA NPOBEpKa.
UPPER/LOWER (BepxHui/HwxHuin npeaen)

Mpn BLIOOPE OAHOrO M3 3TUX MOMen BBOAA MOSABUTCA UMpoBas knaeBuaTypa, Ha KOTOPOM
HY>KHO BBECTU COOTBETCTBYIOLLEE 3HaYeHWe npejena.
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QC LOCKOUT

11/11/2011 14:40

=
i 1 . e | T T
4 JI s JI 6 |
g e g
o) ) _BS
T ——) -

Lindpposas knasmatypa
o UHTepBanbl Ang BBOAMMbIX 3Ha4YeHUI: —999999.999 — 999999.999.

lNpumeyarue: Ybedumecb, 4mO 3Ha4YeHUE BepxHezo rpedesia He MeHbUWeEe 3HAYeHUs
HUXHe20. Omu 3Ha4YeHusi ucronb3yromcs Ons yrnpasneHuss macwmaboMm rpu rnocmpoeHuu
OuazpaMMbl KOHMPOJIS Kadyecmaa.

4. Bbibepute kHonky [OK] ons coxpaHeHus BBeOEHHbIX AaHHbIX U BO3BpaTa B OKHO HacCTpoOek
[SETUP].
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5.9. Tlpoueaypa BbikNO4YeHUe npubopa

Mpwn BbIKTHOYEHUN Npnbopa CTPOro criegynTe ONMcCaHHOW HUXKE npoueaype.

BHumaHue: BbikntrovyeHue npubopa 6e3 ebinonHeHusi amoli npoyedypbl MOXXem npusecmu
K nomepe OaHHbIX u/unu c6osim 8 pabome npubopa.

1. Haxmwute kHonky ytunut [ADMIN] B Tex okHax, rae npucyTcTBytoT kHonku [ASSAY], [CHECK],
[SETUP] u [ADMIN] B obnacTtu nogsaronoBka:

[NaBHOE OKHO TEeCTOB

ASSAY/HOME

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

FYXINA (cHEck | ( SETUP | [ ADMIN )

fREAGENT STATUS} SAMPLE INFO.

cTnl Myo CK-mMB

2. 3atem Bblbepute kHonky BeikntoveHne [SHUT DOWN] B okHe [ADMIN] (YTunuTtel) n cnegymrte
yKasaHusMm, NosBASOLWMMCS Ha gucnnee.

OkHO yTnnut

11/11/2011 14:40

\(J) SHUT DOWN
&% user swiTcH
2} system

& FILE UTILITY
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3. lMosButca coobweHne O NOoATBEPXKAEHUN BblkoveHns («Bbl
BbIKITOUYMTL Npnbop?»):

BbiknoyeHne, okHo 1

11/11/2011 14:40
SHUT DOWN

CAUTION!

DO YOU REALLY WANT TO SHUT
DOWN?

4. Bbibepute [OK] ons BbikoveHns npubopa.

OENCTBUTENBbHO XOTUTE

e Ecnu Bbl XOTUTE OTMEHUTb BbLIKIIOYEHWE U NPOAOCIKUTL paboTty, HaxmuTe [CANCEL]

(OTMeHnTb) Ansa Bo3BpaTa B OKHO yTunuT [ADMIN].

5. Korga Ha aucnnee nosiButca coobweHne «NOW YOU CAN TURN OFF THE POWER»
(Tenepb NUTaHMe MOXHO OTKMOYUTL), TONIBKO NMOCHEe 3TOro MOXHO BbIKNIOYUMTL NpUbOp

Tymbnepowm.

BbikntoyeHne, okHO 2

11/11/2011 14:40
SHUT DOWN

NOW YOU CAN TURN OFF THE
POWER.

52



PATHFAST - PykoBoacTBO nonb3oBartens, sepcus 3.00E

6. AHAJIU3 NPOB NALMUEHTOB (ypoBeHb goctyna: 1 1 BbiLle)

B aTon rnaBe onucaHa npouenypa BbINOJIHEHNA aHalnn3a np06 nauyneHToB.

6.1. lMpoBepka rogHOCTU KanMbpPOBKN U KOHTPONS KayecTBa

1. lpoBepbTe HaumMeHoBaHWe aHanm3a, Ne fota M CPOK rogHOCTU ANs npeanonaraemoro K
NCMNONb30BaHUIO KapTpuoka ¢ peareHTamu. Homep nota n Cpok rogHOCTU KapTpuoka MOXHO
HaANTU Ha caMOM KapTpwuake, €ro ynakoBKe WM KapTe 3aTanoHHowm kannbpoekn MC ENTRY
CARD. Ananusatop PATHFAST He OyageT BbIMOMHATb aHanua, €Cnu CPoK TO4HOCTM

KapTpuaxka UCTEK.

2. [MpoBepbTe rogHOCTb AaHHbIX KannMbpoBKM M KOHTpons kadectBa B okHe [CAL/QC STATUS]
(CocTosiHMe kanMBpPOBKM U KOHTPOMS KayecTBa), BbiOpaB O 9TOr0 HaMMEHOBaHME TecTa B
rnaBHoM okHe [ASSAY/HOME].

e Ecnu BkntoyeHa 6J'IOKI/1pOBKa KOHTPONA Ka4vecTBa, NpoBepPATb ero rogHoOCTb HEe HY>KHO.

T . u

KaIHOpOBKa,
KOHTPOJIb
KauecTBa

CocTosH1e KanubpoBKU N KOHTPOSIS

KayecTBa

ASSAY/HOME .

PUSH START BUTTON TO ASSAY

11/11/2011 14:40
A (crieck | (sETup ) (Aowin )

J{REAGEMT smwﬂ SAMPLE INFO

cTnl

QC Sl

Ne nota L— 1011210219 CAL 23/11/2011  12DAYS
peareHTa / I

OCTaBIIEeeCs
BpeMs

\

CPOK I'OJHOCTH
pPearcHTa

lNpumeyaHue: [Jama OKOHYaHUST CPOKa KOHMPOJIS Kadecmea He rokasbieaemcs, ecsiu 6yioKuposka

KOHMPOJIA Ka4ecmea OMmKITio4

[MpoBepka rogHOCTU KanMGpPOBKM M KOHTPOSIS KAYeCTBa:

eHa.

1. HasBaHue n NoT peareHTa 4OMKHbI ObITb 3apPErMcTPUPOBaHbI B CUCTEME.

2. [aHHble kKanMbpOBKM AOMKHBI 0OTOBpPaXaTbCa U UMETb AENCTBYIOLLMNIA CPOK FOOHOCTM.

3. [laHHble KOHTPONS KayecTBa AOMKHbI 0TOBpaXkaTbCs U UMETb AENCTBYIOLMIA CPOK FOQHOCTM.

e Ecnu GnoknpoBka KOHTPOMNSA KayecTBa OTKMIOYEHA, OaHHble AN KOHTPONS KadecTsa He

NoKa3bIBalOTCA.
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6.2. PepakTtupoBaHue AaHHbIX AnA NpoobI

[lns BBOgA gaHHbIX ANs HOBOW NpoObl cnegynTe onMcaHHOM HKe npouenype.

1. Bbibepute 3aknagky[SAMPLE INFO] (MHdopmaumsa o npobax) B rnmaBHOM OkHe TecToB. byget
BblBEleHO crneaytoLee OKHO:

NHdopmaumsa o npobax, OkHO 1

SAMPLE

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

uHhpOopMAaIHI 0
npobe

Ne tpeka

PATIENT  Het% 4

PATIENT

PATIENT Hct% 40.C

PATIENT Hct% 40.09

PATIENT

PATIENT

2. Bblbepute ogHy n3 nosmumn (Ne tpeka [LANE NOJ) cnesa, rae X — HoMep no3vumnn) ans BBoga
AaHHbIX 0 Npobe B gaHHOW no3uumn. byaeTt BbiBEAEHO OKHO peaakTUpoBaHUSA AaHHbIX [EDIT
INFORMATION]:

OkHO pefakTupoBaHusa nHdpopmaumm o npobe

SAMPLE

HANDHELD BARCODE READER NOW OPERATABLE

11/11/2011 14:40

SAMPLE INFO.

" SAMPLE PATIENT

TYPE WHOLE BLOOD
Het% (40.0 )
sID ( !

lMpumevaHue: HaumeHosaHue aHanuma U HOMep Jioma onpedenaiomcs aHanu3amopom
PATHFAST u ebigodssimcs Ha Oucrinel nocrie 3arycka aHarnusa.

3. K gaHHbIM 0 npobe, KOTopble MOryT peAakTMpOBaTbCA MOMb3oBaTeNieM, OTHOCATCA 3HAYeHue
rematokputa (Hct%) n ID npobsl (SID). MNMpu BbIGOpE 04HOrO 13 3TUX Nonen BBoga NoABnseTcs

KnasuaTtypa Ans BBOAA 3HaYEHUsI.
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Hct% (FemaTokpuT):

Beegute 3HauyeHue remaTokpuTa Ans  npobbl LENbHOW KpoBM, MO KOoTopomy Oyaet
paccunTbiBaTbCsl NOMpaBka AnNsd NOMyYeHHbIX pe3ynbTaToB aHanu3a. Ecnu  3HadeHune
remaTokpuTa He BBEAEHO, ANsi KoppeKkuun ByaeT ncnonb3oBaTbCs 3HAYEHNE NO YMOMYaHMIO.

o [lonyctumbin nHtepsan: 0,0 — 60,0 (3Ha4yeHne no ymonyanuto: 40,0).

Ecnn npoba He pacnosHaHa gaTyMkoM kak npoba LerbHOM KpOoBMW, 3HAYEeHne remaTokputa He
oToOpaxaeTcs.

SID (ID npobbl):

Beegute B aTOM none ID npobbl.

e [InuHa: 1 — 20 cMMBONOB C NOJSTHOM KraBuaTypbl.

CuunTanTte WTpUX-koa NPobbl PyYHbIM CKaHEPOM LUTPUX-KOA0B Unn BBeauTe |D Npobbl Bpy4HYHO
C NMOMOLLIbHO MOJTHOW KrnaBuaTypbl.

SAMPLE

11/11/2011 14:40
SAMPLE INFO.
SID

==

) (@) (=) (»
(o

<=

b (ol(l|®] (@
| -

\
|
\

\< L-u (= L&
E A ES
LI‘

N LD
(T)(e
‘\3 L:r

\

CumnTbiBaHNE Py4HbIM CKAHEPOM LUTPUX-KOL4OB MonHasa knaBmaTypa
Mocne BBOAa 3HavyeHUs rematokputa n/mnm ID npobbl BoiGepuTe kHonKy [OK] ans coxpaHeHus
BBEAEHHbIX AaHHbIX M Bo3BpaTa B okHO [SAMPLE INFO]. (MHdopmauusa o npobe).

[nsa BBoga AaHHbIX 0 Apyrux npobax nostopuTe warun 2 — 4.

lMocne BBOAa AaHHbIX ANA Bcex Npob npoBepbTe OTOOpaKaemyk WHGOPMaUMO B OKHE
nHdopmaumm o npobax 2 n, ecnn Heob6xoaNMO, BHECUTE N3MEHEHUS.
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NHdopmaumsa o npobax, okHO 2

SAMPLE

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40|

(REAGENT STATUS|[  SAMPLE INFO. |

Ne Tpexka PATIENT Hct% 40.0%

20111219-001
PATIENT % 40.0%

PATIENT Hetwdoon| | N mpo6i

PATIENT Hct% 40.0%

PATIENT Hct% 40.0%

PATIENT Hct% 40.0%

6.3. lMoarotoBka npubopa n npobd

6.3.1. YcTtaHOBKa KOHTeMHepa Ana oTpaboTaHHbIX HAKOHEYHUKOB

Mepen noarotoBko nNpoG W peareHTOB NpoBepbTe, HE CcoAepXaTcs N B KOHTeWlHepe
NCNoNb30BaHHbIE HAKOHEYHMKM.

Ecnu Heob6xoanmMo, OnopoXHUTE KOHTEWHEP U BbIGPOCHLTE UCMONb30BaHHbIE HAKOHEYHUKW, 3aTeMm
YCTAHOBUTE KOHTENHEp ANs 0TpaboTaHHbIX HAKOHEYHWUKOB Ha MECTO.

lNMpumeyaHue: KoHmelHep crniedyem 3ameHsimb 4yepe3 KaxOble 20 nakemoes aHanu3os usu
exxeHeOes1bHO.

YcTaHoBKa KOHTEeNHepa Ansi 0TpaboTaHHbIX HAKOHEYHUKOB
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6.3.2.

MoaroroBka npo6

Tunbl np06 (u,eanaﬂ KpOBb, Mj1iasMma unun CblBOpOTKa), AHTUKOAryndaHTbl U 00BEMBI np06 3aBUCAT
OT KOHKpPEeTHOro tecrta. HOD,DOGHGG CM. BO BKnagbllax K COOTBETCTBYHOLIMM TECT-CUCTEMAM.

Mpwn 3abope Npob n nx obpaboTtke cnenynte 0OLWMM UHCTPYKLMSM MO TEXHUKE 6e30MacHOCTM.

6.3.3.

NMoaroroBka KaprM,D,)KEﬁ C peareHTaM1m U X yCtaHOBKa B an60p

Mpv noaroToBKe KapTpUOKEW C peareHTaMu [ANs BbINOMHEHUS aHanvM3oB cobnogainTe
npuBeAEHHbIE HUXE Mepbl MPEAOCTOPOXHOCTY:

Bo wu3bexaHne KOHTakTa C peareHTamMuM WM npobamu MNonb3ynTecb 3alUTHbIMM
nepyaTkamm U Mackom.

BbinonHsinTe aHanusbl BCKOpPE MNOCne W3BMEYEHUS KapTpUmkehn u3 xonoawrnbHuka. He
OCTaBNsINTE KapTPUOKM BHE XONOAUIbHMKA Ha NPOSOIHKUTENBHOE BPEMSI.

CnepyinTe MHCTPYKUMSIM, NpUBEAEHHBIM BO BKNaablle Kk Habopy peareHToB.

1. W3Bnekute KapTpUOKK C peareHTaMmu U3 xornoaunbHuka. BctaBbTe Tpebyemble Ans aHanvsos
KapTpuaXkv B kKacceTy U 3aBMHbTE UX 40 yropa.

Mpn ycTaHOBKe KapTpuaXXen B KacceTy cobnogante criegyrowmne Mepbl NPegoCTOPOXKHOCTU:

[epxute KapTpumku Tonbko 3a Kpas. He npukacanmtecb nanbuamu K 3alUMTHON
anoMuUHUeBon donbre U U3MepUTENbHOW A4elike. ATO MOXKET MPUBECTU K OLLUMOOYHBLIM
pesynbTaTam.

Cnieagunte, 4ToObl B N3MEPUTESBbHYIO S]MENKY HE MOonaganu Kannu CrtoHbl (Mpy Bblgoxe). OTo
MOXET NPMBECTU K OLUMBOYHBbIM pe3ynbTaTam.

He ucnonbayite KapTpyaKu, €Criv OHW CiyyYamHo ynanu Ha nomn. OTO MOXeT NPUBECTU K
OLWMBOYHbBIM pesynbTaTam.

Mepen BbLINONHEHMEM aHANM30B yaanuTe ny3blpbky BO34yXa U3 S4eek KapTpumoka v kannm
C BHYTPEHHEN CTOPOHblI antOMUHWMEBOW OSbIN, OCTOPOXHO MOCTy4aB KapTpuaxem O
MSIOCKY0 NMOBEPXHOCTb.

BcTaBka kapTpuika ¢ peareHTamMmu B KacceTy
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2. BHecuTe npobbl B A4eiku ans NpoG KapTpuaxen O METOK BHYTPU SSYEEK C MOMOLLbIO MUMETKM
unu gosaropa. MNepen HayanoM aHanusa yaanute us sueiikv ny3bipbku Bo3ayxa.

STUCHKH
Ui Ipo6

BHeceHue npob B A4Yenku

3. OTkpoKnTe NepeaHio KpbilKy Npubopa u NpaBunbHO YCTAaHOBUTE KacCeTy C KapTpuakamu Ha
MecTo.

YcTaHoBKa KacceTbl C KapTpuaXamu B npubop

6.3.4. YctaHoBKa ogHopa3oBbIiX HaKkOHe4YHUKoB PATHFAST

Ucnonb3ynte B aHanusatope PATHFAST Tonbko cneuuwarnbHO npefHasHayeHHble Ons Hero
OHOPa30Bble HAKOHEYHUKN.
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l PATHFAST TIP
210 Fign- (42 Tip » $tkiones

HakoHe4yHukn PATHFAST

N3Bneknte HOBble HAKOHEYHUKN U3 YNaKOBKMN W YCTaHOBUTE WX B KacceTy AJ1 HAKOHEYHWKOB
(TONbKo B NO3MLMKN HAMPOTMB YCTAHOBIEHHbIX KapTpwkaen). [lencTByTe OCTOPOXKHO, YTOOLI
nsbexaTb 3arpA3HeHNst N NOBPEXAEHNS KOHLIOB HAKOHEYHMKOB.

YcTaHoBka HakoHeyHukos PATHFAST

lMocne ycTaHOBKM OOHOPA30BbIX HAKOHEYHWMKOB B KACCETy 3aKkpouTe A0 yrnopa nepenHiow
KpbILUKY npubopa.

3akpbiBaHMe nepegHen KpbILLKK
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6.4. 3anyck naketa aHanM3oB U BbINOJIHEHUE aHaN13o0B

6.4.1. 3anyck naketa aHanu3oB
1. [nsa 3anycka aHanmn3oB Haxmute kHornky « CTAPT» [START] Ha nepegHen naHenu npmbopa.

BHumaHue:

3anyckalime aHanu3 npo6 HemMedseHHO nocse ux nod2omoeku. OcaxOeHue KPOBSIHbLIX
Knemok e npobax uesnibHOU Kpoeu unu ucrnapeHue nPo6 Moxem npueecmu K HeeepHbIM
pe3ynbmamam aHasu3oe.

lNepen HenocpeAcTBEHHbIM Ha4darom aHanm3oB aHanu3atop PATHFAST BbINOSIHAT HECKOSbKO
npoBepok. NMpn obGHapyXeHun kakmx-nmbo Henonagok OyaeT BbiBegeHO coobuieHne o6 owwmbke.
He otxoauTte oT npubopa, 4Tobbl MMETb BO3MOXHOCTb NPU HEOOXOAMMOCTM NPEANPUHSTL HYXKHbIE
AEeNCcTBUSA B 3aBUCMMOCTU OT KOHKPETHOIo coobLleHust oo owwimnbke. MoapobHble cBeaeHust 06 aTnx
coobueHnsx cMm. B rnaese 14 «PaspelweHne npo6nemy».

2. Bo Bpems BbIMONMHEHMS aHanM30B Ha Aucnnen OyaeT BbIBOOUTLCA Credylollee OKHO
(coobweHune Beepxy: «MOET aHanus, 3aBepLueHne yepes 15 MUHyT»):

OKHO BbINOSIHEHUA aHANM30B

SAMPLE

ASSAYING... COMPLETE IN 16 MIN

19/12/2011 08:03

[ assav Tmm

REAGENT STATUS [' SAMPLE INFO. |
cTnl PATIENT
501112190001
cThl PATIEN ‘
201112190002
. ~~ ID npoOs1
AHAJIUL cThl PATIENT I
201112190003
c¢Tnl PATIENT
301112190004
NOT USED
NOT USED

e [locne 3anycka aHanusoB aHanusatop PATHFAST npoBepdaeT KapTpvXau ¢ peareHTamu,
aHanuTbl 1 Tunbl Npo6 (LenbHas KpOBb WNW ApYyroe) B KaXAon nosvumMmM u BbIBOOUT
NMHOpMaLmIo, NoKa3aHHYI Ha pUCYHKe Bbliwe. Ecnu npoba He pacno3HaHa kak uenbHas
KpOBb, 3Ha4eHne remaTokpuTta (Hct%) ans Heé He nokasbiBaeTcs.

3. [daHHble 0 npobax MOXHO pedakTMpoBaTb MNOCMne 3anycka naketa aHanus3oB. [na atoro
BblibepuTe ogHy u3 nosvuuin cneea (Tpek X [LANE X], rae X — HOMep no3vuuu) B OKHe
nHcpopmaumm o npobax [SAMPLE INFORMATION] u BbinonHuTte warn 2 —6 pasgena 6.2
«PepakTpoBaHue faHHbIX Ans NpoobI».

lpumeyaHue: Cnedyem 3asepwumb pedakmuposaHue OaHHbIX Onsi npob 00 OKOHYaHUS
8bIMOMIHEHUS] Makema aHarnu3os. Ecnu Ha MOMeHmM OKOHYaHUusi aHanu3oe Ha oucririee bydem
omobpaxambCsi OKHO pedakmuposaHusi UHopmauuu o ripobax, UsMepeHHble pe3yribmambl
Ha nedyampb He ebigodsimcs. [Mpubop ebisedem coobuweHue ¢ 3arpocom, 6ydeme nu Bbi
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rnpodomkamb pedakmuposaHue 0aHHbIX unu Hem. Cnedylme UHCMPYKUUSM, MOS8ISIOUUMCS

Ha ducrinee.

6.4.2. BbiBOA pe3ynbTtaToB

Mocne 3aBeplieHWs nakeTa aHanuM3oB MW3MeEpeHHble pe3ynbTaTbl

BCTPOEHHOM MNpuHTEpPE, N Ha aucnnen BolIBOANTCS rNaBHOE OKHO TECTOB.

pacne4yaTblBalOTCA Ha

lMpumevaHue: Ecnu npubop HacmpoeH Ha rnepechblsiKy pes3yribmalrmos Ha BHEWHUU KoMIbomep,
ama riepechbliika ocyuwecmesidemcs 00 ux nedamu.

Hwxe nokasaH npumep pacnevatku pe3ynbTaToB Ans npob.

PacnevaTtka gaHHbIX

DATE: 11/11/2011 15:40
SAMPLE ID: 2011121900001
LANE 1
cTnl

0.132 ng/mL
REMARK: DF
WB Hct% (40.0 %)
SAMPLE: PATIENT

INSTRUMENT SERIAL
OPERATOR ID: USER1
REAGENT LOT: 1011207348
CALIBRATED ON: 11/11/2011

OnucaHune

«— Bpemsa n pata Ha4yana aHanusa

«— ID nonb3oBatens

«— Ne nosnymn

«— aHanuTt

« pesynbTarT, eANHULbI N3MEPEHUSN

«— [MpumeyaHus, pasgensaoTcs 3anaTbiMu
«— LlenbHasg kpoBb, 3Ha4YeHNe remaTokpuTa

« [Npoba (MauneHT)

«— CepuinHbIi Homep npubopa
«— ID onepaTtopa
«— Howmep nota peareHToB

«— [ata kanubpoBku
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6.4.3. M3BneyeHue NCnonb3oBaHHbIX KAPTPUAXKEN U HAKOHEYHUKOB

1. W3BnevyeHune ncnonb3oBaHHbIX HAKOHEYHMKOB:

N3BnekuTe KkoHTeMHep QAN oTpaboTaHHbIX HAKOHEYHUKOB W3 npubopa U BblIGpocbTe
NCMOoNb30BaHHbIe HAKOHEYHWUKW. pu yTUNM3aLmMm HaKOHEYHUKOB CreaynTe COOTBETCTBYOLLUM
HOpMaTuBam yTunusauum Guonornyecknx oTxogoB. [locne onopoXHeHWst ONsiTb yCTaHOBUTE
KOHTelHep B npubop.

lpumeyaHue: 3ameHslime KoHmMeUHep Ha HO8bIU rocne Kaxobix 20 nakemos aHanu308 usnu
exeHedeslbHO.

M3BneyeHne KOHTENHepa A1isi OTPabOoTaHHbIX HAKOHEYHUKOB

2. WaBreyeHne NUCrnonb30BaHHbIX KAPTPUOKEN:

N3Bneknte kacceTy Ans kapTpuaxem m3 npubopa U BbiHbTE W3 HEe WUCMNOSb30BaHHbLIE
KapTpuoku, crerka npunogHaB WX 3a Kpah W NOTAHYB Ha cebsa.  YTtunusmpyinte
NCNoNb30BaHHbIE KapTpuakun. [JencTBynTe OCTOPOXKHO, YTOObI HE NPONUTL Kanin peareHToB 13
KapTpuopxken. lNMpyn yTunnsaumm kapTpuoKen cnefyrite MecCcTHbIM HOpMaTmBaMm yTunusauuu
Ouonorn4yecknx OTXoa0B.
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7. AHAIN3 KOHTPOJEMW (ypoBeHb AocTyna: 2 1 Bbilue)

B aTon rnaBe onucaHa npouenypa aHannmsa KOHTPOJ1bHbIX np06.

7.1. BBepeHue

MNocne BbiNoNHeHUs NOAroTOBKM K aHanusam, onucaHHou B rnase 5 «MogroTtoBka K aHanusam u
OCHOBHbIe onepauuu», criegyeT BbIMOMHUTL aHanNn3 KOHTPOMbHbLIX NPO6 cormacHo npoueaype,
NpUBEAEHHON HUXKE.

Hpumeanue: Bo epeMA aHasriuza KOHMPOJIbHbIX I'I,OO6 rlpu6op omkrirod4aem rioJjiy4eHue
UH(pOpMaL{UU Oom 8HeuWwHeeo KoMribromepa.

7.2. HasHauyeHue aHanu3a KOHTPOJbHbLIX NPO6

AHanm3 KOHTPOSbHbLIX NPOG BLIMOMHSAETCS C LEnbld NPOBEPKM KanMOPOBOYHbLIX KPUBLIX U
COXpaHeHMs1 pe3ynbTaToB ANA KOHTPONsS kadyecTtBa. OTOT aHanu3 6e3ycrnoBHO Heobxoaum Ans
noaTBEPXXAEHMS NPUroAHOCTU pPe3ynbTaToB Ans Npob nauneHToB.

7.3. O6wue NnpuHUMNbI aHaNM3a KOHTPOJIbHbLIX NPOO6

KoHTponbHast npoba (KOHTpOsb) — 3TO CneumanbHO NOAroToBneHHas npoba, npegHasHa4veHHas
ANsi KOHTPONsi KayecTBa. 3a WHOpMaUMEN O pPEKOMEHAYEMbIX KOHTPOMbHbIX MaTepuanax
obpartuTtech k Bawemy guctpmnbbtotopy PATHFAST.

1. KonunyecTtBo ypOBHEN KOHTPONSA KayecTsa:
PekomeHayeTcs BbIMOMHUTL aHanM3 KOHTPOEn MUHUMYM 2 YPOBHEN.

2. Korga BbINONHATE aHanM3 KOHTPOJIbHbIX NPO6:
1. Mo wncTeyeHMM Ha3HAYEHHOro Cpoka rogHOCTM MOCNedHero KOHTPOns kadecTBa (ecnu
BKMNtoveHa yHKUMS BNOKMPOBKN KOHTPONSA KayecTBa).
[Mocne BbINONHEHUSI KANUOPOBKMW.
PerynsapHo, ¢ nepnogn4HocTbio, yCTaHaBMMBaEMOW NOMb30BaTENEM.
Mpn nogo3peHnn Ha oWMOOYHbIE pe3yrbTaTbl AN NPo6 NauMeHTOB.
Mocne TexHn4eckoro oBCnyxMBaHMst ONTUYECKON CUCTEMbI U CUCTEMbI BHECEHUS NPOD.
Koroa Heobxoamm CBEXUI KOHTPOSb KadecTBa.

ook wN

3. Tllepnop AenNcTBMSA AaHHbLIX KOHTPOSIS KayecTBa:
OnpepgenuTe nepuoa AeNCTBUA OaHHbIX KOHTPOMS KadecTBa MO COBCTBEHHOMY YCMOTPEHMIO.
[na aBTOMaTU4YECKON NPOBEPKN UCTEYEHWUs ITOro nepuoga noriesHa OyHKUMA BGrOoKUMpOBKK
KOHTpons kayecTsa. [NogpobHee 06 aTon dyHKUMM cM. B pa3gerne 1.3 « DyHKuusa 6MOKMpoBKU
KOHTPONSA KayecTBay.
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7.4. lMoAaroToBKa K aHanNM3y KOHTPOJSIbHbLIX NPO6

7.4.1. NMpoBepka rogHOCTU KanMbpoOBKU

1. lNpoBepbTe HaumMmeHoBaHWe aHanm3a, Ne fiota M CPOK rogHOCTU ANns npeanofniaraemoro K
NCMNONb30BaHUIO KapTpuoka ¢ peareHTamu. Homep nota n Cpok rogHOCTU KapTpuoka MOXHO
HaNTW Ha CcaMOM KapTpuaxe, ero ynakoBke WnM BXOAHOW KapTe namsatu. AHanusatop
PATHFAST He 6ygeT BbINOMNHATbL aHanm3, ecrnv CpoK roaHOCTU KapTpuaxa UCTEK.

2. [MpoBepbTe rogHOCTb AaHHbIX KanudpoBkn B okHe CAL/QC STATUS (CocTtosiHne kanmbpoBku
N KOHTPONSA KayecTBa), BbibpaB Ans 3TOro HAMMEHOBAHWE TeCTa B MIaBHOM OKHE TECTOB.

CocTosiHMe KanMbpoBKN M KOHTPONS Ka4yecTBa

ASSAY/HOME .
PUSH START BUTTON TO ASSAY.
11/11/2011 14:40
rASSAYmmm
aHaJIuT [ REAGENT STATUS SAMPLE INFO
[T cTnl
No TOTa » 101121 A
c= » 210219 CAL 23/11/2011 120A7%
— R
pearcHTa aC i i OCTaBIIIceC
N BpeMs
KamuOpoBKa, || \
KOHTPOJIb CPOK TOJHOCTH
KauecTBa

lNpumeyaHue: [Jama OKOHYaHUST CPOKa KOHMPOJIS Kadecmea He rokasbieaemcs, ecsiu 6yI0Kuposka
KOHMPOJIA Ka4decmea OMmKJ/iro4eHa.

[MpoBepka rogHOCTU KanMbpPoBKM M KOHTPOSIS Ka4yecTBa:

1. HasBaHwue u NoT peareHTa AOMKHbl ObITb 3aperMcTpMpoBaHbl B CUCTEME.

2. [aHHble kKannbpoBKM OOMKHbI OTOBpaXKaTbCA U UMETb AENCTBYIOLLNIA CPOK FOOHOCTMW.

e Ecnn 6J'IOKI/IpOBKa KOHTpPOJ1A Ka4decTBa OTKMKYeHa, AaHHble KOHTPONA KayecCcTBa He
NoKa3bIBakOTCA.

7.4.2. PepaktupoBaHue nHcpopmaLmm 0 KOHTPOJie KayecTBa

1. Bbibepute kHonky [HOME] (FnaBHOe MeEHI0) B FMaBHOM OKHE TECTOB UNU KHOMKy [ASSAY]
(Ananus) B obnactu nogsarornoska. byaeTt BoiBegeHo criegytoliee okHO Bblbopa aHann3os:
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OkHo Bblibopa aHann3oB
ASSAY

11/11/2011 14:40

(D (ceck) (sETup | (Aowin |

SAMPLE

lMpumevaHue: Ecnu 6ri0KUpoBKa KOHMPOJSISA Kadecmea OmkiodeHa, HaseaHue kHonku [QC]
meHssiemcs Ha [QC/SAMPLE], a kHonku CAL/QC] — Ha[CAL/QC/SAMPLE].

2. Bbibepute [QC] (KoHTpornb kayecTtBa, KK) B okHe Bblibopa aHanu3oB. [losiButca cneaytollee
OKHO:

OKHO MHdOopMaLIMM O KOHTPONAX

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

ﬂpUMeanue: Ecnu 5!'IOKU,006K8 KOHMPOJIA Ka4ecmea OmKIrito4eHa, 3ac0J/1080K OKHa MeHsemcs Ha
“QC/SAMPLE”.

3. B okHe wuHdopmaumm o koHTpone kadectBa [QC INFORMATION] nosvumm gns Kaxagow
KOHTpONnbHOM npobbl 3adaHbl 3apaHee, Kak MokasaHo Ha pucyHke. Ecnu Heobxogumo,
oTpenakTMpynTe nHdopMaumio 4ns Kaxaon nosvuun. [na atoro Bblibepute e€ HOMep, nocne
yero bygeTt otobpaxaTbCs cneaytollee OKHO:
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OKHO pefakTMpOoBaHUA KOHTpoONewn

HANDHELD BARCODE READER NOW OPERATABLE
11/11/2011 14:40
SAMPLE INFO.

ITEM

sampLE  [Qc1

SID (

SECEBE o< ) cance

SAMPLE ([Mpob6a):

BbibepuTe M3 3TOro BbiNagalowero cnucka ogHy M3 KOHTPOMbHbIX Npob: [QC1L], [QC2] unu

[QC3].
o Ecnn dyHKUMs GRNOKMPOBKM KOHTPOMsSI KayecTBa OTKMIOYEHA, M3 3TOr0 Cnmcka MOXHO
BblbpaTb Takke Npoby nauneHta [PATIENT].

SID (ID npobbl):

Beeaute B aToM none ID npo6Gbl.
e [lnuHa: 1 — 20 cMMBOIIOB C NOSHOW KraBmnaTypbl.

CuunTaiite WTPUX-KOA NPoOGbl PYYHbIM CKAHEPOM LUTPUX-KOAO0B Unv BBeanTe ID npobbl Bpy4YHYtO
C NMOMOLLbIO MOSTHOW KnaBuaTypbl.

______OC

11112011 14:40
SAMPLE INFO,
SiD ——
( CLR
1234567890 -|=
et et Sl S et st e it i )
qjwjerit]y ujl op/l)]
a)ls)la)it)ia)in) )W) )
zx;c/vbnjmj. -JI)/
Shift Space BS
CumnTbIBaHNE pPy4HbIM CKAHEPOM LUTPUX-KOL4OB MonHas knaBmaTtypa

Mocne 3aBeplueHVs pedakTMpoBaHusa Bblbepute kHoMKy [OK] B OkHe peaakTMpoBaHWUsS
koHTponen [EDIT QC INFORMATION] ansa so3sspata B OKHO MHopMaumm o0 KoHTponsax [QC
INFORMATION].
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5. lMoeTopuTe Wwarn 3 n 4 ona gpyrnx no3nuun, ecnm Heob6xoanmo.

6. Eweé pas npoBepbTe B OkHe WHpopmaumm o koHTponsx [QC INFORMATION] BHECEHHble
N3MEHEHMS.

7.5. TMoaroTtoBKa npubopa N KOHTPONbHbLIX NPO6

7.5.1. YcraHoBKa KOHTeﬁHepa AnsA OTpﬂGOTaHHbIX HaKOHe4YHUKOB

Mepen noaroToBkol nNpo6 W peareHTOB NpPoOBepbTe, HEe coaepXaTca IM B KOHTelHepe
MCMNOMb30BaHHbIE HAKOHEYHUKM.

Ecnu HeoGxoaumo, OnopoXXHUTE KOHTEMHEP U BbIOPOCLTE MCMNONb30BaHHbIE HAKOHEYHMKN, 3aTEM
yCTaHOBUTE KOHTEMHEP Ha MecCTO.

lMpumeyaHue: KoHmelHep O0nsi ompabomaHHbIX HaKOHEYHUKO8 criedyem 3aMeHsimb 4Yepes
KaxOble 20 nakemos aHasu308 usniu exeHedesbHo.

YcTaHoBKa KOHTENHEpPA A51s1 0OTpaboTaHHbIX HAKOHEYHNKOB

7.5.2. NMoarotoBKka KOHTPOJbHLIX MNPOO

Mpn paboTe C KOHTPONbHbIMM nNpobamu cnegynTe OOWWMM  WMHCTPYKUMAM MO TEXHUKE
©e3onacHoCTH.

7.5.3. MoaroTtoBKa KapTpuAXen ¢ peareHTaMM U UX yCTaHOBKa B Npubop
Mpn noAroToBKEe KapTpUMAXen C peareHTamu [Ans  BbINOfIHEHWA aHanuM3oB cobnioganTte
npuBeaEHHbIE HMXE MEpPbI NPEAOCTOPOXHOCTH:
e Bo wusbexaHue KOHTakTa C peareHTamum wunu npobamy nonb3ynTechb 3aLMUTHLIMM
nepyaTtkaMmm 1 Mackom.
e BhinonHaAnTe aHanuabl BCKOpPE MOCHe W3BSIEYEHNA KapTpumpKen 13 xonoaunbHuka. He
OCTaBMSINTE KapTPUAXKN BHE XONOAUSTbHMKA Ha NPOAOIKNTENBHOE BPEMSI.
e Cnegynte MHCTPYKUMAM, NPUBEAEHHBIM BO BKNaabllwe K HAbopy peareHToB.

1. V3Bnekute KapTpuaXu C peareHTaMu U3 xonogunobHuka. BectaBbTe Tpebyemble ang aHanusos
KapTpuoKu B KacceTy 1 3a[iBUHbTE UX [0 yropa.

Mpw ycTaHOBKE KapTpUIKe B KacceTy cobniogaiite cneayroLlime Mepbl NpeaoCTOPOXKHOCTU:
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o [lepkute KapTpumku TONbKO 3a Kpas. He npukacantecb nanbuamMn K 3alLMTHOW
antoMUHNEBON ¢onbre N U3MeEpUTESIbHOW A4verike. ATO MOXKET MPUBECTU K OLIMBOYHLIM
pesynbTaTam.

e Cnegute, 4TobObl B UI3MEPUTESBbHYIO AYENKY HE Nonaganu Kannu CntoHbl (Npy Bbligoxe). 3To
MOXET NPMBECTU K OLUMBOYHBIM pe3ynbTaTam.

e He ncnonb3ynte KapTpuaXun, ecnu OHWM CryvyarHO ynanu Ha nos. 310 MOXeT NPUBECTU K
OWMBOYHBIM pesynbTaTam.

e [lepen BbINONHEHMEM aHaNM30B yaanuTe Ny3blpbkW BO34yXa U3 S4EEK KapTpuaka v Kanmm
C BHYTPEHHEN CTOPOHbI antoMUHUEBON (OOMbIM, OCTOPOXHO MOCTy4YaB KapTpUOXKEM O
NNOCKY MOBEPXHOCTb.

BcTaBka kapTpuaoka ¢ peareHTaMmm B KacceTy

2. BHecuTe KOHTpOnbHble MpoObl B sYeilkn Ans npob KapTpumken A0 METOK BHYTPU SYeeK C
MOMOLLbIO MUMNETKM Unu gosatopa. Nepen Havanom aHanusa yaanute U3 si4eriku Ny3blpbKu
Bo3adyxa. Takke NpoBepsiiTe, YTO B KaXAyl SYeKy BHOCUTCS MpaBuilbHasi KOHTPOribHas
npoba cooTBETCTBEHHO MHDOPMaLUK B OKHE MHAPOPMALIMN O KOHTPONSIX.

SYSHKH
Ui Ipo6

BHeceHne KOHTPOonbHbIX Npob B g4elnKku

3. OTkpoKnTe NepenHio KpbilKy Npubopa u NpaBuUnbHO YCTAaHOBUTE KacCeTy C KapTpuayKamu Ha
MecCTO.
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4. OTkpoWTe NepeaHIo KpbILWKY Npubopa v NpaBUibHO YCTAHOBUTE KAacCeTy C KapTpuaxamu Ha
MecTo.

YcTaHoBKa KacceTbl C KapTpuaxamu B npubop

7.5.4. YcTtaHoBKa oaHOpa3oBbIX HaKOHeYHUKoB PATHFAST

Ucnonb3ynte B aHanusatope PATHFAST Tonbko cneuwarnbHO npefHa3HayeHHble Ons Hero
OAHOpPA30Bble HAKOHEYHMKM.

PATHFAST TIP |8

HakoHe4yHukn PATHFAST

1. W3Bnekute HOBble HAKOHEYHWKM U3 YNakOBKN W YCTaHOBUTE UX B KacceTy ANS HaKOHEYHWKOB
(TONbKO HanNPOTMB YCTAHOBIMEHHbIX KapTpumken). [encTBynTe OCTOPOXHO, YTOObI nsbexartb
3arpsA3HEHNs U NOBPEXAEHNS KOHLOB HAKOHEYHWKOB.
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YcTaHoBka HakoHeYHnkoB PATHFAST

2. [locne yctaHOBKM OOHOPAa30BbIX HAKOHEYHWMKOB B KacceTy 3akpomTe [0 ynopa nepenHio
KpbILUKY npubopa.

3akpblBaHWE NepeaHen KpbiLLKK
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7.6. 3anyck nakeTa aHanM30B KOHTPOJNEN U BbiNONIHEHUE aHaNn3oB

7.6.1. 3anyck naketa aHaniM3oB KOHTPOJIbHbIX NPo6
1. [nsa 3anycka aHanu3oB Haxmute kHonky « CTAPT» (START) Ha nepegHen naHenu npubopa.

BHumaHue:

3anyckalime aHanu3 npo6 HemMedsieHHO nocsie ux nod2omoeku. OcaxdeHue KPOBSIHbIX
Knemok e npobax uesnibHOU Kpoeu unu ucnapeHue rnpo6 Moxem npueecmu K HeeepHbIM
pe3ynbmamam aHasu3oe.

lNepen HenocpeAcTBEHHbIM Ha4darom aHanm3oB aHanu3atop PATHFAST BbINOSIHAT HECKOSbKO
npoBepok. NMpn obGHapyXeHun kakmx-nmbo Henonagok OyaoeTt BbiBegeHo coobuieHne o6 owwmbke.
He oTxoanTte ot npubopa, 4ToObl MMETb BO3MOXHOCTL NPK HEOOXOAMMOCTUN NPEANPUHATL HYXXHbIE
AEeNCcTBUSA B 3aBUCMMOCTU OT KOHKPETHOIo coobLleHus oo owimnbke. MoapobHble ceBeaeHnst 06 aTnx
coobueHnsx cMm. B rnaese 14 «PaspelweHne npo6nemy».

2. Bo Bpems BbIMONMHEHMS aHanM30B Ha Aucnnen OyaeT BbIBOOUTLCA Credylollee OKHO
(coobweHune BBepxy: «MOET aHanms, 3aBepLleHne Yepes3 15 MUHyT»):

OKHO BbINONHEHUS aHANN30B KOHTPOMbHbIX NPO6

QC

ASSAYING... COMPLETE IN 16 MIN

11/11/2011 14:40

ASSAY TET2d

REAGENT STATUS |[ SAMPLE INFO. |

4

Hpumeanue: Ecnu 5I'IOKLIp06Ka KOHMPOJIA Ka4ecmea OmK/ito4eHa, 3a20/1080K OKHa MeHsemcs Ha
[QC SAMPLE].

3. [aHHble 0 KOHTPOsbHbIX NPpobax MOXHO peAakTupoBaTb Nocne 3anycka naketa aHanusos. [Ans
aToro Bbibepute ogHy n3 nosuuun criesa (Tpek X [LANE X], rae X — HoMep no3uumm) B OKHe
BbINOSIHEHNS aHanM30B KOHTPOsibHbiXx Npob [QC INFORMATION] u BbinonHuTte warn 2 —4
pasgena 7.4.2 «PepaktupoBaHue uHopMaLum o KOHTPoOse KayecTBar.

lMpumeyaHue: Cnedyem 3agepuiume pedakmupogaHue AaHHbIX O KOHMPOIbHbIX npobax G0
OKOHYaHUsi 8bIMOJIHEHUS] Makema aHanu3os. Ecriu Ha MOMEeHmM OKOHYaHUsi aHa/u308 Ha
ducrninee 6ydem omobpaxambCs OKHO pedakmuposaHusi UHGhOpMauuu O KOHMPOSIbHbIX
npobax [EDIT QC INFORMATION], u3mepeHHble pe3yribmambl Ha nedams He 8bI80OSIMCH.
[Mpubop ebieedem coobuieHue ¢ 3arnpocom, bydeme nu Bbi npodormkamb pedakmuposaHue
OaHHbIX unu Hem. Criedyldme UHCMPYKUUSM, Nosesisrouumcs Ha oucrisee.
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7.6.2. BbiBOA pe3ynbTaTOB KOHTPOSA KayecTBa

MNocne 3aBepeHna naketa aHarmM3oB WU3MepeHHble pe3yribTaThbl
BCTPOEHHOM MNMpuUHTEpPE, N Ha aucnnen BblIBOANTCS OKHO VIH(*)OpMaLl,I/IVI O KOHTPOJIbHbIX I'Ip068X.

pacnevyaTtbiBalOTCA Ha

Hwke nokasaH npumep pacneyaTtkM Ay6rnvMpoBaHHOrO KOHTPOMsS KayecTBa AN CepAeqHoro

TponoHuHa | (cTnl).

Pacnevartka gaHHbIX

DATE: 11/11/2011 15:40
SAMPLE ID: QC-SP001

LANE: 1
cTnl
0.132 ng/mL
REMARK:
SAMPLE: QC1

INSTRUMENT SERIAL: 1119C1464
OPERATOR ID: USER1

REAGENT LOT: 1011207348
CALIBRATED ON: 11/11/2011

DATE: 11/11/2011 15:40
SAMPLE ID: QC-SP001

LANE: 2
cTnl
0.138 ng/mL
REMARK:
SAMPLE: QC2

INSTRUMENT SERIAL: 1119C1464
OPERATOR ID: USER1

REAGENT LOT: 1011207348
CALIBRATED ON: 11/11/2011

OnucaHne

«— Bpems Hayana aHanusa

« ID npobbl

«— Ne Tpeka

« aHanuT

<« pesynbTaT, eanHULbl U3MEPEHUS

«— [MpumeyaHus, pasgensaoTcs 3anaTbiMu

« MNpob6a (KoHTponb 1)

<« CepuinHbIi Homep npunbopa
«— ID nonb3oBatens
«— Howmep nota peareHToB

«— [ata kanubpoBku

«— [Npoba (KoHTponb 2)
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Cratuncrtuka gnst Ay6rnmpoBaHHOro aHanuaa koHTponen 1 u 2:

PacneuaTka gaHHbIX OnucaHve
DATE: 11/11/2011 15:40 «— Bpems Havyana aHanusa
INSTRUMENT SERIAL: 1119C1464 «— CepuinHbIn Homep npubopa
OPERATOR ID: USER1 «— |D nonb3oBartens
REAGENT LOT: 1011207348 «— Homep nota peareHTOB
cTnl «— AHanut
QC1 «— Npoba (KoHTponb 1)
UPPER: 0.138 ng/mL «— BepxHuin gonyctumbln Npegen KoOHTpons
LOWER: 0.132 ng/mL «— HwXHWM gonycTuMbli npegen KOHTpons
N=2 «— Yucno gybnen
MEAN = 0.135 ng/mL «— CpegHee 3Ha4yeHne
SD =0.004 «— CTaHgapTHOE OTKMNOHEeHne
Cv=314% «— KoahpnumeHT Bapmnayum
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7.6.3. M3BneyeHue NCnonb3oBaHHbIX KAPTPUAXKEN U HAKOHEYHUKOB
1. WN3Bne4eHne ncnonb3oBaHHbIX HAKOHEYHUKOB:
N3Bnekute KOHTeI7IHep and OTpa6OTaHHbIX HaKOHEeYHUKOB U3 np|/|6opa n Bbl6pOCbTe

NCMNONb30BaHHbIe HAaKOHEYHUKW. [pu yTUNM3aumMm HakOHEYHUKOB CrieqyTe COOTBETCTBYHOLLUM
HopmaTtuBam. Nocrne onopoXXHEHUSI ONSATb YCTAHOBUTE KOHTEWHEP B NpMGop.

lpumeyaHue: 3ameHstime KoHmeUlHep Ha HO8bIU rnocre Kaxobix 20 nakemos aHasu3o8 usnau
eXXeHeHOes1bHO.

M3BneyeHne KOHTEeNHepa ANisi 0OTPabOoTaHHbIX HAKOHEYHUKOB

2. WaBrneyeHne NUcrnonb30BaHHbIX KAPTPUIKEN:

N3Bneknte kacceTy AOna kapTpuoxen mus npubopa M BbiHbTE U3 HEe WUCNONb30BaHHbIE
KapTpuoku, crerka npunogHsaB WX 3a Kpah M NOTAHYB Ha cebsa.  YTunuaupynte
NCNoNb30BaHHbIE KapTpuakn. [JeNcTBynTE OCTOPOXKHO, YTOObLI HE MPONUTL Kanjn peareHToB 13
KapTpuopxken. lNpyn yTunnsaumm kapTpuoken crnegymrte MecTHbIM HopMaTtMBaM yTunmnsaumm
OMonornM4yecKnx oTXoaoB.

74



PATHFAST - PykoBoacTBO nonb3oBartens, sepcus 3.00E

8. KAJIMBPOBKA (ypoBeHb gocTtyna: 3 U BblLue)

B aToi rnaBe onucaHa npoueaypa kanubposku (aHanusa kanubpaTopos).

8.1. BBegeHue

Mocne BbiNOMHEHUS NOAroTOBKM K aHanmn3am, onvcaHHon B rnase 5 «MoarotoBka K aHanuMsam u
OCHOBHble onepauumn», criegyeT BbINOMHUTL KanMBpoBKy corfacHo npoueanype, NpuBeaéHHOM
HUKe.

8.2. HasHaueHue KanuobpoBKuU

Utobbl o0b6ecneunTb OOCTOBEPHOCTb pe3ynbTaToB, nepen aHanuM3om npob naumeHToB
BbINOSIHAETCA aHanu3 KanubpaTopoB, MNO3BONAOLWMIA NOATBEPAUTL KaNMOPOBOYHYIO KPUBYHO.
BbinonHATh kanMbpoBKy cnegyeT Afs KaXgoro HOBOrO floTa peareHToB Uiy Mo MCTEYEHMM CPoKa
npegbioywen KanubpoBku. [Onsi Kaxgoro aHanuita YCTaHOBMEH CBOW Mepuoad [OEWCTBUS
KannbpoBKW.

Mocne ucTeyeHnss cpoka AencTBMS KanmbpoBKN aHanu3 npob NauMeHToB UMK KOHTPOSbHbIX NPo6
He JonyckaeTcsl, 04HaKO OHM MOryT TeCTUPOBaTbCSA B OAHOM NakeTe C kanvbpatopamu.

8.3. O6wme NPUHUUNBI KANNOPOBKMU

1. Kanubpatopsl (CAL):
MpMMeHANnTe TONbKO PEeKoMEeHOOBaHHbIN kanubpaTop (06blMHO BXOAUT B HAboOp peareHToB).
JInodunusoBaHHble kanubpaTopbl neped WUCNonb3oBaHWEM crieqyeT passectn Oydepom
(noctaBnseTtcs, ecnn HeobxoAMMO, BMECTE C kanubpaTtopom).

2. YpoBHM KannbpaTopos:
YpoBHM (KONMMYECTBO TOYEK KanubpoBKM) ONsi pasHbiX peareHToB MOryT pasnuMyaTbhbCes.
MoapobHee cM. BO BKnafbllax K COOTBETCTBYHOLMM Habopam peareHToB.

3. [Oy6nu kannbpaTtopos:
AHanus kannbpaTopoB BbINOMHAETCA ¢ AybnuposaHnem (n = 2; BO3MOXHO Takke n = 3).

4. Korga BbINOMHATL KanuMbpoBKy:
1. [ns HoBoOro aHanuTa.
2. [lpu cmeHe noTa peareHTa.
3. Tlo ncreyennn cpoka OENCTBUSA NPEXHEN KanMOpOBKU.
Ecnu B BbllleykasaHHbIX cnyyasx kanvbpoBka He BbIMOMHEHa, aHann3 npob nauneHToB
WUNW_KOHTPOJbHbIX MNPOo6 6nokMpyeTcs, M nocre 3anycka nakera aHanu3oB BbIBOAWTCA
coobuieHne 06 ownbke.

4. [lpw BbixOAe pe3ynbTaToB KOHTPOSSA KayecTBa 3a npeaenbl 4ONYCTUMbIX MHTEPBanoB.

[lns HOBOW NapTuM peareHToB, AaXe Npu TOM K€ caMOM HOMepe noTa.

6. [Nocne TexHunyeckoro obCcrnyXnBaHUSA ONTUYECKOM CUCTEMBI U CUCTEMbI BHECEHMS NPOD.
B aotmx_ Tpéx cnyvadx npu _OTCYTCTBUM KanubpoBKM aHanu3 npod naumeHToB WK
KOHTPOMbHbLIX Npo6 He BrokMpyeTcs, OJHAaKO PEeKOMEeHOYETCsl BbINOMHUTL €€  Aans
YBEPEHHOCTU B IOCTOBEPHOCTU PE3YyNbTaTOB.

o

5. Cpok gencresuns kannbpoBKu:
[ns pasHbIX aHanUTOB CPOK AENCTBUSA KanmbpoBKM MOXET pasnuyatbes. MNogpobHee cMm. BO
BKMabllax K COOTBETCTBYOLWMUM Habopam peareHToB.
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6. KonunuectBo KanubpoBoOK:
B namsatu npubopa MoryT xpaHuTbCA A0 TpexX KannbpOoBOK pasHblX fOTOB peareHToB Afis
O[lHOro BMAa aHanuTa.

7. Cnepnyet umeTb B BUAY, YTO:

1. AHanua kanubpaTopoB ANS O4HOrO M TOrO XXe aHanuTa M TOro Xe CaMoro fnoTa peareHToB
AOMKEH BbINOMHATLCHA B OQHOM NakeTe aHann3oB (O4HOBPEMEHHO).

2. AHanu3 kanubpaTopoB [OMMKeH BbINOMHATLCA C AybnupoBaHuem (2 unu 3 ayéns).
YcTaHaBnuBante kanubpartopbl Tak, Kak nokasaHo Ha gucnnee. o3vumn kanubpatopos
XKECTKO 3aaHHbl N HE MOTYT N3MEHATLCH NoSib3oBaTeNeM.

3. lNpu Havyane paboTbl C HOBbIM BUAOM TECT-CUCTEM WUIIM HOBbIM JTOTOM peareHToB crieqyeT
BBECTM LUTPUX-KOA C KapTbl aTanoHHon kannbposkn [MC ENTRY CARD], npunaraemon K
Habopy peareHToB. Criegynte npouenype, onncaHHon B pasgene 8.8 «Beog aTanoHHoM
KanmobpoBKu».

8. [llpoBepka rogHOCTM KannbpoBKu:
[oaHOCTL KanMOpOBKM NoATBEPXKOAAETCA pes3ynbTaTaMu KOHTPONSA KavecTBa B npeaenax
AonycTuMbIX WHTepBarnoB. lMogpobHee O yHKUMKM GRNOKMPOBKM KOHTPONS KayecTBa CM. B
pasgene 1.3 «®yHKUMA ONOKMPOBKM KOHTPONS Ka4vecTBa», a O npoueaype KOHTposns
KayecTBa — B rnaBe 7 «AHanu3 KOHTponeun».

8.4. TpoBepkKa COCTOSIHUA KannopoBKU

Mepen  BbINOMHEHMEM  KanuOpPOBKM  NpoBepbTe, 4YTO B aHanu3atope PATHFAST
3aperncTpmpoBaHbl faHHbIE 3TaroOHHON KanMbpOoBKM ANt UCMOMb3yEMbIX peareHToB.

1. Bbibepute HanmeHOBaHWe TecTa ANs NPOBEPKU B rMaBHOM OKHe TecToB. byaeTt BbiBeoeHO
okHo [CAL/QC STATUS] (CocTosiHue kanMbpoBKM M KOHTPONS KayecTsa):

CocTosiHMe kKannbpoBKM U KOHTPOSS KAaYecTBa

ASSAY/HOME ,

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

TR (crec) (seiur ) (o)
aHaJIuT [ REAGENT STATUS SAMPLE INFO
[——[cTnI
Ne nmora > 101 CA DA
@ 1011210219 CAL 23/112011  120AYW—_ | OCTaBIICECS

pearcHTa QC —fmdm

M BpeMI

KaTHOPOBKA, \
KOHTPOJIb

KauccTBa

\

CPOK I'OJHOCTH

2. [lpoBepbTe, 41O B aHanusatope PATHFAST 3apernctpupoBaHbl AaHHble 3TanoHHOMW
Kanubpoeku. [1na aToro npoBepbTe, YTO B OKHE COCTOSAHUS KanMOpPOBKM U KOHTPOSA KayecTBa
[CAL/QC STATUS] oTobpaxkaeTca HOMep fnoTa peareHToB.

Ecnn Homep nota He oToOpaxaeTcs, HeobxoouMMo nepen BbIMOMHEHMEM KanmnbpoBKM
3aperucTpupoBaTth OaHHble 3TanoHHoM Kanubposku. NogpobHo 3Ta npouedypa onucaHa B
pasgene 8.8 «BBog 3TanoHHOM KannopoBKu».

76



PATHFAST - PykoBoacTBO nonb3oBartens, sepcus 3.00E

8.5. MoaroTtoBKa KapTpuaXeu ¢ peareHTamMu U UX ycTaHOBKa B Npuéop

1. Bbibepute [CAL/QC] (Kannbposka/KK) B rmaBHOM okHe TecToB [ASSAY], 4ToObl OTKPbITb OKHO,
nokasaHHoe Hwke. B aTom OkHe BbIDepuTe aHanuT Anst KanubpoBKM M3 OToGpakaemoro
cnucka, 3atem BblbepuTte kHonky [OK] Anst nepexoaa K cneayroLemy OkHy.

2. B okHe Bbibopa aHanuta gna kanubposku [CAL ITEM SELECTION] usHayanbHO HuKakue
Ha3BaHWs aHanNMToB He BBedeHbl. OHN BBOOATCS C KapThbl 3TanoHHon kannbposkn MC ENTRY
CARD.

OkHo BblbOpa aHanuTa Angd KanubpoBku

CAL/QC

11/11/2011 16:00
SELECT ITEM.

13

cTnl

Myo
CK-MB
D-Dimer
NTproBNP

hsCRP

3. lNocne Bblb6opa aHanuTa gns kannbposkn ByaeT BbiIBEAEHO OKHO MHAOpMauun 0 Kannbposke
[CAL/QC INFORMATION]:

OKHO UHdOPMaLIMK O KanMOpPOBKE

CAL/QC

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

CAL1

CAL1

CAL2

CAL2

Qc1

Qc2

o OTobpakaeMble B KagoW NO3ULUM OaHHble 3aBUCAT OT MNpedBapUTENIbHO 3a4aHHOro
COCTOSIHMS BITOKMPOBKM KOHTPONSA KayecTBa 1 Ayb6nvpoBaHusa kannbpaTtopoBs, Kak NokasaHo
B Tabnuue Huxe.
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Mo3uumm ang ycTaHoBKU NMpob B 3aBUCUMOCTU OT BJIOKMPOBKM KOHTPOJSIS Ka4YeCcTBa, YPOBHEN U
aoyonen kannopatopos

AHanus kanmbpaTopoB/KOHTPONEN AHanus kanmbpaTtopos/KOHTponen/npob
(6nokvnpoBka BKMNtoYeHa) (bnokupoBka OTKNOYEHA)

Y/PoBHY 1 1 2 2 1 1 2 2
kanubpartopa

Ayonm 2 3 2 3 2 3 2 3
kanubpatopa
Mos. LANE1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1
Mos. LANE2 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1
Mo3. LANE3 QC1 CAL1 CAL2 CAL1 QC1 CAL1 CAL2 CAL1
Mos. LANE4 QC2 QC1 CAL2 CAL2 QC2 QC1 CAL2 CAL2
Mos. LANES QC3 QC2 QC1 CAL2 QC3 QC2 QC1 CAL2
Mo3. LANE6 QC1 QC3 QC2 CAL2 Mpoba QC3 QC2 CAL2
OnuuoHanbHo | QC1,2,3 | QC1,2,3 | QC1,2,3 HeTt Mpoba Mpoba Mpoba Het

I:I — 3ape3epBMpOBaHO NporpaMMHbIM obecrnedveHnem npubopa n He MOXET U3MEHATHCSA
nonb3oBartenem. Yoegutech, YTO B 3TU NO3NLMM YCTAHOBNEHbI MpeaHa3HavYeHHbIe Anst HUX Npoobbl.

I:I — He 3ape3epBupoBaHO, MOXET U3MEHATLCS NOMb30BaTENEM.
8.6. MopmroTtoBKa npubopa u kKanubpaTopoB

8.6.1.

Mepeng nogrotoBkor nNpo6 M peareHTOB MNpPOBEPLTE,
NCNONb30BaHHbIE HAKOHEYHUKM.

YcTtaHOBKa KOHTeMHepa Ana oTpaboTaHHbIX HAKOHEYHUKOB
HEe cogepxaTtcs IM B KOHTEnHepe

Ecnu Heobxogmmo, OnopoXHUTEe KOHTeIZHep n Bbl6pOCbTe MCnonb3oBaHHblE HAKOHEYHUKKN, 3aTEM
yCTaHOBUTE KOHTeVIHep ana ncnonb3oBaHHbIX HAKOHEYHWUKOB Ha MECTO.

lMpumeyaHue: KoHmelHep cnedyem 3ameHsiImb 4Yepe3 KaxoOble 20 nakemoe aHanu3os usnu
exeHedeslbHO.

YcTaHoBKa KOHTENHepA A51sl 0TpaboTaHHbIX HAKOHEYHUKOB
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8.6.2.

MoaroroBka kKannbpartopoB

Kanubpatopbl (CAL) Bxogat B Habop peareHToB. lMogpobHo 06 obpalleHun C HUMKW CM. BO
BKMafbllLlax K COOTBETCTBYHOLLUM Habopam peareHToB.

8.6.3.

NMoaroroBka KaprVI,D,)KEﬁ C peareHTaM1M U X yCtTaHOBKa B an60p

I'IpV| noaroToBke KaprVID,)KeVI C pearedHtamm AOnAa BbIMONIHEHNA aHalln30B CO6J'IIOD,al7ITe
I'IpI/IBe,EI,éHHbIe HXe Mepbl NpegoCTOPOXXHOCTU!

Bo wu3bexaHune KOHTaktTa C peareHTamu wunu npobamm MOnb3ynTecb 3alUTHbIMU
nepyaTkaMmm n MacKow.

BbinonHanTe aHanuabl BCKOpe Mocre W3BNeYeHus KapTpuopken ua xornogunbHuka. He
OCTaBNANTE KapTPUAXN BHE XONOAMUITbHMKA Ha NPOLOIPKUTENIbHOE BPEMS.

CnefgynTe MHCTPYKUMSM, NPUBEAEHHBLIM BO BKNaablwe K Habopy peareHToB.

1. W3enekute KapTpuaxXu ¢ peareHtaMmmn n3 xonoguribHukKa. BcTaBbTe Tpe6yeMb|e Ona aHarnn3oB
KapTpuoXXun B KacceTy 1 3aABMHbTE UX OO0 ynopa.

Mpn ycTaHOBKe KapTpUAXen B KacceTy cobntoganTe criegyowmne Mepbl NpegoCcTOPOXHOCTHU:

Hepxute KapTpumku Tonbko 3a Kpas. He npukacanmtecb nanbuamu K 3allUTHOM
antMMHMeBoOW ponbre U U3MEpUTENbHOM sSYenke. OTO MOXET MPMBECTU K OLUMBOYHBIM
pesynbTaTam.

Cniegnte, 4ToObl B M3MEPUTEIBHYIO SSYENKY HE MoMnaganu Kanmu CritoHbl (Npu Bblgoxe). 3T0
MOXET NPMBECTU K OLUMBOYHBbIM pe3ynbTaTam.

He ncnonb3ynTte KapTpuaKy, €Cnn OHU CnyvarHo ynanu Ha nomn. 3To MOXeT NpUMBECTU K
OLWMBOYHbBIM pesynbTaTam.

MMepepn BbINOMHEHMEM aHaNM30B yaanuTe ny3blpbKy BO34yXa U3 S4eeKk KapTpuaxa u kannm
C BHYTPEHHEW CTOPOHbl anmtOMUHWEBON (OSbrKM, OCTOPOXHO MOCTYy4YaB KapTPUOXKEM O
MNOCKY NOBEPXHOCTb.

Mpn 2 gybnsax kanubpaTtopoB no3vumm 5 n 6 B okHe MHopmaumm o kannbposke [CAL/QC

INFORMATION] npegHasHa4yeHbl ans koHTpornen. [ns onpegeneHus Toro, B Kakne nosuuuu
yCTaHaBnuBaTb T€ Uin NHble NPoOkI, crnegynTe nHdopmauun, otobpakaeMon Ha gucnnee.

BcTaBka kapTpuaoka ¢ peareHTamMmu B KacceTy
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3. BHecute kanubpatopbl M KOHTPOSMbHbIE NPOGLI B S4erkn ans npod KapTpumpken OO MEeToK
BHYTPU SlYEEK C MOMOLLbI0 NUMNETKM unu gosatopa. lNepen Havanom aHanusa yganute um3
AYerkn Ny3blpbKM BO34yXa. Takke NpoBEpANTE, YTO B KAXKAYK SYENKY BHOCUTCSA NpaBuibHas
KOHTpOrbHasi npoba COOTBETCTBEHHO MHOPMAaLMKN B OKHE MHGOPMALUKN O KOHTPONSIX.

STUYCHKH
U Ipob

BHeceHue kannbpaTopoB U KOHTPONEN B S4YEnKm

4. OTKpoWTe NepeaHIo KpbILLKY Npubopa U NpaBuIIbHO YCTAHOBUTE KacCeTy C KapTpuakamun Ha
MecTo.

YcTaHoBKa KacceThbl C KapTpumakamu B Npnbop

8.6.4. YcTtaHoBKa ogHopa3oBbIiX HaKOHeYHUKoB PATHFAST

Ucnonb3ynte B aHanusatope PATHFAST Tonbko cneuuwarnbHO npefHasHayYeHHble Ons Hero
04HOpa30Bble HAKOHEYHUKM.

80



PATHFAST - PykoBoacTBO nonb3oBartens, Bepcus 3.00E

rP:\TI IFAST TIP
210 Fign- (42 Tip » $tkiones

HakoHe4yHukn PATHFAST

1. W3Bnekute HOBble HAKOHEYHUKM M3 YNaKOBKW W YCTaHOBUTE WX B KacceTy AJ11 HAKOHEYHWKOB
(TONbKo B NO3MLMKN HAMPOTMB YCTAHOBIEHHbIX KapTpuaken). [lencTByTe OCTOPOXKHO, YTOObI
nsbexaTb 3arpA3HeHNs: NN NOBPEXAEHNS KOHLLOB HAKOHEYHMKOB.

YcTaHoBka HakoHeyHukos PATHFAST

2. locne ycTaHOBKM OQHOPA30BbIX HAKOHEYHWKOB B KacCETy 3akpowWTe [0 yrnopa nepenHior
KpbILUKY npubopa.

3akpblBaHNe NepeaHen KpbILLKN
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8.7. 3anyck nakeTa aHanuM3oB KanuopaTopoB U BbINOJIHEHUEe aHanM3oB

8.7.1. 3anyck naketa aHanu3oB KanubpaTtopoB/KOHTponen

1. [nsa 3anycka aHanu3oB Haxmute kHonky « CTAPT» (START) Ha nepegHen naHenu npubopa.

BHumaHue:

3anyckalime aHanu3 npo6 HemedsieHHO nocse ux nod2omoeku. OcaxOeHue KPOBSIHbLIX
Knemok e npobax uesnibHOU Kpoeu unu ucnapeHue rnpo6 Moxem npueecmu K HeeepHbIM
pe3ynbmamam aHasu3oe.

lNepen HenocpeAcTBEHHbIM Ha4darom aHanm3oB aHanu3atop PATHFAST BbINOSIHAT HECKOSbKO
npoBepok. NMpn oBHapyXeHun kakux-nmbo Henonagok OyaeT BbiBegeHO coobuieHne o6 owwmbke.
He otxoanTte oT npubopa, 4Tobbl MMETb BO3MOXHOCTL NPU HEOOXOOMMOCTU NPEANPUHATL HYXHbIE
AEeNCcTBUSA B 3aBUCMMOCTU OT KOHKPETHOIo coobLleHust oo owwimnbke. MoapobHble cBeaeHust 06 aTnx
coobueHnsx cMm. B rnaese 14 «PaspelweHne npo6nemy».

2. Bo Bpems BbIMONMHEHMS aHanM30B Ha Aucnnen OyaeT BbIBOOUTLCA Credylollee OKHO
(coobweHune BBepxy: «MOET aHanms, 3aBepLleHne Yepes3 15 MUHyT»):

OKHO BbINOMNHEHNS aHaNN30B KanMbpaTopoB/KOHTPONEN

CAL/QC

ASSAYING... COMPLETE IN 15 MIN

11/11/2011 14:40
LU ( CHECK | S

REAGENT STATUS ( SAMPLE INFO [.

Eoadd cTnl CAL1
cTnl CAL1
cTnl CAL2
cTnl CAL2
cTnl QC1
QC-SP001
cTnl QC2
QC-SP002

3. lNocne 3aBepweHns KanubpoBKM OaHHble KanubpOBKM pacnevaTbiBalOTCA Ha BCTPOEHHOM
npyHTEPE N NPOMCXOAUT BO3BpPAaT B rnaBHoe OkKHO TecToB [ASSAY/HOME]. Ecnn kanvbpoBka
3aBepLunnacb Heyaa4Ho, aTo oTobpaxaeTcs B OKHe, a Takke pacrneyaTbiBaeTCca Ha NpuUHTepe.
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OKHO Heyda4HOro 3aBepLUeHUst KanubpoBKK

CAL/QC

ASSAY COMPLETED.

11/11/2011 14:40
CAUTION!

CALIERATION FAILED

ITEM. ¢Tnl
LOT. 1011212018
ERROR CODE:02

O ToMm, Kakne oencTens NPeanpUHATbL NP HeyaavyHon kanubposke, cM. B rnase 14 «Pa3peweHue
npoo6nemy».
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8.7.2. BbiBOA pe3ynbTaToB KanubpoBKu

MNocne 3aBepleHnAa naketa aHanmM3oB U3MepeHHble pe3yribTaTbl pacne4yaTbiBaloTCA Ha
BCTPOEHHOM MPUHTEPE N NPOUCXOOANT BO3BPAT B INMaBHOE OKHO TECTOB.

lMpumeyaHue. [JaHHbie Kanubpo8KU Ha 8HEWHUU KOMIbomep He repechisiaromcs, 0axe ecriu 8
npubope 3adaHa riepecolsika pesynbmamos.

Hwxe nokasaH npuMep pacneyaTtkmn pe3ynbTaTtoB KaJ'II/I6pOBKI/1. I'Ipmmep pacnevyaTkn pe3ynbTaTtoB
KOHTPOJ1A Ka4eCTBa B TOM Xe NnakeTe aHalrin3oB I'IpVIBeD,éH B rnaee 7 «AHanus KOHTpOﬂeVI)).

lMpumeyaHue: AHanus kanubpamopos ebinosnHsaemcs ¢ dybnuposaHueMm.

PacneyvaTka gaHHbIX OnucaHue

DATE: 10/11/2011 14:55

INSTRUMENT SERIAL: 1109C1464

OPERATOR ID: USER1

cTnl

REAGENT LOT 1011207348

CALIBRATION PASSED
CALF:a(1.22)b(15.9)
ERROR CODE:

TYPE: COUNT :REMARK
CAL1: 319:

CAL1: 223:

CAL2: 2246851

CAL2: 2251386:

DATE: 10/11/2011 14:55
SAMPLE ID: QC-SP001
LANE: 5

cTnl

0.132 ng/mL

REMARK:

SAMPLE: QC 1

«— Bpemsa Havana aHanusa

«— CepunHbIi Homep npubopa

«— |ID nonb3oBaTtens

«— Ananut

«— Howmep nota peareHToB

< CocTosiHne kanmbpoBku

«— KannbpoBouHble koadhduumeHTol an b

«— Kogbl ownbok, pasnensaTcsa 3anaTbiMm

«— PesynbTtat gnsa CAL1
« [NoBTOpHbIN pesynbTaTt ana CAL1L
«— Pesynbtat ana CAL2

« [NoBTOpHbIN pesynbTat ana CAL2

> Pe3ynbTaTbl KOHTPONSA KavyecTBa
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8.7.3. M3BneyeHue NCnonb3oBaHHbIX KAPTPUAXKEN U HAKOHEYHUKOB
1. WN3Bne4eHne ncnonb3oBaHHbIX HAKOHEYHUKOB:
N3Bnekute KOHTeI7IHep and OTpGGOTaHHbIX HaKOHEYHMKOB W3 npm60pa n Bbl6p0CbTe

NCMOoNb30BaHHbIe HAKOHEYHWUKW. pu yTUNM3aLmMm HaKOHEYHUKOB CreaynTe COOTBETCTBYOLLUM
HopmaTtuBam. Nocrne onopoXXHEHUSI ONSATb YCTAHOBUTE KOHTEWHEP B NpMGop.

lpumeyaHue: 3ameHsitime KoHmeUlHep Ha HO8bIU nocrie Kaxobix 20 nakemoe aHanu3oe usnu
exxeHedes1bHO.

M3BneyeHne KOHTENHepPa ANl 0TPabOTaHHbIX HAKOHEYHMUKOB

2. WaBreyeHne UCrnonb30BaHHbIX KAPTPUOKEN:

N3Bneknte kacceTy AOna kapTpuoxen mus npubopa M BbiHbTE U3 HEe WUCNONb30BaHHbIE
KapTpuoku, crerka npunogHsaB WX 3a Kpah M MNOTAHYB Ha cebsa.  YTunuaupynte
NCNoNb30BaHHbIE KapTpuakn. [JeNcTBynTE OCTOPOXKHO, YTOObLI HE MPONUTL Kanjn peareHToB 13
KapTpuopxken. lNpyn yTunnsaumm kapTpuoken cnegymrte MecTHbIM HopMaTtvMBaM yTunmMsauum
OMonornM4yecKnx oTXoaoB.
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8.8. BBopA 3TaNOHHOW KanubpoBKu

Mpn pobaBneHuM HOBOrO aHanuMTa WU MCNOMb30OBaHUM HOBOrO foTa peareHToB AN Yyxe
CYyLLEeCTBYIOLLEro aHanuta Heobxooumo 3apermctpupoBatb B npubope [aHHble 3TanoHHOW
kanubposkn [MC ENTRY] ansi peareHToB. [Ins aTOro cnegynre onucaHHOM Huke npoueaype.

1. Bbibepute kHonKy [ASSAY] (TecT) B Tex OKHax, rae npucyTcTBYOT KHOMkn [ASSAY], [CHECK],
[SETUP] n [ADMON] B 06riact nog3aronoBka, BbIBOAUTCS crnegyollee OKHO:

OkHo Bblibopa aHann3oB

ASSAY

11/11/2011 14:40

SAMPLE

)

g ac

2. Bblbepute [MC ENTRY] (BBog oTanoHHoOW kanubpoBKW) Ans BXOAa B OKHO 3TarlOHHOWM
KanmopoBKu.

ASSAY

HANDHELD BARCODE READER NOW OPERATABLE

191212011 17:07

MC ENTRY

CAPTURE BARCODE DATA IN
"MC ENTRY CARD" WITH
HANDHELD BARCODE READER.

ITEM [eTni

LoT 1011112015

e erreie

e UYTOObI MpoBEpUTb, ANA KaKMX NOTOB AaHHble OTariOHHOW  KanubpoBKW  yxe
3aperncTpmpoBaHbl, BbIbepute aHanuT U3 BbiNagatoLLero cnucka.
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e YTtobbl pacnevaTaTb faHHbIE O 3aPErMCTPMPOBAHHbBIX aHANMTax, HAXKMUTE 3MEeHHYH0 KHOMKY

Meuatb [PRINT].

Pacnevartka gaHHbIX

DATE: 19/12/2011 16:40
INSTRUMENT SERIAL: 1119C1464
OPERATOR ID: USER1
PROGRAM VERSION: 3. 0. 0

Registered item

1cTnl 003101
2 Myo 911262
3 CK-MB 911262
4

5 D-Dimer 911262
6 NTproBNP 911262

7 hsCRP 911263
8

9 HCG 805212
20 P-SEP 011221

OnucaHune

«— Bpems pacneyaTku

< CepunHbIi Homep npmnbopa
«— ID nonb3oBaTens

«— Bepcuna NO

<« 3aperncTpmpoBaHHble aHanuTbl
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3. C nomoLibld PY4YHOro CKaHepa LUTPUX-KOOQOB CUMTAWTE LUTPUX-KOL C KapTbl 3TanoHHOW
kanubpoekn (MC ENTRY CARD), npunaraemon Kk Habopy peareHToB, 4TOObl COXpaHUTb
AaHHble 3TanoHHOM Kanmbposku B aHanm3aTope PATHFAST.

Mpy cYUTBIBaHUN AEpXUTE cKaHep Ha paccTtosiHum 10 — 15 cm oT WTpux-koaa.

CuunTbiBaHUE KapThl 3TANIOHHOW KanuOpOBKK

4. locne cuMTbiBaHUSA KapTbl 3TarloOHHOW KanubpoBku ckaHepoM aHanmsatop PATHFAST
COXpaHsieT AaHHble B NamAatn 1 BbiBOoanUT coobuieHne « CAPTURED» (3apernctpupoaHo) ¢
yKazaHMeM HaumMeHOBaHUS aHanuTa, HoMepa noTa 1 cpoka rogHOCTW.

e Ecnu cuutaHHble OaHHble yxXe 3apeructpupoBaHbl, 6yaeT BbiBeaeHo coobuweHve «MC
DATA ALREADY EXIST» (daHHble aTanoHHON KannbpoBKWU YyXe 3anucaHbl) C yka3aHnem
HaMMEHOBaHUA aHanuTa, HoMepa foTa U cpoka ro4HOCTMU.

5. Bblbepute kHonky [OK] ons Bo3BpaTa B OKHO Bblbopa aHanusos [ASSAY].
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9. TPOBEPKA (ypoBeHb goctyna: 1 n Bbiwe)

B aton rnaee onucbiBakoTCs npoueaypbl npocmMmoTpa " I'IOBTOpHOI7I nedyatn pes3ynbtaTtoB AO51A
nauymneHToB N aHarnn3oB KOHTpOJ‘IeI7I n KaJ'II/I6paTOpOB.

9.1. BBepeHue

Bbibepute B rmaBHoM okHe TecToB kHonky [CHECK] (Mpoeepka) B obnactu nogsaronoska. bygoet
OTKPbITO CrieayroLLee OKHO MPOBEPOK:

OKHO NpoBepokK

CHECK

11/11/2011 14:40

( AssAY | [(I13eX
re—

RESULT CHECK

‘J*:._‘% QC CHECK
'%:“\ CAL CHECK

4 Hct% CORRECTION

T} TEMP CHECK

B okHe nposepok [CHECK] goctynHbl criegytowime yHKUMK, BbibpaemMble OOHOW M3 KHOMOK B
KnneHTckon obnacTu:

IRESULT CHECK| (MpoBepka pe3ynbTaTos):

° npOCMOTp M NMOBTOpPHaA ne4vatb AaHHbIX Ond np06, B TOM YUCIE KOHTPOJ1bHbIX.

QC CHECK] (lMpoBepka KOHTpONS KayecTsa):

° npOCMOTp M NOBTOPHaA nevyatb AaHHbIX KOHTPONA Ka4yecTBa, BblBOO Ha aucnnen n neyatb
anarpamMmMbl KOHTPOIA Ka4eCTBa.

(MpoBepka KanUBpoBKK):

e [lpocMOTp 1 NOBTOPHAas nevyaTtb AaHHbIX KannbpoBKu.

Hct% CORRECTION (Koppekuys remaTtokputa):

e lamMeHeHMe 3Ha4YeHnsa remaTokpuTa C NepecYETOM M NOBTOPHOWM NeYaTbio JAHHbIX.

TEMP CHECK| (MpoBepka TemMnepaTypsbl):

e BbiBOg Ha gucnnen TeMnepartypbl Ana Kaxanoro n3 6nokos Harpesa.
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9.2. lpoBepkKa pe3ynbTaToB

B 3TOM OKHE MOXHO NPOCMOTPETb UMK pacneyaTaTb XpaHSaLWMecs B NaMaTh pesynbTaTtbl Anst Npob
MauMeHTOB M KOHTPOJSIbHBIX NPOG.

1. Tpwn BbiGope kHonkn [RESULT CHECK] ([MNpoBepka pe3ynbTaToB) B OKHE NpoBepok Bam 6yget
nNpeanoXeHo BbIOpaTb KPUTEPMM NOUCKA B CreayoLEM NOpsaKe:

(1) Assay Item (AHanur)

(2) Reagent Lot (JloT peareHTOB)

(3) Sort of Sample (Tvn Npo6el)

(4) Searching Range (BpemeHHown nHTepBan)

e B okHe 3agaHusa aHanuTa ans noncka MoxHo BblbpaTtb [LAST BATCH] (MocnegHun naker).
Mpwn BLIGOpPE 3TOro NyHKTa OyOeT BbIBEAEH CNUCOK NPO6 NocrnegHero nakeTa.

2. lMocne 3apaHusi kpuTepueB noucka BbiGepute kHonky [OK] Ansi moucka u BbiBOAaA Crivcka
HaWAeHHbIX AaHHbIX, BKIOYAOLWMX AaTy U BpEMsS aHanusa.

OKHO NMPOBEPKM pe3yNbTaToB — CNUCOK

RESULT CHECK

191212011 17:11
ITEM [cTnl ’
LOT (1011112015

SAMPLE  [PATIENT

RANGE  [LAST 10 TESTS

LIST 12/06/2011 19:34
12/06/2011 19:34
12/06/2011 19:34
12/06/2011 19:34
12/06/2011 19:34
12/06/2011 19:34
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3. Bbibepute B cnncke npobbl Ansi NpocMoTpa 1 3atem Haxmute kHonky [DATA] (daHHble) ang
nokasa gaHHbIX 419 HUX B OKHE B hopmaTe neyatu.

[nsa npocmoTtpa MoxHO BbibpaTh Ao 30 Npob 0aHOBPEMEHHO.

OKHO NpoBepKM Pe3ynbTaToB — AaHHLIE

RESULT CHECK

191212011 17:12

REPRINT DATE:19/12/2011 17:11 117

DATE:06/12/2011 19:34
SAMPLE ID:
LANE: 1

cTnl
2.10 ng/imL

REMARK:DF
TYPE: WB (55.0 %)
SAMPLE: PATIENT

ot

4. Bbibepute 3enenyto kHomnky [PRINT] (MeyaTb) B 9TOM OkHe Ansd neyatn gaHHbix [RESULT
CHECK/DATA] ons Bcex BblOpaHHbIX Npoo.
Ecnu npnbop HacTpoeH Ha obMeH OaHHBLIMW C BHELLIHUM KOMMNbIOTEpPoM, ByaeT oTobpaxaTtbcs
Takke kHormka [TRANSMIT] (Mepepadva). Mpyn HaxaTuM 3TOM KHOMKU BblOpaHHble AaHHbIE
nepechbInarTcs Ha BHELIHUI KOMMbIOTEP.

5. [ns nameHeHus KpuTepmeB Noncka HaXXMmUTe Ha O4HO M3 NOMEeN NN CTPENKy cnpasa OT HEro B
npegbigywem okHe (okHe cnucka [RESULT CHECKI/LIST]). Bbibepute HOBble Kputepun u
HaxkmuTe [OK] 4N NOBTOPHOro noucka.
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9.3. lpoBepkKa KOHTPOSIA KayecTBa

B 3TOM OKHe MOXHO NPOCMOTPEeTb XpaHsLMecs B NaMATM AaHHble KOHTPONsS KadecTBa M
pacneyartatb MX Ha nNpuHTepe. MoXHO Takke BbiOpaTb Noka3 AaHHbIX KOHTPOMsS KayecTBa B BMAE
Avarpammbi.

1. Tlpwn BbiGope kHomkn [QC CHECK] (MpoBepka KOHTpONsi KayecTBa) B OKHE MpOBEpPOK Bam
OyaoeT npeanoxeHo BbIGpaTb KpUTEPUM MOUCKA B CregytoLlem nopsiake:

(1) Assay Item (AHanuT)
(2) Sort of Sample (Tvn Npo6el)
(3) Searching Range (BpemeHHoW nHTepsan)

e B okHe 3agaHusa aHanuTa gnsi noucka MoxHo BbibpaTb [LAST QC BATCH] (MocnegHun
naket kKoHTponen). lNpu BbIGOpe 3TOro NyHKTa OydeT BbIBEAEH CMMCOK KOHTpOrien
nocrneaHero nakeTa aHanum3oB.

2. Mocne 3agaHusa KpuTepueB noucka Bblibepute kHonky [OK] ons noucka v BbiBoAa crnvcka
HalOeHHbIX AaHHbIX, BKMOYaLWWX AaTy U BpeMs aHanuaa.

e Bce faHHble KOHTPOMSA Ka4ecTBa B CMMCKE MO YMOMYaHUIO yXke BblGpaHbl U oToGpaxatoTcs
KOHTPACTHO.

OKHO NPOBEPKM KOHTPOJISI KAYECTBA — CMIUCOK

QC CHECK

191212011 1714
ITEM (ch v
SAMPLE  [Qct

RANGE  [LAST 10 TESTS

LIST 16/12/2011 20:08
16/12/2011 20:08

BACK | GRAPH | IRV

3. B naHenu Hasuraumm otobpaxatotcsa kHonku [DATA] (OaHHble) n [GRAPH] (Ouarpamma).
Bbibepute [DATA] ons nokasa AaHHbIX MO KaXaou KOHTPONbHOW nNpobe B dopmaTe neyartu:
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OKHO NPOBEPKM KOHTPOMS KAYeCcTBa — JAHHbIE

KOHTPOIbHbIX NPo6.

QC CHECK

11/11/2011 14:40

REPRINT DATE 11/11/2011 14:40 | /3

DATE:11/11/2011 10:34
SAMPLE ID:
LANE: 1

cTnl
0.944 ng/mL

REMARK
SAMPLE: QC1

INSTRUMENT SERIAL:1119C1464

BACK [GRAPH ™ PRINT

Ka4yecCTBa B BMAe AnarpamMmbl, KakK NoKa3aHO HUXe:

OKHO NpOBEPKM KOHTPONSA KadYecTBa — Anarpamma

CpedHee

cTaHJapTHOC

OTKJIIOHCHHES
MEAN : 0.358

ko pHITHSHT
BapHAIHH

QC CHECK

19/12/2011 07:20
cTnl QC1
Upp JHarpamMMa
KOHTPOIq
A KauecTRa
QOO0
Low
BePXHHH
/ mpemen
SD L 0.01 UPPER 0490 —
cVY% LOWER 0210 44— |
P 307 _ npese
BACK PRINT | DATA |

Bbibepute kHonky [PRINT] (Me4aTtb) B 3TOM OkHe ANs neyaTy AaHHbIX ANS BCeX BblIOpaHHbIX

MoxHo BbiOpaTk kHonky [GRAPH] (Ouarpamma) ans oTobpakeHusi OaHHbIX KOHTPOMs

e Ha gmarpamme MCnonb3yloTCA BEPXHUM U HWXHUIW Npeaensl, 3agaHHble B HACTporKax B
OKHe BNOKMPOBKM KOHTPONS KayecTBa.
e Ha gnarpamme otobpaxaetrca [o 30 TOYeK AaHHbIX B XPOHOMOrMYeCcKOM nopsiake
cneBa Hanpaso (crnesa — camMble cTapble).

6. Bbibepute kHonky [PRINT] (Mevatb) B 3aToM okHe [QC CHECK/GRAPH] ans BbiBoga Konuu

OKHa Ha ne4yartb.
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7. [Ona namMeHeHus KpuTepueB NOUCKa HAXKMUTE Ha OAHO U3 MONen nu CTpenky cnpasa OT Hero B
npegbigywem okHe cnucka [QC CHECKI/LIST]. Beibepute HoBble kputepun n Haxxkmute [OK]
ANS NOBTOPHOMO MOMCKa.

9.4. TlpoBepKa KannopoBKU

B 3TOM OKHE MOXHO NMPOCMOTPETb XPaHALLIMECS B NaMATU AaHHbIe KannBpoBKU K pacnedaTaTb MX
Ha npuHTepe.

1. lpun BbiGope kHomku [CAL CHECK] (MNpoBepka kanubpoBku) B OkHe npoBepok Bam 6yget
NpeanoXeHo BbIOpaTb KPUTEPMM NOUCKA B CreayoLEM NopsaKe:

(1) Assay Item (AHanur)
(2) Reagent Lot (JloT peareHToB)

2. lMocne 3apaHus BCex NepeyvncrieHHbIX Bbllle KputepueB noucka Bbibepute kHonky [OK] ans
noucka v BbiBOAA CrMCKa HalOEHHbIX AaHHbIX, BKIOYalOWMX AaTy U BpeEMs aHanmaa.

OKHO NpoBepkn KannbpoBKM — CANCOK

CAL CHECK

19/12/2011 07:43

ITEM (cTnl )
LOT (1011112018
LIST ([CUR 18/12/2011 11:59

18/12/2011 10:45

e [lonck gaHHbIX KanMbpoBKK BbINOMNHAETCS Anst 3 NOTOB ANd Kaxgoro peareHta n go 10
KannbpoBOK AS18 KaX4oro fioTa peareHToB.

e [lometka «CUR» (Tekywasi)) cneea o00603HayaeT [aHHble TeEKyLlen [LOEWCTBYOLLEN
kanubposkn. [lometka «ERR» (Owwubka) ykasbiBaeT Ha HeygayHoe 3aBeplueHue
KanmbpoBKMW.

3. lNocne Bbibopa kannbpoBkn Haxmute kHonky [DATA] (daHHble) ans oTobpaxeHusa OaHHbIX
KanMbpoBKM, Kak NoKasaHO HWXe:
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OKHO NMPOBEPKU KaNIMOPOBKMN — JaHHbIE

CAL CHECK

19/12/2011 17:28

ITEM cTnl LOT 1011112018

18/12/2011 14:00 CUR

CALF a(1.18 ) b(-136 )
ERROR CODE

CAL1 COUNT ( 217)

CAL1 COUNT ( 205)

CAL2 COUNT ( 2583000 )

CAL2 COUNT ( 2286000 )

BACK \' PRINT

4. B 3TOM OKHe nokasblBaTcs cnepywwme gaHHble:

CAL F: a, b (KannbpoBo4Hble koachdmumneHTbl a u b):
MonpaBoyHble KO3MDULMEHTBI NS KPMBOW KannbpoBKM OTHOCUTENBHO KPUBOW 3TarOHHOM
KannbpoBKM ANg noTa peareHToB.

ERROR CODE (Kog, owmbkn):
BbiBOgsiTCA CMMBOMbLI KOOOB OLIMOOK Anst HeyaayHow kanubpoBku, A0 5 KoaoB owwunboK,
pa3genéHHbIX 3ansTbiMU.

CAL 1 COUNT (PesynbTtat ansa kanubpatopa 1):
MokasbiBaloTCa pesynbTatbl (MCXOA4HbIE CUrHamnbl (OOTOYMHOXMTENS) ANS KaXZoro 13
aybnen 1-ro kannbpaTtopa.

CAL 2 COUNT (PesynbtaT gnsa kanubpartopa 2):
MokasbiBatoTCst pe3ynbTatbl (MCXOOHbIE CUrHaNbl (POTOYMHOXWUTENS) ANs KaXZoro u3
aybnen 2-ro kannbpartopa.

MpumeyaHus:
Mocne pe3ynbTaToB ANSA Kaxaoro kanubpartopa BbIBOAMTCA A0 5 pas3aenéHHbIX 3anaTbiMu
NpYMeYaHnin K OGHapy>KeHHbIM OLUMBKaM.

lMpumeyvaHue: Ecnu kanubposka bbina 3asepweHa ycrnewHo, Kookl owuboK U npumMedyaHusi
He 8bIB0OSIMCH.

5. Bblbepute kHornky [PRINT] (lMeyaTb) B aTOM OkHe npoBepku kannbposkn [CAL CHECK/DATA]
ANS BbIBOAA KOMWUM OKHA Ha nevaTsb.

6. [ns M3MeHeHuns KpUTepmes rnoucka HaXxMmuTe Ha OOHO M3 nonen B NpeablayLeM OKHe Crucka
[CAL CHECKI/LIST]. Bbibepute HoBble kputepumn un Haxkmute [OK] 4ns NnoBTOPHOro novcka.
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9.5. Koppekuus rematokpuTa

B aTOM OKHE MOXHO MepecyMTaTb XpaHsiLMecs B NamsiTu pesynbTaThl 4ns npob, BBeas HOBOe
3Ha4eHune remaTokpuTa, U pacrneyaraTtb uX.

1. Tpwn BbIGope kHOMkn Koppekuus rematokputa [Hct% CORRECTION] B okHe npoBepok Bam
OyneT npeanoxeHo BbIbpaTb KpUTEPUM NOMCKA B CneayowemM nopsiake:

(1) Assay Item (AHanuT)
(2) Reagent Lot (JloT peareHTOB)
(3) Searching Range (BpemeHHoW nHTepsan)

e B okHe 3agaHua aHanuTta ansa noucka MoxHo BbiopaTb LAST BATCH (MocneaHui naker).
Mpwn BLIGOpPE 3TOrO NyHKTa OyaEeT BbIBEAEH CNNUCOK NPO6 NnocrnedHero nakeTa.

2. MMocne 3apgaHusl Bcex ykasaHHbIX Bbille KpuTepues noucka Bolbepute kHonky [OK] ans novcka
1 BbIBOAA CMMCKa HaMOEHHbIX OaHHbIX, BKIOYAOLWMX AaTy U BPEMS aHanmaa.
e OtmeTka «WB» cnpaBa OT AaHHbIX yKa3blBaeT Ha Npo0by LienbHON KPOBW.

OKHO KOPPEKLIMN reMaToKpuTa — CrMCcoK

Hct% CORRECTION

191212011 17:18
ITEM feTni ‘j
LoT (1011112015 J

SAMPLE  PATIENT

RANGE  [LAST 10 TESTS

LIST 06/12/2011 19:34 WE
06/12/2011 19:34 W8
06/12/2011 19:34 WB
06/12/2011 19:34 W8
06/12/2011 19:34 W8
06/12/2011 19:34 We

BACK

3. Bbibepute npoby 13 cnucka Ans nepexoga K nokasy nogpobHbix JaHHbIX ANs Heé B hopmaTte
neyaTw.

e 3a 0auH pa3 MOXHO BblBpaTb TOMLKO OAHY NPoby.
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OKHO KOPPEKLIMN FreMaTOKpUTa — OAHHbIE

Hct% CORRECTION

191272011 17:19

REPRINT DATE:19/12/2011 17:19 112

DATE:06/12/2011 19:34
SAMPLE ID:
LANE: 2

cTnl
1.87 ng/mL

REMARK:DF
TYPE: WB (40.0 %)
SAMPLE: PATIENT

4. Bblbepute [NEXT] (Oanee) ona nepexoga k cnepywouwemy okHy. Otobpaxaemble B OKHe
AaHHble pa3nuyaloTCs B 3aBUCUMOCTM OT Buaa Npobbl (LenbHas KpoBb unun apyroe). YTobbl
N3MEHWUTb BUA OKHA, BblbepuTe 0aHy 13 3TUX KHOMOK, KOTOpas Npu 3TOM Ha4YHET oTobpaxaTbes
KOHTpacTHO. 3HaveHune remaTokpuTta (Hct%) otobpaxaeTtcsa onsa npob LenbHOM KpOBU Un Npwu
BblbOpe COOTBETCTBYIOLLEN KHOMKA. BBeouTe HOBOE 3HAyeHWe rematokpuTa C MOMOLLbIO
LUMcpOBON KnaBmaTypbl, KOTOpas NOSABUTCA Npu BbIGOpe 3TOro nonsi BBoaa.

e [onyctumbin nHtepsan: 0,0 — 60,0 (Ha4anebHoe 3HaveHue — 40,0).

OKHO KOppEeKLIMM rEMaToKpmTa — 3Ha4YEeHWE remMaTokpumTa

Hct% CORRECTION

11/11/2011 14:37

SAMPLE

o o000 |G

Het%

( 45.0 )
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5. lMocne BBOAA HOBOrO 3Ha4eHUs rematokpuTa Haxmute kHonky [RECALC] (MepecyéT) ansa
BbIBOAA AaHHbIX ANs NpoObl, CKOPPEKTUPOBAHHbBIX NO HOBOMY 3HAYEHMIO remaToKpuTa.

OKHO KOppEKLIMN reMaToKpuTa — NepecyET

Hct% CORRECTION

191272011 17:20

RECALC ON:19/12/2011 17:20 112

DATE:06/12/2011 19:34
SAMPLE ID:
LANE: 2

cTnl
2.04 ng/mL

REMARK:
TYPE: WB (45.0 %)
SAMPLE: PATIENT

6. Bbibepute «kHonky [PRINT] (Mevatb) B OKkHe nepecyéTa rematokputa [Hct%
CORRECTION/RECAL] ans BbiBOAa nepecynTaHHbIX AaHHbIX HA NeYaTb.
Ecnu npnbop HacTpoeH Ha 06MeH JaHHbIMU C BHELLHUM KOMMbOTEPOM, ByaeT oTobpaxaTtbcs
Takke kHorka [TRANSMIT] (Mepepaya). lMNMpu HaxaTum 3TOW KHOMKM BblOpaHHbIE AaHHble
nepecbIalnTCs Ha BHELHUIA KOMMbIOTEP.

¢ [locne cTpoku gathbl aHanuaa oyaeT gobasneHa gata nepecyérta.

e [laHHble, nepecbiaemMble Ha BHELIHWMI KOMMNboTep, ByayT COnpoBOXAATbCA OTMETKOW O
nepec4ére.

7. Bblbepute kHonky [BACK] (Hasag) B oOkHe nepecyéta rematokputa  [Hct%
CORRECTION/RECAL] ans Bo3Bparta B OKHO CMUCKA.
ANns n3aMeHeHusa KpUTepmeB NMoucka HaXXMUTE Ha OAHO M3 Monewn B OKHE Cnucka reMaTokputa
[Hct% CORRECTION/LIST]. Bblbepute HOBble KpuTepun noucka m Haxmute [OK] gns
NMOBTOPHOro nomcka
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9.6. [lpoBepka TemnepaTypbl

B aTOM OKHE MOXHO MpOBEpPUTbL TEMNepaTypy Kaxaoro Ornoka HarpeBa, a Takke Temnepartypy
BHYTPW Koprnyca npubopa.

1. Bbibepute kHoMKy NpoBepka TemnepaTypbl [TEMP CHECK] B okHe npoBepok [CHECK]. byget
BblBEJeHO creayloLee OKHO:

OKHO NpOBEPKM TEMNEPATYPLI

TEMP CHECK

11/11/2011 14:40

BLockL 37.4 °C

BLOCKT 35.1 °c

2. B okHe oTOGpaxaeTcsa Tekyllas TeMnepaTtypa Kaxaoro 6roka Harpesa.

e Tekylwme 3Ha4YeHNs TeMnepaTypbl OGHOBMSATCS eXeCeKyHOHO.
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10. HACTPOWKU (ypoBeHb gocTtyna: 4)

B aton rnaee onucbiBaloTCA npoueaypbl YCTAaHOBKM M M3MEHEHUs napameTpoB aHanmusaTopa
PATHFAST.

10.1. BBepeHue

Bce pencrteBusa no HacTpoKrke OCyLLEeCTBAATCA 4vepe3 kHonky Hactpowku [SETUP] B obnactu
nogsaronoBka. byaeT BbiBeaeHO cneaytoLLee OkHO:

["TnaBHOE OKHO HacTpoek

11/11/2011 14:40

(Assav ) (creck ) (0T (Ao )

50 USER REGISTRATION

INSTRUMENT SETTINGS

B

Ve

}Qﬁi ASSAY SETTINGS

>

el

“'*‘B QC LOCKOUT

# % LIS SETTINGS
[_HOME |

N3 aTOro okHa MOXKHO nepel7|T|/| K 3a4aHuio Unn n3MeHeHuto cneayrLlnx HacTtpoek:

JUSER REGISTRATION| (Cnucok nonb3oBatenen):
e [lobGaBneHue, nameHeHue n yganeHune none3oBatenen [ADD/EDIT/DELITE]
e YnpaeneHue goctynom [ACCESS MANAGEMENT]

INSTRUMENT SETTINGS| (HacTpoiiku npu6opa):
o KoHdurypaums [CONFIG]
e Pervon/Oata v Bpemsa [REGION/DATE]
e Asbik uHTepdenca [LANGUAGE]

IASSAY SETTINGS| (HacTpoiiku Tecta):
e PedepeHTHbIN nHTepBan [REFERENCE INTERVAL]
e [ly6nu kanubpatopos [CAL REPLICATE]
o [lpenynpexaeHns o kanmbposke n KoHTpone kadectBa [CAL/QC ALERT]
e 3HayeHue rematokputa no ymonyaxumio [Hct% DEFAULT]
o  ®daktop koppenduun [C-FACTOR]

IQC LOCKOUT] (BnokvpoBka KOHTPOIS KavecTsa):
e BkrnoyeHve/oTknoveHne 6noknMpoBkM M 3adaHve gonyctumblx npegenos [ON/OFF],
[UPPER/LOWER]

LIS SETTINGS]| (HacTpoiikn MHGOPMaLMOHHOM cucTeMbl nabopaTopun):
e (CB#A3b C BHELIHMM KOMMNbIOTEPOM — nogkntodeHne/oTknoveHmne [ON/OFF]
e [lapameTpbl nepegayun gaHHbIx ansa nopta RS-232C
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10.2. CnucokK nonb3oBaTteneun

Mpwn BbIbOpe Cnucka nonb3osatenen [USER REGISTRATION] B rmaBHOM okHe HacTpoek [SETUP]
OTKpbIBAETCS CreayoLlee OKHO, B KOTOPOM MOXHO 006aBUTL/M3MEHUTL/yaanuTb Nonb3oBaTenemn
N HaCTPOMUTb ynpaBfieHne 40CTYMNOM.

OKHO perncrpaLmm Nonb3oBaTenemn

SETUP ,

11112011 14:40

USER (app | eom | DEL |

10.2.1. YnpaBneHue A4OCTYNOM

OT1a yHKumMA nossonsaeT BkNo4MTb [ON] nnn otkniounts [OFF] dyHKUMIO yipaBneHnss 4OCTYNoM m
3ag0aéTtca agMmuHucTpatopom npubopa. [Ons orpaHvyeHns yHKUMWA, OOCTYMHbIX KaXAoMy W3
nornb3oBaTternen, UCNonb3yTCa YPOBHM JOCTYNA.

Bbibepute ogHy n3 kHonok: [ACCESS/ON] (Bkntouunts) nnn [ACCESS/OFF] (OTkniounTb). Ecnu
yrnpasneHve JOCTYNOM BKIOYEHO, BXo B cucteMy byaet TpeboBaTb BBEAEHUS UMEHU N Napons.
OkHO BXOAa B CUCTEMY BbIBOAUTCS B CReAYOLWNX Cryvasx:

o [lpu BkntoveHnn aHanusatopa PATHFAST
e [locne HekoTOpPOro 3agaHHoro nepuoga 6es3gencTeuna (3ToT nepunog 6e3nencTBms 3agaéTtca
B HacTpomkax npubopa [SETUP])).
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OkHO BxOJa B CUCTEMY

LOG IN
SELECT USER AND ENTER PASSWORD.
HANDHELD BARCODE READER NOW OPERATABLE

11/11/2011 15:59

USER

PASSWORD

10.2.2. [Jo6aBneHune nonb3oBaTens

30€ecb MOXHO 3aperncTpnupoBaTtb B CUCTEMeEe HOBOro norib3oBartens.

1. Bblbepute kHonky [HobaButb [ADD] B OkHe peructpaumm nonb3oBatenen [USER
REGISTRATION]. MosiBuTcs cnepgytouiee OKHO C MOMHOW KnaBmaTypou, B KOTOPOM HYXHO
BBECTW MMS NONb30BaTENS:

ID nonb3oBaTens

USER REGISTRATION

HANDHELD BARCODE READER NOW OPERATABLE

11/11/2011 14:40

USER NAME
( CLR

o Nt o N - 7 N
qgwie)iniyiyuelriuil)
alls(id((f[ig|ib|l][ik[il|ls]l:
) S Sl S e S S S S S e
zlix|(le|iv|ib|in|mi||, -/
I I I I I I I I I I IV
Shift Space BS
r

[NonHaga knaBuaTypa

e BcnomoratenbHble KnaBuLWn Ha KnaBuatype:

Shift:: MepekntoyeHne ¢ BEPXHEro pernctpa Ha HUXKHUIA 1 HaobopoT
CLR: CTtepeTb BCE norne BBoAa
BS: CtepeTb nocneaHuii BBEOEHHLIN CUMBON

Space: [poben

2. BeeguTte ID HOBOro nonb3oBaTternsi C NOMOLLbKO NMOSTHOW KraBmnaTypbl.
e [lonyctumble cumBonbl: Bce cumBonbl, oTobpaxaemble Ha KnaBmaType
o [lonyctumas gnuHa: Ot 1 go 20 cumBeonos
e MoxHo BBecTu ID nomnb3oBaTens CO LITPUX-KOAA, BOCMONb30BABLUMCH PYYHbIM
CKaHepOM LUTPUX-KOAOB.
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3. Haxmute [OK]. MNosiButca cnegyrowee okHo Mapons [PASSWORD] ¢ nofnHowm knaBnaTypou, B
KOTOPOM HYXXHO BBECTM Naposib Ansi HOBOrO Nosfb3oBaTens:

Maponb

USER REGISTRATION

11/11/2011 14:40 |

PASSWORD
CLR

1)12)13)14)15//6//7/8//9//0||-

qw e r}t yiulilolpl[Il]
alis||d||f]ig]|ih]ij]|ik]iV]l:]l:
z|x|cliv|/b|inm|, =/
Shift BS
[ canceL |l

[NonHaga knaBuaTypa

4. Beegute naponb u3 4 — 8 cumBonoB. B uensix 6esonacHocTu cumBonbl npu BBOoAe OyayT
oTobpaxaTbCs B BUAE 3BE3A04EK (*).

e [lonyctumble cnmBonbl: Bce cumBonbl, oToGpaxxaemble Ha KnaBmaType
e [onyctumas anunHa: OT 4 o 8 cumeonos
e Peructp yuntbiBaetcs

5. Haxmute [OK]. MNMNosButcs OKHO 3adaHns ypoBHSA JOCTyNa A5 HOBOro Nonb3oBaTens:

YpoBeHb goctyna

11/11/2011 14:401
_USER REGISTRATION

ACCESS T ( oFF
USER m[ eorr |[ DEL

USER NAME (user
PASSWORD [waese
ACCESS LEVEL (2|3 ]| 4
VALID/INVALID (7Y [ iNnvaLID

Bbibepute umdpy ot 1 go 4, 3agaroLlyro ypoBeHb JOCTyna.

o Cnuncok dyHKUMI Npmnbopa, AOCTYNHbIX AN KaX40oro u3 ypoBHEW AocTyna, NpuBOAUTCS B
pasgene 1.2 «ID nonb3oBaTens u ypoBeHb AOCTyMna».

Bbibepute [OK] ons coxpaHeHUss HOBOro Monb3oBaTens U Bo3BpaTa B OKHO perucrpauum

nono3oBatenen unm [CANCEL] ans Bo3spaTta B OKHO peructpaumm nonb3oBatenen [USER
REGISTRATION] 6e3 coxpaHeHusi HOBOro Nnosib3oBaTersi.
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8. Kpome TOro, MOXHO elle 3akpblTb AOCTYMN MOMb30BaTENO M3 CMMCKAa C MOMOLLbI KHOMKK
HegencteutencHo [INVALID]. lpu atom nonb3oBaTtesb He OyaeT oTpaxaTbCsl B CMMUCKe
none3osarernen [LOG IN].

10.2.3. WN3meHeHue AaHHbIX Nonb3oBaTens

34ecb MOXHO M3MEHUTb Mapofb W ypOBEHb [OCTyna pAns yXKe 3aperncTpupoBaHHOrO
nonb3oBaTtens. Takke MOXHO pa3brokMpoBaTh MOMb30BaTENs, BBEALUEro HECKONbKo pas
HenpaBuIbHbIA Naporb.

1. Bbibepute «kHONKy Wamenntb [EDIT] B oOKkHe peructpaumm nonb3oBatenen [USER
REGISTRATION]. byaet BbiBegeHo okHo Cnwucka nonb3oBatenen [USER LIST], B koTopom
HY>KHO BblbpaTb Nonb3oBaTens:

Cnucok nonb3oBaTenen

USER REGISTRATION

HANDHELD BARCODE READER NOW OPERATABLE

11/11/2011 14:4(

SELECT USER.

useri

lMpumeyaHue: He moc2ym 6bimb usmeHeHbl 0aHHble criedyrouux rnosb3ogamernel:
e System
e Administrator

2. Haxmute [OK]. NMNosiBUTCA OKHO BBOAA HOBOrO Napons:

N3meHeHne napons - [MonHas knaBmMatypa

USER REGISTRATION

11/11/2011 14:40
EDIT
PASSWORD
=

1/2/3//14/5/67/8/90/-|=

JIWIISIBLOLIIOIOLILILILD
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lNpumeyaHue: 1D nonb3o08amerisi He MoxXem 6bimb USMEHEH.

3. [ns unameHeHus napons cHavana Haxmute Ounctutb [CLR] Ha knaeBumatype, 4YTobbl CTEPETH
CTapbl Naposb, U 3aTeM BBeAWTE HOBbLIV Napornb n3 4 — 8 cumBonoB ¢ knaesnatypbl. CUMBONbI
npu BBoge byayT otobpaxaTbcs B BUae 3B€3goyek (¥).

e [lonyctumble cumBonbl: Bce cumBonbl, oToOpaxaemMble Ha KnaBmnatype
e [lonyctumas gnunHa: OT 4 go 8 cumeornoB
e Peructp yuntbiBaetcs

[ns BoccTaHOBNEHUs focTyna 3abroKMpoBaHHOIO NOMb30BaTENSA HAaXXMUTE KHOMNKY Banuaauus
[VALID] B okHe YnpaeneHnusa goctynom [ACCESS MANAGEMENT].

4. Haxmute [OK]. BygoeT BbiBEAEHO OKHO 3adaHWsi YPOBHS AOCTyna Ans nonb3oBaTtens, B
KOTOPOM HY>KHO BblGpaTb HOBbIN YpoBEHb A0oCTyna oT 1 oo 4.

e Cnucok yHKunn npubopa, AOCTYNHbIX ANS KaX4oro U3 ypoBHeW JoCTyna, NpuMBOAUTCS B
pasgene 1.2 «ID nonb3oBaTensa u ypoBeHb AOCTyna».

YnpaeneHve goCcTynom

SETUP

11/11/2011 14:40

ACCESS m [ oFfF |

USER
USER NAME useri
PASSWORD ( e

ACCESS LEVEL 1(2])3 "\
vauoinvaLio (RN [ INVALID |

BACK

[ CANCEL |

OK

5. Bblbepute [OK] ans coxpaHeHsi U3SMEHEHUI 1 BO3BpaTa B OKHO permcrpauumn nonb3oBatenem
[SETUP USER/REGISTRATION]. Ecnn naponb He MEHSiNCA WM ecrniv HOBbIM Maporsib
NoBTOpPSAEeT Tpu npeabiaywnx WM3MeHeHus He OyayT npuHATbl, O YeMm OyaeT BbiBEOEHO
npeaynpexaexHve Ha gucnnen. Boibepute [OK] ansa Bo3BpaTa B OKHO HAaCTPOEK U ynpaBreHus
poctynom [SETUP/ACCESS MANAGEMENT] b BBeauTe HOBbIN Naporsb.
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MpegynpexaeHne o BBOAE HEBEPHOIO Naposs

USER REGISTRATION

11/11/2011 14:40

THE SAME PASSWORD WAS USED
WITHIN THE LAST THREE
SESSIONS.

A DIFFERENT PASSWORD MUST
BE SET.

6. MOXHO 3aKkpblTb [AOCTyn Ans 3aperMcTpUpoBaHHOrO nonb3oBaTtens BbIGOPOM  KHOMKM
HepencteutenoHo [INVALID]. lMpn atom nonb3oBaTtenb He OyaeT oTpaxaTbCA B CNUCKE
nonb3oBatenen [LOG IN].

10.2.4. YpaneHune nonb3oBaTens

30ecb MOXHO yoannTb 3aperncTpnpoBaHHOro nosib3oBartena.

1. Bblbepute kHONKy Ypanutb [DEL] B OkHe peructpaumm nonb3oBatenen [USER
REGISTRATION]. Bbyget BbiBEAeHO OKHO CcO cnmMckom nonb3oBatenen [USER LIST], B
KOTOPOM HY)XHO BblOpaTb Nonb3oBaTens, NoAnexalero yaaneHuto:

Cnucok nonb3oBaTenew

USER REGISTRATION

HANDHELD BARCODE READER NOW OPERATABLE

11/11/2011 14:4(

SELECT USER.

user1i

2. Haxwmute [OK]. byget BbiBegeHO COOOLLEHME C 3anpoCoM Ha MOATBEPXAEHME YyOaneHus.
Haxmunte [OK] noBTOpHO, 4TOGLI yaanuTb BbIOpaHHOro nonb3oBaTens.
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lNpumeyaHue: He moecym bbimb ydareHbi criedyrouue rnons3oeamernu.
e System
e Administrator
o Tekywul eowedwutli 8 cucmemy rofb308amerib
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10.3. HacTpounku npnbopa

Mpwn BoIGope HacTtponkn npubopa [INSTRUMENT SETTINGS] B rmaBHOM okHe HacTpoek [SETUP]
OTKPbIBAETCSI crneaylliee OKHO HacTpoek npubopa, B KOTOPOM MOXHO 3adaTb KOHGUrypauumio
CUCTEMbI, PETNOH, AaTy 1 BpeEMS U sA3blK MHTepdenca.

10.3.1.

KoHdurypauus

OkHO HacTpoek npubopa

SETUP

11/11/2011 14:40

INSTRUMENT SETTINGS

1

| CONFIG

| REGION/DATE

| LANGUAGE

BACK

1. Bbibepute KoHdurypauma [CONFIG] B okHe HacTpoek npubopa [INSTRUMENT SETTINGS].
ByneT BbiBegeHo cnepyolee okHO koHdurypauumn [CONFIG]:

OKHO KOHdMrypaumm

INSTRUMENT SETTINGS

11/11/2011 14:40

TIMEOUT ( 10 ) MIN

VALID PASSWORD PERIOD
(s | week

ALLOWED PASSWORD ENTRIES
3 | TiMes

REAGENT TYPE m[ JPN

CLICK SOUND “[_ OFF

S
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B okHe koHpurypauunmn sagatotca cregyolmne napameTpb:

TIMEOUT (Mepwuop 6e3nencteus):
Ecnu 3apgaH aTOoT napametp, npubop aBTOMaTU4eCKM BbiBEAET OKHO BXoda B CUCTEMY
[LOG IN] no wucTedyeHuMM yka3aHHOro nepvoga BpeMeHW, B Te4YeHue KOTOpOoro He
BbIMOSIHAMNOCL Kakux-nmbo gencteun ¢ npubopom. YUTobbl 3Ta (pyHKUMA Obina akTuBHa,
Heobxoanmo, 4Tobbl dyHKumMa ynpaeneHus goctynom [ACCESS MANAGEMENT] 6bina
BkrtoyeHa [ON].

Mpwn BbIGOPE 3aTOro Nonsa BBoga otobpaxaeTcs LmdpoBas KnasmaTypa 4na BBoO4a nepuoaa
6espenicTeusi. BBegute Bpems B MMHyTax n Haxxmute [OK] ons coxpaHeHus OaHHbIX.
e UHtepBan: 0 — 60 MUHYT.

lNMpumeuaHue. Npu ebibope 0 ama byHKUUs Bydem omKIoYeHa.

VALID PASSWORD PERIOD (Cpok gencrtBua napons).
Ecnu 3agaH aT0T napameTp TO, ecin naposib He NCMONb30Barncy onpeneneHHbIn 3agaHHbIN
nepvoa, nonb3oBartesnib 6GyaeT aBToMaTUYECKU OTKIOYEH OT AgocTyna. PyHKuMa JocTynHa
TOnbKO Npw BkNtodeHHoMm foctyrne [ACCESS ON].

Bbibepute cyHkumMo 3agaHus cpoka gencteusa naponsa [VALID PASSWORD PERIOD] un
BBEAMTE 3a4aHHbIN nepuog LdpoBbIMU KNaBuLLAMN.

e WHTtepBan: 0 — 48 Hepeneb.
lNMpumeyaHue. Npu ebibope 0 ama byHKUUs bydem omKrto4eHa.

ALLOWED PASSWORD ENTRIES (KonnuyecTtBOo BBOOOB Nnapons):
Ecnn 3apgaH aT1OT napameTp TO AonyckaeTcsa BBOA OWMGOYHOro naponsi He 6Gonee
3a[jlaHHOro Yncna nonbIToK, NOCIe Yero, Nofnb3oBaTenb byaeT aBTOMaTUYeCKM OTKIIOYEH OT
poctyna. OyHKUUA JOCTYMNHA TONbKO Npu BKNtodeHHoM goctyne [ACCESS ON].

BbibepuTte cyHKUMO 3agaHus cpoka gencteus naponsa [VALID PASSWORD ENTRY] wu
BBEAMTE 3a4aHHbIN nepuog LdpoBbIMU KNaBuLLAMW.

e WHtepBan: 0 — 10 pas.
lNMpumeyaHue. MNpu ebibope 0 ama byHKUUs bydem omKrto4eHa.

e 3abnoknpoBaHHbIN NoNb3oBaTenb He ByaeT oTpaxaTbCs B CNMCKe Nofb3oBaTenen
[LOGIN].

e [Ina aktmBaumm 3abnoKMpoBaHHOrO nonb3oBaTensa AenucTsymTe cornacHo n. 10.2.3.
N3meHeHMe gaHHbIX NoNb3oBaTens.

REAGENT TYPE (Tun peareHToB):
Tunbl peareHToB B EBpone/CLUA n AnoHnn pasnuyHbl. Mpn ncnonb3oBaHum npubopa 3a
npegenammn AnoHnn BblibepuTe KHoMNKy [US/EU].

lNpumeyarue: [lpu HernpasusibHOM e6bibope muna peazeHmos npubop He CcMoxem
8bIMOIHAMb aHanu3bl.

CLICK SOUND/ALARM (Wen4yok/CupeHa):
30ecb MOXHO BblbpaTb 3BykoBble curHanbl: Lenyok [CLICK SOUND] w/wunn CupeHa
[ALARM]. Bbibepute BrntoyeHo [ON] nnm BeikntoyeHo [OFF] ons Kakgoro M3 HuX.
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PRINT (Meyvatb):

Bbibepute BkntoyeHo [ON] unu BbikntoyeHo [OFF],

aBTOMaTU4eCKMN OaHHbIE Nocre 3aBepLlueHnd aHanumaa.

YyTOObI

nevyatatb 1

lMpumevaHue: [axe npu OmMKMOYEHHOU asmomamudeckol nedyamu (ebibpaHo [OFF])
aHanuszamop PATHFAST 6ydem neuyamamsb ripedyrnpexdarowiue coobweHUs, a makxe
OaHHbIe ripu Haxxamuu KHoriku [PRINT].

2. Haxmute [OK] ans coxpaHeHusi KoHdurypauum n BO3BpaTta B OKHO HacTpoek npubopa
[INSTRUMENT SETTINGS].

10.3.2. PervoH v paTa

30ecb MOXHO BblOGpaTb PEruoH,
CUCTEMHbIE ATy 1 BPeEMS.

1. Bbibepute Pervon/data [REGION/DATE]

SETTINGS]. bygeT BbiBe4eHO cneayoLee OKHO:

REGION (PeruoH):

OKHO YCTaHOBKW permoHa 1 aarthl

INSTRUMENT SETTINGS

11/11/2011 14:40

i

REGION  [usa ) (NESRS ( JPN |

DAY MONTH YEAR
DATE (19 ) 12 ][ 2011 ]

HOUR MIN 12/24H

TIME KBS -

B OKHe HacTpoek npubopa

B KOTOpoM paboTaeT aHanusatop PATHFAST, a Ttakke

[INSTRUMENT

BbibepuTte pervoH, B koTopom 6yaet pabotatb aHanusatop PATHFAST. B 3aBucumocTu

OT pervoHa copmart gatbl OygeT MeHaTbCA criedyrowmm obpasom:

USA (CLLA):
EUR (EBpona):
JPN (AnoHus):

DATE (Oata):

MM/OQ/TTTT
O0/MM/TTTT
rrrr/MM/O4

YctaHoBuTe gaty. BBogute gaty ¢ umdpoBON KnaBuaTtypbl, NOSABASIOLENCA Npy Bbibope
Ka)k[oro U3 nonemn Beoga.
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TIME (Bpems):
YcTaHoBuTEe Bpems. Beogute Bpems ¢ uMppoBON KnaBumaTypbl, MOABNAKOLENACA MNpU
BblibOpe Kaxgoro m3 nonen Besoga. KHonka [12H/24H] cnyxuT onsa nepeknioveHns ¢ 12-
yacoBoM Ha 24-yacoByi cuctemy. Bbibepute aTon kHonkow cpopmat BpemeHwn. [lpu
BblGope 12-yacoBon cuctembl OyaeT oTobpaxkaTbcsa kHonka [AM/PM].

2. [locne yctaHoBkM TpebyeMbix NnapaMeTpoB Haxmute kHomnky [OK].

10.3.3. A3bIK MHTepcenca

BbibepuTe A3bIK MEHIO.

lMpumeyaHue: Bo 8CmpoeHHOM rpuHmepe Ucrosib3yemcsi mosibKo aHaulickul 53biK, daxe ecrnu
0111 MeH1o bbir 8bIbpaH Kakou-rubo Opy2ou SA3bIK.

BrumaHue:  Yb6edumecb, ymo Bkl ebibparu s3bik, Komopbim eradeeme!

1. Bbibepute Asbik [LANGUAGE] B okHe HacTpoek npubopa [INSTUMENT SETTINGS]. byaet
BblBEEHO CrneayloLlee OKHO:

OkHo BblbOpa a3blka

INSTRUMENT SETTINGS

INSTRUMENT SETTINGS

11/11/2011 14:40
LANGUAGE

11/11/2011 14:40

2/2

3

ENGLISH

FRANCAIS Russian
DEUTSCH Portuguese
ITALIANO Romanian
ESPANOL Turkish
BAZE

2. Bblbepute ogvH 13 A3blkoB (KHOMKa BblIOpaHHOrO A3blka OyoeT oTobpaxaTbCAa KOHTPACTHO).
3aTtem HaxxmuTe kHonky [OK].
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10.4. HacTpounku Tecra

Bbibepute Hactponkmn tecta [ASSAY SETTINGS] B rmaBHOM oOkHe HacTpoek [SETUP]. byaert
BblBEEHO criegyrollee OKHO, B KOTOPOM MOXHO YCTaHOBWUTb pedepeHTHble WHTepBanbl Ans
Kakgoro aHanuta, uvcno aybnen kannbpatopos, BpeMSA npeaynpexaeHus o6 ncrtedeHmm cpoka
KannbpoBKn W/MNn KOHTPONSA KayecTBa, 3HAYEHME remaTokpuTa MO YMONYaHuMI U dakTop
Koppensaumu:

OKHO HacTpoek TecTa

SETUP

11/11/2011 14:40

REFERENCE INTERVAL
CAL REPLICATE
CAL/QC ALERT

Hct% DEFAULT

C-FACTOR

|

PedepeHTHbIe MHTepBarbl

OKHO MHTEpBasos

ASSAY SETTINGS

11/11/2011 14:40
REFERENCE INTERVAL

FLAG O ( oFF

ITEM (cTnl

FLAG TYPE
(QUANTITATIVE | REVEIRRINIYS

LEVELS

tower D
verer  @B(2)(3)(2)(5)

Bbl MoXeTe 3agaTb YCTaHOBKY Cp]'lal'OB Ana aHanuToB, eCcnun pe3ynbTaTbl USMepeHna ana r|p06 He
nonagarT B YCTAHOBJIEHHbIE pecbepeHTHble MHTEepBarnbl. YToO0b! yCTaHOBUTb cbnar Ha pe3ynbTart,
cnenyet 3aAatb 3Ha4YeHUA npeaenos U Tmn (bnara ONA KaXaoro aHanumaa.

1. Bobibepute PedepeHTHble mHTepBanbl [REFERENCE INTERVAL] B OkHe HacTpoek TecTta
[ASSAY SETTINGS]. bygeT BbiBEAEHO OKHO MHTEPBAIIOB:
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FLAG (®nar):
Bbi6epute Brkntountb [ON] unu Beikntounts [OFF].

ITEM (AHanuT):
BbibepuTe 13 BbiNagawowero cnucka 3aperMcTpMpoBaHHbIX TECTOB aHanuT, Ans KOTOporo
3a4at0TCsl UHTepBarnbl. [Ins 3TOro HaXXMUTe Ha Hero.

FLAG TYPE (Tun donara):
Boibepute KonuuecteeHHbin [QUANTITATIVE] unun KayectseHHbin [QUALITATIVE].

LEVELS (YpoBHM):
Bbibepute 4ncno ypoBHEW ONSA HWKHETO 1 BEPXHEro NpeaernoB pedepeHTHbIX MHTEPBAoB
(ot 1 oo 5). BeibpaHHbIe Yncna oTobpaxatTcst KOHTPACTHO.
e [Ina KayeCTBEHHOro TecTa YMCNO YPOBHEW HUXe pedepeHTHOro uHTepeana
yCTaHaBnNMBaeTCsl paBHbIM 1.

2. Haxmute kHonky 3HauveHusi [VALUES], 4yToObl OTKpbITb OKHO BBOAA MPeneribHbIX 3HAYEHUN.
OT0 OKHO BydeT nmeTb BMA, COOTBETCTBYHOLUI BbIOpAHHOMY YMCIy YPOBHEN.

A. ,D,J'IFI KONMM4YeCTBEHHbIX pe3ynbTaToB MOXHO 3adaTb A0 5 ypOBHeI‘/‘I KakK ana BepxHero, Tak n
Ona HWKHero npeanena.

KonunyecteeHHble NpeaenbHble 3HaYEHNS

REFERENCE INTERVAL

11/11/2011 14:40

5H
- L § -
( 4H
(I_ 3H
2H
- ) S—
L ) — ) H
pr——— ——
2L |
IA‘
aL |
———
4L |
 com—
5L

Mpn BbIGOpE Kaxgoro M3 nornen BBOAA OTKPbIBAETCA UudpoBas knaematypa A4S BBOAA
COOTBETCTBYIOLLLErO 3HAaYEHUS.

e [lonyctumbli nHTepBan 3HadeHun: 0,000 — 999999,999.

lNpumeyaHue: Ybedumecb, 4mo 668€0EHHbIE 3HA4YeHUsT pacriofioXeHbl 6 credyruwem
rnopsioke:
5L<4L <3L<2L<L<H<2H<3H<4H <5H.
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5.

b. [Ina KadecTBEHHbIX pe3ynbTaToB MOXHO 3aaTb 40 5 ypOBHEN BEPXHUX Npeaenos.

KayecTBeHHble NpeaesibHble 3HaYEeHUS

REFERENCE INTERVAL

11/11/2011 14:40

l | 4+(POS)

| 3+POS)
( | 2+(POS)
|

{NEG) | —
+/-(IND)

+POS)

Mpn BbIGOPE KaXOoOro M3 Mnorer BBOAA OTKPbIBAETCA uUudpoBasi knaeBmatypa A BBOAA
COOTBETCTBYIOLLLErO 3HAYEHUS.

e [lonyctTumbli nHTepBan 3HadeHun: 0,000 — 999999,999.

lMpumeyaHue: Yb6edumecb, 4mMO B8€0EHHbIE 3Ha4YeHUsI PacriofioXeHbl 8 credyruwem
ropsioke:
— (NEG) =< +/- (IND) =< + (POS) < 2+ < 3+ < 4+ <5+,

e [Ins kayeCTBEHHbIX TECTOB MOXHO YCTaHOBWUTb WUHTEpBan HeonpenenéHHoCTW, 3a4aB
pasHble 3HadeHus anst «— (NEG)» n «+ (POS)» n yctaHoBuB conar «+/- (IND)».
Ecnu 3agaHbl coBnagatoLume 3HavyeHus, MHTepBarn HeonpeaenéHHoCTM OTCYTCTBYET.

Haxmute [OK] ons Bo3sBpaTta B okHO uHTepBanoB [REFERENCE INTERVAL].

Haxmute [OK] ans coxpaHeHuMst HacTpOeK M BO3BpaTa B OKHO HacTpoek Tecta [ASSAY
SETTINGS].

Ecnu TpebyeTtcs, nosTopute Wwarn 1 — 4 ana gpyrmx aHanutos.

10.4.2. [Oy6bnun kanubpatopoB

B okHe pybnuposanua kanubpaTtopoB [CAL REPLICATE] MOxHO 3agaTb 4ucno fybnen
(MOBTOPHbIX aHaNU30B) KaXXA0ro kKannbpartopa Npu BbIMNOSTHEHUN KarMOPOBKML.

Cnepytowas npoueaypa onpegenseT, Kakve nosvuuy 6yayT BblaeneHbl nod kanubpaTopbl npu
kanmbpoBske.

1.

Bbibepute [ybnu kanubpaTtopoB [CAL REPLICATE] B okHe HacTpoek Tecta [ASSAY
SETTINGS]. bygeT BblBejeHO OKHO Ay6nvpoBaHus KanubpaTopos:
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2. Bbibepute N=2 unun N=3.

OkHo Ay6nupoBaHus KanmopaTopoB

ASSAY SETTINGS

11/11/2011 14:58
CAL REPLICATE

SELECT REPLICATE FOR CALIBRATORS.

3. Haxmurte [OK] ona coxpaHeHWss u3MeHeHu 1 BO3Bpata B OKHO HacTpoek Tecta [ASSAY

10.4.3.

SETTINGS].

MpeaynpexaeHue o cpoke KaNMGPOBKU U KOHTPONSA KavyecTBa

B okHe npegynpexaeHuss o kanubpoBke W koHTpone kadectBa [CAL/QC ALERT] MOxHO

YCTaHOBUTb BpeMA npeaBapuTenibHOro npeaynpexaeHna nonb3oBatend O TOMm,

4YTO CpOK

OEeNCTBUS KannMbpOoBKU UM KOHTPOSS KayecTBa CKopo MCTe4véT. Korga 4o OKOHYaHUsi 3TOro cpoka
OCTaéTcsl 3aJaHHOe BpeMmsi, BO BpPEMS 3arpy3kM CUCTEMbl U B OKHE COCTOSIHUSI peareHToB

[REAGENT STATUS] 6yaeT BbIBOAUTLCA Npeaynpexaatowee cooblieHue.
1.

npeaynpexaeHns:

OKHO 3aaHnsa BpeMeHU npeaynpexaeHms

ASSAY SETTINGS

11/11/2011 15:11
CAL/QC ALERT
ENTER DAY(S)/HR(S) FOR NOTIFICATION

PRIOR TO CAL/QC EXPIRATION.
SET CAL AND QC RESPECTIVELY

CAL DAY(S) BEFORE
QC: DAY(S) BEFORE

Bbibepute lMpeaynpexaeHne o kanubpoBke n KoHTpone kadectBa [CAL/QC ALERT] B OkHe

[ASSAY SETTINGS]. byger BbiBEOEHO OKHO BpEMEHU
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2. Bpewms 3agaétca unum B gHsax, nnu B Yacax. Npu Beibope ogHoro 13 nonewn seoga [Hu [DAY(S)]
unn Yacel [HR(S)] nosiensietca uudpoBasi Knaematypa, C  KOTOpoOW  BBOAUTCSA
COOTBETCTByOLEE 4YUCNO AHen unu 4YacoB. [lpu BbIGOpe oAHOro M3 nomnenm BBOAA OHO
oTobpakaeTcs KOHTPacTHO, a Apyroe nore BBOAA OYULLEEeTCS.

YcTraHoBuTe BpeMsi OTAeNbHO ans kannbposkn [CAL] n koHTpons kadecTtea [QC].

e [lonyctumble uHTepBanbl: 0 — 999 gHen
unm 0 - 30 yacos

lNpumeyaHue: MoxHo ebibpamb unu OHU, UMU Yackl, HO He Mo u dpyzoe emecme. YHucro
8bIbpaHHbIX eOUHUL 8PEMEHU Omobpaxkaemcs KOHMPacmHo.

3. Haxmute [OK] Ons coxpaHeHust HacTpOEeK U BO3BpaTa B OKHO HacTpoek Tecta [ASSAY
SETTINGS].

10.4.4. 3Ha4yeHMe reMmaToKpuTa Mo yMOJTYaAHUIO

3pech 3apgaéTtea 3HaveHue rematokputa (Hct%) no ymonyaHuio, npyMeHsieMoe Ansi BblYMCIIEeHUs
NornpaBKM Ha remMaToKpuUT K pesynbTatam Ans nNpoG LenbHOW KpoBM B TeX crnydyasix, kKorga
hakTMyeckoe 3HayeHve remaTokpuTa ans naumeHTa HensBecTHO.

1. Bbibepute 3HadeHne rematokputa no ymonyanuio [Hct% DEFAULT] B OkHe HacTpoek TecTa.
ByneT BbIBEAEHO OKHO 3a4aHMs reMaToKpuTa no yMOn4aHuio:

OKHO 3afaHnsa reMaTokpuTa No yMONYaHUID

ASSAY SETTINGS

11/11/2011 14:40

Hct%
40.0%

2. Bblbepute none Beoga 1 BBEANTE HOBOE 3HAYEHME MO YMOMYaHMIO C NOSIBUBLLENCS LiMpoBOM
KnasmaTtypbl.

e [Jonyctumbi nutepsan: 0,0 — 60,0 (ncxogHoe 3HaveHune — 40,0).

3. Haxmute [OK] ana coxpaHeHuss HacTpOeK U BO3BpaTa B OKHO HacTpoek Tecta [ASSAY
SETTINGS].
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10.4.5. ®akTop Koppensauuu

cDE]KTOD Koppenaunn 3agaéTtce, ecnu Tpe6yeTc9| BHOCUTb B M3MEPEHHbIE 3HAYEHUNA NOMpaBKN Ha
OCHOBaHWUWM Koppenaunn ¢ Apyrumn metogamMmm aHanumsa.

1. Bbibepute daktop koppensuun [C-FACTOR] B OkHe HacTpoek TecTta. byaet BbiIB€AEHO OKHO
3agaHua hakTopa Koppensaumm:

OkHo 3agaHua hakTopa KoppensaLumm

ASSAY SETTINGS

11/11/2011 15:17

ITEM [cTnl \

SLOPE (10

INTERCEPT [0.0

2. Bbibepute 13 BbiNagalwoLEro Crnucka aHanuT, Ons KOTOporo 3aaaétcsa dakTop Koppensauuu,
Ha)kaB Ha Hero.

lMonpaBka 3agaétca cnefylownMm BblpakeHUMEM, 3aBUCALLMM OT 3ajaBaeMblX 3Ha4eHUin
yrnosoro koapdpuumenta (SLOPE, a) n HayaneHon opauHatel (INTERCEPT, b):

Y =aX + b,
roe: Y — CKOppekTupoBaHHOE 3HavYeHne
X — 3HayeHue, nonyyeHHoe Npu namepeHnmn Ha aHanmsatope PATHFAST

a — YrnoBoun koadhPULUMEHT perpeccum
b — HavyanbHasa opguHata perpeccum

SLOPE (YrnoBo#u koachcduumeHT):
BbibepuTe aTO none BBoAa, 3aTeM BBEAUTE 3HAYEHNE C UMpOBON KnaBnaTypbl.
e [onyctTumbln uHTepsan: —999999,999 — 999999,999.

INTERCEPT (HavanbHas opauHaTa):
BbibepuTe 3710 None BBOAa, 3aTEM BBEAUTE 3HAYEHUe ¢ LMcpoBON KrasmnaTypbl.
e [onyctTumbln uHTepsan: —999999,999 — 999999,999.

3. Haxmute [OK] ana coxpaHeHuss HacTpOeK U BO3BpaTa B OKHO HacTpoek Tecta [ASSAY
SETTINGS].
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10.5. BnokMpoBKa KOHTpO-nS KayecTBa

34ecb MOXKHO BKITHOUUTb UM OTKIIOUYNUTL (PYHKLMIO BITOKMPOBKMN KOHTPOSS KayecTBa M YCTaHOBUTb
[0MNYCTMMble UHTEPBarbl A4S KOHTPOMbHbLIX NPOG KaXJ0ro ypoBHS.

e [logpobHoe onucaHne 3Ton yHKUMKM cogepxnTca B pasgene 1.3 «DyHKuumA
GNIOKMPOBKUN KOHTPONSA KayecTBay.

1. Bbibepute briokmpoBka koHTpons kadectBa [QC LOCKOUT] B okHe HacTpoek Tecta [SETUP].
ByneT BbIBEAEHO OKHO BrTOKMPOBKU KOHTPOSSA KavyecTsa:

OKHO BNOKMPOBKWN KOHTPOMS KayecTBa

SETUP

11/11/2011 14:40

tockouT (NI ( oFfF
ITEM [cTnl \
B pavis) | | HR(S)
QC LEVEL UPPER LOWER

BEED [ 299999.999 | (-999999.999 |
( 999999.999 | (-999999.999 |
(1Qc3 |[(999999.999 | [ -899999.999 |

V B P ]
o CANCE

MapameTpsbl:

LOCKOUT (BbnokupoBka):
Bbibepute Bknounte [ON], u4TObGbl akTMBMpoBaTb (PYHKUMIO OMOKMPOBKM KOHTPOMS
kadyectBa, unn OTknounTb [OFF], 4TobGbI OTKMOUMTL €é€. BbibpaHHas kHoMka Oyaet
oTobpaxaTtbcs KoHTpacTHo. Mons BBoga OHn [DAY(S)] n Yacel [HR(S)] otobpaxatoTcs
TONbKO Npu BblOpaHHOM kHonke [ON].

ITEM (AHanuT):
BbibepuTe aHanuT 13 BbiNadatoLLero CNnMcka Ha nosne Beoda.

DAY(S)/HR(S) (Mepuoa pencreun, gHu/yachbl):
Ecnn GnokvpoBka BKMOYeHa, 3aganTe nepuon AENCTBUS OaHHbLIX KOHTPOMS KadyecTBa B
OHAX UNn Yacax.

e UHTepBansi:

DAY(S) (OHu): 1 — 999 aHen

HR(S) (Macbl): 1 — 30 yacos
lMpumeyaHue: MoxHo ebibpamb unu OHU, unu Yackl, HO He mo u dpyzaoe emecme. Yucno
8bIbpaHHbIX eOUHUL 8pEMEHU Omobpaxkaemcs KOHMPacmHo.
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QC LEVEL (YpoBeHb KOHTPOJSIbHOW NPOOLI):
Bbibepute 3a0ecb ypoBEHb KOHTPOSbHbIX NPOO, K KOTOPbIM OTHOCUTCSA 3a4aHHbIN nepuog,
aencteus. BolbpaHHbI ypoBeHb ByaeT oTobpaKaTbCst KOHTPACTHO.

UPPER/LOWER (BepxHui/HWXHWUI npegen):
Beegute 9TM npegenbl ONs KaKOOW KOHTPOSMbHOM nNpobbl C MOMOLLBbIO  LMpoBOM
KnaBuaTypbl, KOTopasi OTKpbIBAaeTCH Npy BbIGOPE COOTBETCTBYIOLLIErO MO BBOAA.

QC LOCKOUT

11/11/2011 14:40

%\
x

7 8 9
4 J 5 / 6 7
1 2 3
o | ) BS |
+ - *

LindopoBasg knasuatypa

e [Jlonyctnmble nHTepBanbl: —999999.999 — 999999.999.

lNpumeyaHue: Ybedumecb, 4mMoO 3Ha4YeHUe B8epxHe20 rpedenia He MEHbWE 3Ha4YeHUs
HUWXHea0. mu 3Ha4yeHusi ucronb3yromcs O ynpasneHus macuimabom npu rnocmpoeHuu
OuazpaMMbl KOHMPOJIsl KaYecmea.

2. Bblbepute kHomnky [OK] ans coxpaHeHusi BBEAEHHbLIX AaHHbIX U BO3BpaTa B OKHO HacTpoek
[SETUP].
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10.6. HacTpounku nHcpopmaumoHHomn cuctembl nadoparopum (UCI)

B aTtom okHe 3agaétcsa, OygeTr nm aHanudatop PATHFAST o6meHuMBaTbCs AaHHbIMU C
ynpaBnsAwLWmMM KOMNLITEPOM UK HeT. Ecnun dyHKUMSA CBA3WM akTUBMPOBaHa, 34EeCh e 3adatTcs
napameTpbl CBA3W.

1. Bbibepute Hactponkn WUCJT [LIS SETTINGS] B okHe HacTpoek [SETUP]. Bygoet BbiBEAeHO
OKHO HaCTpPOEK MHPOPMALMOHHONM cncTeMbl Nabopatopun:

OkHo HacTpoek VCJ1

SETUP ,

11/11/2011 14:40

 on ] OFF
ASTM ( FIXED

2. Bbibepute [ON], 4yTobbl akTMBMPOBaTb (PYHKLMIO CBA3M C YMNPaBMSIOWMM KOMMNbIOTEPOM, UMK
[OFF], 4to6bI oTKNOUNTL €€. BoiGpaHHas kKHomka byaeT oTobpaxaTbCa KOHTPACTHO.

3. Ecnn BbibpaHo [ON], oTtobpaxatotca kHonknm [ASTM] wn [FIXED]. B 3aBucumoctn ot
TpebyeMoro pexuma CBs3u C ynpasnsaoLwmMmMm KoMneotepoM Bolbepute [ASTM] unu [FIXED].

ASTM (Mepuoanyeckan cBa3b).
Pexum ©BA3M C ynpaBngioOWUM  KOMMbIOTEPOM, OCHOBAHHbIN Ha  crieundukalmm
uHTepdenca ASTM. B atom pexume aHanusatop PATHFAST reHepupyeT coobuieHune-
3anpoc ynpaBnglowWeMy KOMMbOTEPY, WCMNOMb3ys B KadvectBe knwoya ID  npobbl.
PesynbTaTbl aHanu3oB nNepecbinarTca Ha YynpaBndlowWmMiA KOMMbIOTEP aBTOMaTU4EeCKU
nocne 3aBepLUeHNsa NakeTa aHanmsos.

FIXED (MocTosiHHas cBA3b):
B oatom pexunme aHanuzatop PATHFAST aBTOMaTtMyecku nepechinaeT pesynbTaThbl
aHanuM3oB Ha yNpaBnsoWMIA KOMMbIOTEP MOCne 3aBeplleHus naketa aHanusoB 6e3
nony4yeHnsa 3anpoca oT ynpasndoLero KoMmnbotepa.

4. B 3aBMCUMOCTW OT BblbpaHHOIoO pexuma cBa3n ganee OyaeT BbiBEOEHO OQHO U3 OBYX OKOH
HacTporikn napameTpoB. [na o6omx OKOH HWXe XUPHBIM LIPUPTOM BbiAeneHbl HACTPONKM Mo
ymonyaHuio. [ns Bbibopa kakoro-nnbo napametpa u3 BbiNnagarloLero Crvcka HaxmuTe Ha
rnore 3Toro CrvcKa unun CTpernky crnpasa OT Hero.
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ASTM:
Pexum ASTM

LIS SETTINGS

11/11/2011 15:21
ASTM

BAUD RATE [ 9600 bps |
DATABIT [ 8bit |

PARITY NONE

stoPBIT [ 1bit ]
BCCCHECK  ON
MODE ASTM
DISP ID (sip )
[_oxJ cawcet |
CkopocTtb nepegauun: 4800, 9600, 19200 6ut/c
PaspsagHocTtb: 7, 8 ouT
YéTHoCTb:
7-6utHaga: YéTtHbin/HeuwéTHbin (EVEN/ODD)
8-6uTtHas: Het (NONE)
Cton-6utbl: 1, 2 6ut
KoHTponbHas cymma: fla (ON, HensmeHsieMo)
Pexum: ASTM (HenameHssemo)
DISP ID: SID (ID npo6sl), PID (ID nauuneHTa), PATIENT NAME (Mms naumeHTa)

e [locneagHuit napameTp 3agaéT nHgopmauuio, otobpaxaemyto B none ID npobbl B OKHE
nHpopmaumm o npobax.

FIXED:
Pexum nocTtosgHHOM CBSA3U

LIS SETTINGS

11/11/2011 15:22

BAUD RATE [ 9600 bps |

DATABIT  [8bit ]
PARITY NONE
STOP BIT (1 it )

BCC CHECK [ ON )
MODE FIXED

ox JJ caveer)
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CkopocTtb nepegadn: 4800, 9600, 19200 6ut/c

PaspsagHocTb: 7, 8 6uT

YETHOCTb:
7-6uTHas: YéTtHoin/HeyéTtHbin (EVEN/ODD)
8-6uTtHas: Het (NONE)

Cron-6utbl: 1, 2 6ut

KoHTponbHaga cymma: Aa (ON), Het (OFF)

Pexxum: FIXED (HenameHseMo)

5. Bblbepute kHonky [OK] ans coxpaHeHuss BBeOEHHbLIX NAapaMeTPOB M Bo3BpaTa B OKHO HACTPOeEK
[SETUP].

6. [ns BCTynneHus B CUy HOBbIX HACTPOeEK nepesarpysnte aHanusatop PATHFAST. [ina aTtoro
BbiGepute BbikniovyeHne [SHUT DOWN] B rnaBHom okHe ytunut [ADMIN] n cnegymnte
yKasaHusM, BbIBOAMMbIM Ha OUCTIEN.
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11. YTWUINTbI (ypoBeHb aocTtyna: 1 n Bbiwe)

B oaToi rnaBe onucbiBaloTCA nNpouedypbl  BbIKMOYEHUS npubopa, CMeHbl Monb3oBaTtens,
0GHOBMNEHNS NPOrpamMmMHOro obecneyeHunst U NPocMoTpa MHopMaLmmK o npudope.

11.1. BBepeHue

HocTtyn Kk yTunutam ocyliecTengaeTcsa vepes kHonky Ytunutel [ADMIN] B obnacti noasaronoBska.
byaeT BbiBe4EHO OKHO YTUIUT:

[(NaBHOE OKHO YTUANT

11/11/2011 14:40

(assay ) (creck ) (seTur ) (ETLDR

| SHUT DOWN

2
CS USER SWITCH
2 system

FILE UTILITY

N3 okHa ytunut [ADMIN] gocTynHbl crieqytowmne AeACTBUS UMM NPOCMOTP XpaHsLLENCs B NaMsATK
npubopa nHbopMauum:

SHUT DOWN  (BbikntoyeHue):

e BhbikntoueHve nutaHus npubopa.

IUSER SWITCH (CmeHa nonb3oBaTens):
e CwmeHa Tekywlero nonb3oBatens 6e3 nepesarpysku.

(Cucrema):

e [lpocmoTp nora none3oBaTens.
e [lpocmoTp nora cuctemsl.
e WHdopmaums o npmnbope.

FILE UTILITY| (PannoBas cnyxba, ypoBeHb aocTtyna: 4):

¢ (OOHOBMEHME NPOrpaMMHOro obecneyeHus.
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11.2. Bbikno4eHne npmnodopa

[ns BoikntoveHnst npubopa cnyxmt kHonka SHUT DOWN.

6. Bblbepute Bbikntodenne [SHUT DOWN] B rnaBHom okHe ytunut [ADMIN]. TllosiButca
coobuleHne O noATBEPXKAEHWMM BbIKIOYEHUA («Bbl OENCTBUTENBHO XOTUTE BbIKITOYUTD
npnbop?»):

BbikntoyeHue, okHo 1

11/11/2011 14:40
- SHUT DOWN :

CAUTION!

DO YOU REALLY WANT TO SHUT
DOWN?

7. Bblbepute [OK] ans BbikntoyeHus npubopa.
e Ecnu Bbl XOTUTE OTMEHUTb BbIKMIOYEHWE W NPOAOCIKUTE paboTy, Haxmute OTMeHUTb
[CANCEL] gnsa Bo3spata B rnaBHoe OkKHO yTunut [ADMIN].

8. Korga Ha gucnnee nossuTcsa coobLueHne cooblieHnem «Tenepb NUTaHNE MOXHO OTKIHOYUTbY
(NOW YOU CAN TURN OFF THE POWER) TOnbko nocne 3TOro MOXHO BbIKNMOYUTb
npméop TymGnepom.

BbikntioyeHne, okHO 2

11/11/2011 14:40
SHUT DOWN

NOW YOU CAN TURN OFF THE
POWER,
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11.3. CMeHa nonb3oBartens

KHonka CmeHa nonb3oBatensa [USER SWITCH] cnyxut gnsi cMeHbl nNofb3oBaTens, padoTtatowero
¢ npubopom. ID TekyLlero nonb3oBaTens ykasbiBaeTCs B pacneyarkax pesynbTaToB aHan3os.

1. Bbibepute CmeHa nonb3oBatensa [USER SWITCH] B rmaBHom okHe yTunut [ADMIN]. byget
BbIBEEHO OKHO CMEHbI NOoNb3oBaTens:

OKHO CMEHbI NoNb3oBaTENS

USER SWITCH

SELECT USER AND ENTER PASSWORD.
HANDHELD BARCODE READER NOW OPERATABLE

11/11/2011 15:29

PASSWORD

2. Bblbepute HoBOro nosb3oBaTensi U3 BbiNagatoLLero cnncka, Haxxae Ha none crnucka.
e MoxHo BBecTu ID nonb3oBaTensi co LTPUX-KoAa, BOCMOMb30BABLUNCE PYYHbIM CKaHEPOM
LUTPUX-KOJOB.

3. Haxmute kHonky [OK]. bBygeTr BbiBegeHa nonHas knasmatypa [Ans BBoda napons
nonb3osaTtens. Beegute napornb 1 cHoBa Haxxmute kKHonky [OK] ansa nepexofa B rnaBHOE OKHO
TectoB [ASSAY/HOME].
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11.4. Cuncrema

30€ecb MOXXHO NPOCMOTPETL loru npubopa.
1. Bbibepute Cuctema [SYSTEM] B rmaBHom okHe ytunut [ADMIN]. BygeT BbiBEAEHO OKHO NOroB
npubopa [SYSTEM], B KOTOPOM MOXHO BblGpaTb OA4HY M3 BO3MOXHOCTEN: Jlor nonb3oBartens

[USER LOG], Jlor cuctembl [SYSTEMLOG] wnm  WHdopmauma o  npubope
[INSTRUMENT INFO]:

OkHo noroB npundopa

11/11/2011 14:40
SYSTEM

USER LOG

SYSTEM LOG

| INSTRUMENT INFO.

11.4.1. Jlor nonb3oBaTens

B nore nonb3oBaTens xpaHWUTCA Takas MHMOpPMauWsi, Kak Bpemsi 3arpy3kM W BbIKMHOYEHUS
CUCTEMbI, BpEMS Havana n 3aBepLUeHMs] aHanmM30B U BpeMsi UBMEHEHUS] HACTPOEK.

1. Bbibepute JNor nonb3osatensa [USER LOG] B okHe noroB [SYSTEM]. bygeT BbiBe4EHO OKHO
nora nonb3oBaTens:

OkHo nora nones3oBaTtend

SYSTEM

11/11/2011 17:43

USER LOG
20111111 18:02 F0O1 419
20111111 15:59 AQD1
20111111 15:56 ADD2
20111111 15:55 AQD1
20111111 1541 AODD1
20111111 14:56 G010
20111111 14:56 G009
20111111 14:56 G008
20111111 14:56 GOO7
Time=20111111155541000> System StartUp
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11.4.2. Jlor cuctembl

B nore cuctembl coxpaHsieTcst Hpopmauusi 06 owmbkax, oBHapYKeHHbIX BO BpeMsi paboThbl.

1. Bbibepute Jlor cuctembl [SYSTEM LOG] B okHe noros [SYSTEM)]. byaeT BbiBeAeHO OKHO nora
CUCTEMbI:

OkKHoO flora cucTembl

SYSTEM

11/11/2011 14:40

SYSTEM LOG
20111111 17:48 HO351
2011111107:05 H0351
20111111 04:40 HO351
20111111 03:37 M0102

OTa MHpopMauuss MoxXeT NoHagobuTbCa B Criyyae Henonagok Ans nonyyYeHust KOHCynbTaumm oT
CEepBUCHON CryX6bl.

11.4.3. WHdcopmaumsa o npubope

B okHe uHdopmaumm o npnbope nokasbliBalOTCS CEPUNHBIA HOMEP Npubopa 1 TekyLas Bepcust ero
nporpammMmHoro obecneveHus.

1. Bbibepute UHpopmauma o npubope [INSTRUMENT INFO] B okHe noroB [SYSTEM]. byget
BbIBEEHO CreayoLlee OKHO:

OkHOo nHdopmaLmm o npmbope

11/11/2011 14:40
INSTRUMENT INFO.

SERIAL NUMBER :1109C1464

PROGRAM VERSION :3.00

BACK l'l' CPRINT
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11.5. ®annoBas cnyxb6a (ypoBeHb goctyna: 4)

11.5.1. ®awunoBas cnyxba

dannoeasa cnyxb6a [FILE UTILITY] — aT0 dyHKUMS OBHOBMEHMS MporpaMMHOro obecneyeHus
aHanmnsatopa PATHFAST. 310 o6HOBNEHNE MOXET ObiTb HEO6XOAMMO B CrieayroLMnX Cnyyasx:

o OO6HoBNeHWe ons paspelenns npobnem unu gobaBneHns HOBbIX YHKLNIA

e [lo6aBneHne HOBbIX aHANNTOB

1. Bbibepute dannosas cnyxb6a [FILE UTILITY] B rnaBHom okHe yTtunut [ADMIN]. Byaert
BblBEJeHO OKHO (pannoBomn Cryx0bi:

OkHO dharnoBov crnyobl

411/11/2011 14:40

UPGRADE

NEW REGISTRATION

2. Bbibepute O6HOBUTE [UPGRADE] aona nepexoga K OKHy OBHOBNEHWss nporpammbl. YTobbl
HayaTb ObHoBNeHue, BbibepuTe B 3TOM okHe CtapT [START] B naHenu HaBurauumu.

lNpumeyaHue: Pe3epsHoe KornuposaHue OaHHbIX He Moxem 6bimb OMMeHeHO 00 e2o
3aBepuIeHUs.

O06HoBnEeHue, okHo 1

FILE UTILITY |

11/11/2011 14:40
UPGRADE

START UPGRADING?
TAKES ABOUT 15 MINUTES
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3. Bo Bpemsi pe3epBHOrO KOMMPOBaHWS [aHHbIX W MOCMe €ero 3aBeplieHUs Ha AuChnen
BbIBOOATCA  crnedywolime coobuleHus («PesepBHoe  konvpoBaHue, nodoxagute» WU
«KonumpoBaHue 3aBepLUEeHO, BbIKIOUMTE Npubop, 3ameHnTe naLl-kapTy U BKIHOYUTE CHOBa»):

O0OHoBMNEHWE, OKHO 2 O0OHoBNEHUE, OKHO 3

FILE UTILITY FILE UTILITY

11/11/2011 14:40 11/11/2011 14:55

UPGRADE UPGRADE

DATA BACKUP IN PROGRESS... |:> COPYING DATA COMPLETED.
SHUT DOWN AND POWER OFF.
SET UPGRADE USB AND

PLEAGE WAIT POWER ON THE SYSTEM.

Mocne nosBneHus nocregHero coobuleHns BblkNouMTEe npubop (kHonka BbIknounTb
[SHUT DOWN] B naHenu Hasurauuu). Npouenypa BbIKNIOYEHMA onvcaHa B pasgene 11.2
«BbikntoyeHne npudopanr.

4. T[locne BbIKMOYEHNs Npnbopa 3aMeHUTEe YCTAHOBIIEHHYIO B HEM (DII3LL-KapTy Ha HOBYHO.
5. TlpogomkeHne obHoBneHus MO:

Ecnn HeobxooumMo npoaomkute OOGHOBREHME nporpaMMHoro obecneyvyeHus, Ha gucnnee
nosiBUTCA cneaytoulee coobuwieHune: «Mpogomknte obHoBneHne MO? Buibepute [OTMeHa] ons
BbIxoJa n3 obHoBNeHus

O6HoBNEeHne, okHo 4

FILE UTILITY

11/11/2011 14:55

UPGRADE

CONTINUE UPGRADING?
SELECT [CANCEL] TO ABORT
UPGRADE.

Ins npogomxkeHns Boibepute [OK].
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6. locne BbiGopa [OK] Ha aucnnen BbIBOOATCA cnegywowme coobuweHuns:  «[laHHble
3anucbiBatotes. MNMogoxante» n «O6HOBNEHWE 3aBepLUEeHO. BbikntounTte npubop 1 oTKoUnTe
nUTaHUE».

O0OHoBMNEHWe, OKHO 5 O0OHoBNEHUE, OKHO 6

FILE UTILITY FILE UTILITY

11/11/2011 14:55 11112011 15:10

UPGRADE

WRITING DATA... : UPGRADE COMPLETED.

— PLEASE SHUT DOWN AND
POWER OFF,

PLEASE WAIT.

7. Tlocne oTkntodeHnsa npubopa yaanute USB HocuTenb 1 NOAKIMIOYUTE Hasagd PyYHOW CKaHep
LUTPUX-KOAOB, 3aTeM BKMOYUTE MHCTPYMEHT. YbeauTtecb, 4to oOHOBNeHwe [1O npowno
BblGopom kHoMok YTunutbl [ADMIN], 3atem nor cuctemol [SYSTEM], 3atem NHdopmaums o
npubope [INSTRUMENT INFO].

11.5.2. [Jo6GaBneHune aHanuTa

B okHe [o6aBneHne ananuta [NEW REGISTRATION] MOXHO [oGaBuTb napameTpbl Ans
TecTupoBaHus 6e3 NonHOro 0GHOBMAEHNS MPOrpPamMmel.
Onsa atoro Heob6xo4MMO MCNonNb3oBaTh KApPTOYKy BBOAAa HoBoOro napametpa [ITEM PARAMETER
DATA SHEET] 1 py4HOI CkaHep LUTPUX-KOO0B.

KapToyka BBOAA HOBOro napameTpa

[ ITEM PARAMETER DATA SHEET |

PATHFAST XXXXXX

ITEM No:XX

Itemn Parameter Ver @ XX)XXXXXXXXX

\\

CO
@ |
(3D | NN N MR
@RI

(5D 1NN R MR

J

MITSUBISHI CHEMICAL MEDIENCE CORPORATION
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an noABIE€HNN HOBbIX peareHToB NOABIAKTCA COOTBETCTBYHOLLUE UM KapPTOYKN.

1. Bbibepute [obaeneHne aHanuta [NEW REGISTRATION] B okHe dhamnoBon cnyxbbl [FILE
UTILITY]. ByneT BbiBeAeHO criegytowiee okHO ¢ coobuieHnem: «Heobxogumo nepesarpysvTb
cuctemy nocne gobaesneHusa aHanuta. MNpoaomknTe?»

[JobGaBneHne aHanuTa, okHo 1

FILE UTILITY

11/11/2011 14:40
NEW REGISTRATION

CAUTION!

IT IS NECESSARY TO REBOOT
THE SYSTEM AFTER PROCESSING
NEW REGISTRATION.

DO YOU WANT TO CONTINUE?

2. Bbibepute [OK] u OobaBneHne HoBoro napametpa [ADDING ITEM PARAMETERS] B okHe
[obasneHnsa aHanuta [NEW REGISTRATION]. lMpu atom Ha aucnnen OyayT BblBeOEHb
cneayowme okHa ¢ coobuieHmamu: «[JobaBneHmne napameTpar»

[JobaBrieHne aHanuTta, OKHO 2

FILE UTILITY

11/11/2011 14:40
NEW REGISTRATION

ADDING ITEM PARAMETERS

SHUT DOWN
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n «CuntanTte WTPUX-KoObl C NapaMeTpPUYECcKon KapTOYKM C MOMOLLLID PYYHOrO CKaHepa LUTPUX-
kKogoB. Cumtante wrpux-kog Nel»:

HobaBneHne napameTpa, OkHO 1
NEW REGISTRATION

HANDHELD BARCODE READER NOW OPERATABLE
11/11/2011 14:40
ADDING ITEM PARAMETERS

READ BAR-CODE DATA IN "ITEM
PARAMETER DATA SHEET" USING A
HANDHELD BAR-CODE READER.

0%
[ ]
READ BAR-CODE OF NO.1

3. Cnepynte MHCTPYKUMAM MO O6palleHuo ¢ NnapameTpUYeckon KapTOYKOM U CKaHEePOM LUTPUX-
KogoB Ha aucnnee: «Cumtamte WTPUX-KOAbI C MapamMeTpuyecKkor KapTO4YkM C MOMOLLBIO
PYYHOro CKaHepa WTpux-kogos. Cuntante wrpux-kog Ne2y.

HobaBneHne napamMmeTpa, OKHO 2
NEW REGISTRATION

HANDHELD BARCODE READER NOW OPERATABLE
41/11/2011 14:40
_ ADDING ITEM PARAMETERS

READ BAR-CODE DATA IN "ITEM
PARAMETER DATA SHEET" USING A
HANDHELD BAR-CODE READER.

176
17%
—_— ]
READ BAR-CODE OF NO.2

4. Tlocne 3aBepLieHna CHNTbIBaHNA BCeX WWTPUX-KOAOB Ha 3KpaHe NoABUTCA noarBeplaarliee

cooOLLeHune:

AaHHble?» Haxmute [OK] anga 3aBepLueHus.

«CumnTbiBaHME LUTPUX-KOOOB 3aKOH4YMITIOCb HOpMalibHO. XoTnute p[obaBuTb
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[HobaBneHne napameTpa, OKHO 3

NEW REGISTRATION

11/11/2011 14:40
ADDING ITEM PARAMETERS

BAR-CODE ENTRY COMPLETED
NORMALLY. DO YOU WANT TO ADD THIS
DATA?

Test##

ox J omos)

5. locne atoro Heobxooumo nepesarpy3uTb npubop, Ana 4ero Heobxoaumo BbIGpaTb
BoikntoyeHne npubopa [SHOOT DOWN] B rmaBHOM MEHIO W OTKIIOYMTb, @ 3aTeM CHOBa

BKIHOYMTb Nprbop.
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12. AHAJIU3 MNMPOBbLI MO 3AMNMPOCY (ypoBeHb poctyna: 1 m
Bbille)

B aToi rmaBe onvcbiBaeTcA npoueaypa aHanmsa npob naumMeHToB Mo 3anpocam OT ynpaBnsoLwero
KoMnbtoTepa C wucnonb3oBaHneMm |ID npobGbl (SID) B kavecTBe uHAekcupywowero knwodva. O
noaroToBKe K aHanusam cM. rnaey 5 «[loaroToBka K aHanuM3am U OCHOBHbIE onepauuny.

12.1. MpoBepka AeNCTBUTENbLHOCTU KanMbpoBKN U KOHTPONS KayecTBa

1. lpoBepbTe TrOAHOCTb  [AaHHbIX KanubpoBKM U KOHTPONS  KayecTBa [AnA  BCeX
3aperucTpMpoBaHHbIX aHanNMTOB B OKHE COCTOSIHUSA KanubpoBKM W KOHTPOMs KayecTsa,
[CAL/QS STATUS], Bblbupas aHanuTbl B rnaBHOM OkHe TectoB [ASSAY/HOME]. (Ecnu
YHKUMA  BNOKMPOBKM  KOHTPONSA  KavecTBa  OTKMOYEHa, TO  MNpoBepbTe  TOMbKO
AENCTBUTENBHOCTb KannbpoBKu).

CocTosiHMe KanMbpoBKN U KOHTPONS Ka4yecTBa

ASSAY/HOME .

PUSH START BUTTON TO ASSAY

11/11/2011 14:40

r P (creck ) (sETup ) (ADmin )
P— | ;-LQEAGE.«HQQLEL SAMPLE INFO
! cTnl

JOT pearcHTa [—»1011210219  CAL 23/11/2011 12AYS—_ | e T

O e TOOHOCTH
QC EXP

KamubpoBKa, | — \
KOHTPOIIb JaTa OKOHYAHUSA

KavucecTBa TOJHOCTH

lMpumevaHue: [ns mecmos, e2de OdelicmeumeribHble OaHHble Kanmubposku uiau KOHMPOIs
Kadecmea omcymcmeytom, riocre 3arycka rnakema aHanuszoe bydem ebigedeHo coobweHue ob
owubke. Umobbl npodormKumes B8bINOSIHEHUE aHanu3oe, ydanume 3anpoc O0ns amou nosuyuu.
lMeped 3anyckom aHanusa npobbl nayueHma ebirnonHUme adanui Kanubpamopos u/unu
KOHmMposnbHbix npob. [leped nonyd4eHuem KomaHO OmM  ynpaenswoue20 KoMrbomepa
pekomeHdyemcs nposepums delicmeumesibHOCMb KanubposKku u KOHMpOosisi kadyecmea Onsi 8cex
3apeaucmpupo8aHHbIX MeCMmos.

12.2. NMony4yeHune nHdopmaumum o npodbe

UHdopmauuio o npobe MOXHO nonAyynTb NO 3anpocy K ynpaBnsiolemMy KOMMbKTEPY C
ncnonb3osaHmem ID npobbl (SID) B kayecTBe kntova. Huxe onucaHa npouedypa nonyyYeHus
3anpocoB 1 gpyron nHpopmaumm gns npob naumeHToB.

AHanusaTtop PATHFAST moxeT nonyyaTb crieaytoLlyto nHdopmauuio o npobax:
e |D naymeHTa
e Wm4 naumeHTa

e [lata poxaeHus (He oTtobpaxaeTca Ha gucnnee npubopa)
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e [lon (He oTtobpaxaeTca Ha gucnnee npunbopa)
e Homepa TecToB (OToGpaxaroTcsa Ha gucnnee npmubopa kak Kogbl aHannToB)

1. B npaBoMm yrny naHenu Hasuraumm B rnaBHOM OKHe TecTtoB [ASSAY/HOME] pacnonoxeHa
kHonka 3anpoca [QUERY].

e OTa KHOMKa MOSIBNSETCA TOMbKO B TOM Criyyae, ecnv B HaACTpoMKax CBSA3M C
ynpaBnsaoLwmMM KOMNboTEPOM BblbpaH pexum ASTM.

[NaBHOE OKHO TECTOB

ASSAY/HOME

PUSH START BUTTON TO ASSAY.

11/11/2011 14:40

IS (crecx | (sETup ) (Aowin |

f REAGENT STATUS|| SAMPLE INFO.

cTnl Myo CK-MB

2. Bbibepute kHonky 3anpoc [QUERY] ans Bxoga B crnepgytoliee OKHO 3anpoca OT MaBHOro
komnbtoTepa (coobueHne: «Cumtath ID Npobbl pyYHbIM CKAHEPOM LUTPUX-KOOO0BY):

OkHo 3anpoca 1

ASSAY/HOME

HANDHELD BARCODE READER NOW OPERATABLE..

11/11/2011 16:23
HOST QUERY

CAPTURE SID BARCODE DATA WITH
HANDHELD BARCODE READER

SID

3. Cuutante wWTpux-Kog npobbl, YToObl Nony4nTh ID Npobsbl.

135



PATHFAST - PykoBoacTBO nonb3oBartens, Bepcus 3.00E

COMPACT

CunTtbiBaHWE LUITPUX-KOAA PYYHBIM CKAHEPOM

4. Ecnu ckaHep He MOXeT cuuTaTb LUTPUX-KoA uUnu xe Bbl xotute BBecTu ID npobbl Bpy4HYO,

HaXMuTe Ha none seoaa ID I'Ip06bl, 4YTOObI BbIBECTU HA auecnnen NONHYK0 KnaBnaTtypy:

e [InvHa: 1 — 20 cMMBOIIOB C NOSHOM KraeuaTypbl. [JonycTumbl BCe CUMBOIbI, BKIKOYas npoben.

| SAMPLE

11/11/2011 14:40
SAMPLE INFO.

SID

( | fois

Y2j3seelmeigeeE

qjwjlejir)itly)u)bie)m)iti]

alfs)fa)(ta) b))l (10302

2] fx] (e v) o) n)m) ) () (=) (1))
Shift | Space BS J

[NonHaga knaBuaTypa

5. Bbibepute [OK] Ha nonHom knasmaType ANA BbiBOA4A Cregylowero noATBEpX4atoLero
coobueHns: «3anpocuTb rnaBHbIn KoMmnbioTep 06 ID npobbl?» u «CBA3b C rnaBHbIM

KOMMNbOTEPOMY» !
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OkHo 3anpoca 2 OkHo 3anpoca 3

ASSAY/HOME ASSAY/HOME

HANDHELD BARCODE READER NOW OPERATABLE..

11/11/2011 16:22 11/11/2011 14:40
HOST QUERY HOST QUERY
COMMUNICATING WITH HOST...

QUERY TO HOST COMPUTER WITH
FOLLOWING SID?

SID

(12345678

“ox J cance

6. Mocne ToOro, kak WHoOpMauuMss O npobe C YNpaBfsOWEro KoMmnbloTepa Momy4YeHa,
aBTOMaTMYECKWN BbIBOAMTCS MOKA3aHHOE HWXE OKHO MHGopMauuu o npobax. B atom okHe
aHanuTbl (TecTbl) 1 ID Npo6 MM COOTBETCTBYIOLLME AaHHbIE O NauMeHTax paccTaBnsTCs Mo
No3nUMAM B MOMYyYEHHOM OT KOMMbloTepa Nnopsiake.

OKHO MHdopMaLMK o npobax

SAMPLE

PUSH START BUTTON TO ASSAY.

REAGENT STATUS | [ SAMPLE INFO 1

cTnl PATIENT Hct% 40.0

0010807
—— 0010807 P
CK-MB PATIENT
0010807
PATIENT Hct% 40.0
PATIENT
PATIENT Hct% 4

BHumarue: Ecnu 3anpocbkl MofydyeHbl OmM yrpasrsioweao KoMmrsomepa, Kaxoomy mecmy
HasHauyaemcs Heu3MeHsieMasi rno3uyusi, Kak rokasaHo Ha pucyHke ebiwe. Cnedyem ycmaHoeums
KapmpuoXu ¢ pezeHmamu U npobbi MayueHmos coomeemcmeeHHO Ha3HaYeHHbIM MO3UUUSIM.

137




PATHFAST - PykoBoacTBO nonb3oBartens, sepcus 3.00E

e Bbl moxeTe BblbpaTb, kakas vHdopmauusa byaeT nokasaHa B 9TOM OKHe B KadyecTtBe ID
npobbl (nogpobHee cMm. B pa3gene 10.6 «HacTtponkm UCT»):
e ID npobsl (SID)
¢ |ID naumeHTa (PID)
e Wmda naumeHTa

7. Ecnu B okHe nHdopmauumn o npobax ocTalTcsl He3aHATble No3uummK, Bbl MoxeTe 3anpocuTb OT
ynpaBnsAoLLEro KOMNbIOTEPa 3a8BKY Ha Apyryto npoby.

Bbibepute kHomky CoctosiHne peareHToB [REAGENT STATUS] B [MaBHOM OKHe TecToB

[ASSAY/HOME] 1 noeTopuTte warn 1 — 6, onMcaHHbIE BbILLE.

e Ecnun aHanusbl He MoryT GbITb NpOBeAEHbl OQHOBPEMEHHO, ByayT 3anonHeHbl CBOOOAHbIE
TPEKM OPYroro naketa aHanmsoB. OTW aHanu3sbl ByayT XpaHUTBCS BO BHYTPEHHEN NaMSATU
npoTokona.

8. Ecnu 3anpoc oT ynpaBnsitoLEero KomnbloTepa He MOfyvYeH WM NOSTlyYeHO CRAULLKOM MHOro
3anpocoB, Ha AUCNIen BbIBOAATCS cneaytoLime coobLieHmns:

e Ecnu 3anpoc He nony4yeH:
3anpoc He nony4yeH. MNpoeepbTe ID Nnpobbl [NO ORDERS RECEIVED. CHECK SID]

e Ecnu nony4eHo CNunLLKOM MHOMO 3arnpocoB:
MpeBbIleHO MakcumarnbHoe Yucno TecToB. lNepeHecuTe 3Ty Npoby B criedyowmnii naket
aHanusos [EXCEED CAPABLE TEST NUMBERS. ASSAY THIS SAMPLE IN NEXT]

N36bITOUHbIE 3aNPOChl XpaHATCS BO BHYTPEHHEN NamsiTh 4N TECTUPOBaHMUS. .

Kpome Toro, ecnvn Bo Bpemsi CBA3N C yrnpaBnAoLWMM KOMNbIOTEPOM BO3HUKHYT OLLMOKK, Ha
aucnnen BbIBOAATCS COOTBETCTBYHOLME CoobLeHna o6 owmbkax n kogpl owmnbok. bonee
noapo6bHo cMm. B pasgene 14.4 «CoobLeHus o6 ownbkax».

9. llocne OKOHYaHWMA MOMyYeHUs KOMaH4 OT YMpaBnsloLWero KoMMbioTepa npoBepbTe
NMHpopMaLMIO ANa Kaxaon npobbl B okHe nHgopmaumm o npobax [SAMPLE INFORMATION].
[na npocmoTpa nogpobHocTen ANa Kaxgon nosnuumn Bblbepute HyxHbi Tpek [LANE NO.].
BbyaeT BbiBEgeHO OKHO pedakTnpoBaHusi MHgopmMauum o npobe [EDIT INFORMATION]:
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OkKkHO pefakTMpoBaHusa nHdopmaumm o npode

SAMPLE

HANDHELD BARCODE READER NOW OPERATABLE

19/12/2011 09:31
SAMPLE INFO.

cTnl

SAMPLE  PATIENT

TYPE WHOLE BLOOD

Hct% (400 |

SID (00228411303 )
PID 00000001

PATIENT  William. Ford

NAME

[ pEL |

10. Ons ypaneHua wHdgopmaumm o npobe Bbibepute Ypanutb [DEL]. Byger BbiBegeHo
cooblueHne: Yaanute nHgopmaumio n3 nosuummn? « DELETE LANE INFORMATION?»
YUTtoObl noaTBepanTh yoaneHne nHgopmaumm o npobe naumeHta, Haxmute [OK]. Bbl moxeTe
npoBepuTb B OkHE MHopmauum o npobax [SAMPLE INFORMATION], 4yto nHdopmauus B
3TON NO3NLUK yaaneHa.

11. YTOObl M3MEHMTb 3HAYEeHMe remaTokpuTa ans npobbl, HaxXmuTe Ha none BBoga Hct% wn
BBeANTE HOBOE 3HAYeHue C NOABUBLLENCSH LIMGPOBON KnaBuaTyphbl.

e [onyctumbin nntepsan: 0,0 — 60,0 (ncxogHoe 3HaveHue: 40,0).

e Ecnn npoba He pacnosHaHa kKak npoba LUenbHOM KpOBW, 3HA4YeHMe remaTokpuTa Ha
aucnnee He otobpaxaeTcs.

BHumaHue: He pedakmupytme |ID npobbl 8 no3uyuu, Ha3Ha4YeHHoU  yrnpasrisiouum
KOMMbOMepPOM.

12. BbINonHUTE TaKyto e Npoueaypy ANs BCeX ocTarnbHbIX NP6 LienbHON KpoBMK.

13.Tlocne npoBepkn BCEX AaHHbIX BEPHUTECb B OKHO WHGopmauun o npobax [SAMPLE
INFORMATION] anga noAroToBKKM K 3aMycKy naketa aHanm3os.
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12.3. NMoarotoBka npudopa u npo6

12.3.1. YcTaHOBKa KOHTelHepa Ans oTpa6oTaHHbIX HAKOHEYHUKOB

Mepen noarotoBkoM Npo6 M peareHTOB MNpPOBepbTe, HEe COAepXaTca N B KOHTelHepe
UCMOMNb30BaHHbIE HAKOHEYHUKN.

Ecnu HeO6XOD,I/IMO, OnopoXHuTte KOHTeIZHep n Bbl6pOCbTe MCrnonb3oBaHHblE HAKOHEYHUKWN, 3aTEM
yCTaHOBUTE KOHTeIZHep a4 ncnoJsib30BaHHbIX HAKOHEYHUKOB Ha MECTO.

lMpumeyaHue: KoHmeliHep cnedyem 3ameHsImMb 4epe3 KaxOble 20 nakemos aHanu3oe usu
exeHedeslbHO.

YcTaHoBKa KOHTENHEpPA A51s1 0OTpaboTaHHbLIX HAKOHEYHNKOB

12.3.2. MoparotoBKa Nnpo6

Tunbl I'Ip06 (Ll,eJ'IbHaFI KpOBb, Mnnasma uiun CblBOpOTKa), AHTUKOArynaHTbl U 00BbEMBI I'Ip06 3aBUCAT
OT KOHKPETHOro Tecra. I'Io,u,po6Hee CM. BO BKnagblilax K COOTBETCTBYHOLLUMM peareHTam.

Mpun 3a6ope nNpob n nx obpaboTke cnegynte 06LUM MHCTPYKLUSAM NO TEXHUKE 6e30nacHOCTH.

12.3.3. lNMoparoToBKa KapTpuUaXXen ¢ peareHTamMm U UX ycTaHOBKa B nNpubop

Mpn noAroToBKE KapTpuokem C peareHTamy NS BbINOSIHEHMS aHanu3oB cobnwogante
npuBeaEHHbIE HUXE Mepbl MPeaOCTOPOXHOCTH:
e Bo wusbexaHue KoHTaktTa € peareHTamu wunu npobamy nonb3ynTecb 3alMUTHLIMU
nepyaTkamu U Mackom.
e BbIinonHaNTe aHanuabl BCKOpPe MNOCMe M3BIIEYEeHUA KapTpuaxenm u3 xonogurbHuka. He
OCTaBNANTE KapTPUAXN BHE XONOAMUITbHMUKA Ha NMPOLOIDKUTENTbHOE BPEMS.
e CnegynTe MHCTPYKUMAM, NPUBEAEHHBLIM BO BKNadblwe K Habopy peareHToB.

1. W3enekute KapTpuoXKu C peareHTamu 13 xornoaunbHuka. BectaBbTe Tpebyemble ANs aHanvMsos
KapTpuaXkv B kKacceTy ANs KapTpuaken n 3aaBuHbTE UX 0 yropa.

Mpu ycTaHOBKe KapTpumKen B kKacceTy cobniogaiite criegytolime mepbl NpeaoCTOPOXKHOCTY:
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o [lepkute KapTpumku TONbKO 3a Kpas. He npukacantecb nanbuamMn K 3alLMTHOW
antoMUHNEBON ¢onbre N U3MeEpUTESIbHOW A4verike. ATO MOXKET MPUBECTU K OLIMBOYHLIM
pesynbTaTam.

e Cnegute, 4TobObl B UI3MEPUTESBbHYIO AYENKY HE Nonaganu Kannu CntoHbl (Npy Bbligoxe). 3To
MOXET NPMBECTU K OLUMBOYHBIM pe3ynbTaTam.

e He ncnonb3ynte KapTpuaXun, ecnu OHWM CryvyarHO ynanu Ha nos. 310 MOXeT NPUBECTU K
OWMBOYHBIM pesynbTaTam.

e [lepen BbINONHEHMEM aHaNM30B yaanuTe Ny3blpbkM BO3AyXa M3 SHEEK KapTpuaKa v kanmm
C BHYTPEHHEN CTOPOHbI artoMUHMEBOW (OOSbIM, OCTOPOXHO MOCTYy4aB KapTpUAXKEM O
NNOCKY MOBEPXHOCTb.

BcTaBka kapTpumoka ¢ peareHTamMmu B KacceTy

2. BHecute npobbl B sderikn ang npob kapTpuaken OO METOK BHYTPU S4eeK C MOMOLLbHO
nuneTkn unn gosaTtopa. lNepea Havyanom aHanusa yaanure U3 S4enku nysbipbkn BO34yXa.

Avelikn ans npob

BHeceHue npob B A4Yenku

BHumaHue: Ecnu komaHObl mony4YeHbl om yrnpaensoue20 KoMmrbiomepa, Kaxoomy mecmy
Ha3Hadyaemcs HeusMeHsieMasi no3uyus, Kak rnoka3aHo 8 okHe uHgopmauyuu o npobax. Cnedyem
ycmaHo8Umb Kapmpudxu ¢ pe2eHmamu U rnpobkl nayueHmos coomeemcmeeHHO HasHa4YeHHbIM
no3uyusim.
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3. OTKpoWTe NepeaHIo KPbILWKY NprMbopa M yCTaHOBWUTE KacceTy C KapTpuopkamu TOYHO Ha
MecTo.

YcTaHoBKa KacceTbl C KapTpumakamu B Npnbop

12.3.4. YctaHOoBKa oaHOpa30BbIX HaKOHe4YHUKoB PATHFAST

Ucnonb3synte B aHanusatope PATHFAST Tonbko cneuwanbHO npegHasHadeHHble Onsi Hero
OHOpPa30Bble HAKOHEYHUKN.

I PATHFAST TIP ‘.
210 Fige- (42 Tips « Stksnes |

HakoHe4yHukun PATHFAST
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1. WN3BnekuTe HOBble HAKOHEYHVMKM W3 YMAKOBKM W YCTaHOBUTE WX B KacceTy Ans
HaKOHEYHMKOB (TONbKO B T€ MO3MLUUK, B KOTOPLIX B KacceTe ecTb kapTpwkan). [lencTeyite
OCTOPOXXHO, YTOObI N36GEeXxaTb 3arpsA3HEHUSI UMK NOBPEXOEHUS KOHLIOB HAKOHEYHUKOB.

YcTaHoBKka HakoHeYHnkoB PATHFAST

2. llocne ycTtaHOBKM OQHOPa30BbIX HAKOHEYHWMKOB B KacceTy 3akpomTe A0 yrnopa nepenHio
KpbILUKY npubopa.

E =
b -

L — 5
-

»

— —

N —

\ rT O —— -

3akpbiBaHMe nepeaHen KpbILLKK
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12.4. 3anycKk naketa aHan1M3oB U BbINOJIHEHUE aHanuM3oB

12.4.1. 3anyck nakeTa aHanusoB

1. Ona 3anycka aHanm3oB HaxmuTe kHOnKy «CTAPT» (START) Ha nepegHen naHenu
npunbopa.

BHumaHue:

3anyckaitime aHanu3 npob6 HemeOseHHO mnocsie ux nodzomoeku. OcaxOeHue KpOBsIHbIX
Knemok e npobax uesnibHOU Kpoeu usiu ucrnapeHue npob Moxem rnpueecmu K He8epHbIM
pe3ysibmamam aHasnu3oe.

lNepen HenocpeAcTBeHHbIM Hadasniom aHanm3oB aHanu3atop PATHFAST BbINOSIHAT HECKOSBbKO
npoBepok. NMpn obGHapyXeHun kakmx-nmbo Henonagok OyoeT BbiBe4eHO coobuieHne o6 owwmnbke.
He otxoauTe oT npubopa, 4ToObl MMETb BO3MOXXHOCTb NPWY HEOBXOAUMOCTU NPEANPUHATL HYXXHble
AEVNCTBMSA B 3aBMCUMOCTM OT KOHKpPETHOro coobeHnsa ob owmnbke. NoapobHible ceBegeHnsa 06 aTmx
coobueHnsax cMm. B rnaese 14 «PaspelwweHne npodnemy».

2. Bo BpeMsi BbINOMHEHMS aHANM30B Ha gucnnen OyaeT BbIBOAUTLCS CrieaytoLLee OKHO:

OKHO BbINOSIHEHUSA aHANM30B

SAMPLE

ASSAYING... COMPLETE IN 16 MIN

19/12/2011 08:03

[assay JETZATE S
REAGENT STATUS ( SAMFLE INFO ]
cTnl PATIENT
201112190001
cTnl PATIENT
201112190002
d cTnl PATIENT
201112190003
cTnl PATIENT
201112190004
NOT USED
NOT USED

e [locne 3anycka aHanu3oB aHanu3atop PATHFAST npoBepseT KapTpuXkau C peareHTamu,
aHanuTbl M Tunbl Npob (LenbHas KpOBb WMNW ApYyroe) B KaXAoW nosvummM n BbIBOOUT
MHopMaLmIo, NOKa3aHHY Ha pUCYHKe Bbiwe. Ecnu npoba He pacno3HaHa Kak uenbHas
KpOBb, 3Ha4eHne remaTokpuTta (Hct%) ans Heé He nokasbiBaeTcs.

3. [aHHble o0 npobax MOXHO pefakTMpoBaTh Nocne 3anycka naketa aHanm3os.

Ana atoro Bbibepute Homep Tpeka [LANE NO.] B okHe nHdopmauun o npobax [SAMP;E
INFORMATION] wu BbinonHuTe warn 2 — 6 pasgena 6.2 «PegaktupoBaHue fgaHHbIX AN
npoobI».

BrumaHue: He pedakmupytime ID npobbl 6 no3uyuu, HasHa4eHHoU yrpaesnsouwum
KOMIbOMepOoM.
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lMpumeyaHue: Cnedyem 3agepuwiums pedakmuposaHue OaHHbix Orid npob A0 OKOHYaHUs
BbINOIHEHUS Nakema aHasiu308. Ecnu Ha MOMEHM OKOHYaHUsl aHasu3oe Ha ducrinee 6ydem
omobpaxambcsi OKHO pedakmupoeaHusi uHghopmauyuu o npobax [EDIT INFORMATION],
usMepeHHble pesynbmambl Ha rfnedYambs He ebleodsmcs. [Npubop ebieedem coobuieHue ¢
3anpocom, b6ydeme nu Bbi npodomkamb pedakmupogaHue OaHHbIX unu Hem. Cnedytime
UHCMPYKUUSIM, rosienisiiowumcsi Ha oucrinee.

12.4.2. BbiBOA pe3ynbTtaToB

Mocne 3aBeplieHWs nakeTa aHanuM3oB MW3MeEpeHHble pe3ynbTaTbl

pacne4yaTblBalOTCA Ha

BCTPOEHHOM MNpuHTEpPE, N Ha aucnnen BolBOANTCS rMaBHOE OKHO TECTOB.

lMpumevaHue: Ecnu npubop HacmpoeH Ha rnepechblsiKy pes3yribmalrmos Ha BHEWHUU KoMIbomep,
ama riepechbliika ocyuwecmesidemecs 00 ux nedyamu.

Hwxe nokasaH npumep pacnevyatku pesynbTaTa ans npoobl.

Pacneuartka gaHHbIX

DATE: 19/12/2011 16:40
SAMPLE ID: 201112190011
LANE: 1
cTnl

0.058 ng/mL
REMARK: DF
TYPE: WB (40.0 %)
SAMPLE: PATIENT
PATIENT ID: A1300901
PATIENT NAME: John K. Washington
BIRTH DATE:1965/12/25
PATIENT SEX:M

INSTRUMENT SERIAL:1109C1464
OPERATOR ID: USER1
REAGENT LOT: 1011207348
CALIBRATED ON: 16/12/2011

OnucaHune

«— Bpemsa Hayana aHanusa

<« |ID npobbl

«— Homep Tpeka

«— Ananut

«— PesynbTtat, eanHULbI N3mepeHuns

«— [MpumeyaHus, pasgensaoTcs 3anaTbiMu

<« Twun npoO6sbl, LenbHasa KPOBb, 3HAYEHNE reMaTokpuTa

« [Npoba (MauneHT)

N« ID nauueHTa

MHdopmauusa o nauneHTe (Mms, aata poxaeHus, non)

C yrnpaBnsioLero kKoMnboTepa

«— CepunHbii Homep npubopa
«— ID onepaTtopa
«— Homep nota peareHToB

«— [ata kanubpoBku

145



PATHFAST - PykoBoacTBO nonb3oBartens, Bepcus 3.00E

12.4.3. W3Bne4yeHue UCNosnb30BaHHbIX KAPTPUAXKEN U HAKOHEYHUKOB
1. W3Bne4yeHune ncnosnb3oBaHHbIX HAKOHEYHUKOB:
N3Bnekute KOHTeIZHep ana uncenonb3oBaHHbIX HAKOHEYHUKOB W3 npm6opa n Bbl6pOCbTe

NCMOoNb30BaHHbIe HAKOHEYHWUKW. pu yTUNM3aLmMm HaKOHEYHUKOB CreaynTe COOTBETCTBYOLLUM
HopmaTtumBaMm. Nocne onopoXXHEHMs ONATbL YCTaHOBUTE KOHTeNHep B Npubop.

lMpumeyaHue: 3ameHstime KoHMelHep Ha HO8bIU nocre Kaxobix 20 nakemoe aHanu3oe usnu
eXXeHeHOes1bHO.

KoHTenHep Ansg ncnonb3oBaHHbIX HAKOHEYHUKOB

2. W3Bne4veHune Ncnosib30BaHHbIX KaprM,D,)KeVIZ

N3Bneknte kacceTy AOna kapTpuaken mns npubopa M BbiHbTE W3 HEe WUCMNONb30BaHHbLIE
KapTpuoku, crnerka npunogHsB WX 3a Kpah W MNOTAHYB Ha cebsa.  YTunuaupynte
NCNoNb30BaHHbIE KapTpuakun. [JencTBynTe OCTOPOXKHO, YTOObI HE NPONUTL Kanin peareHToB 13
KapTpuopken. lMpyn yTunmsaumm KapTpuoken crnegymte MecTHbIM HopMaTvMBaM yTunmMsauum
OMonorn4ecknx OTXoao0B.
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13. TEXHUYECKOE OBCNY>XXUBAHUE

B aTtoii rmaee onucaHbl npoueaypbl NEpPUOANYECKOr0 TEXHUYECKOro OOCMYXMBaHWA UM 3aMeHbI
pacxoaHblx MaTepuanoB. Mpu BbIMOMHEHUM TEXHUYECKOrO OGCNYXXMBAHUS BbIKMHOYMTE NPUGOP U
NoNb3ynTecb COOTBETCTBYIOLMMUN CpeacTBamMm 3almnThbl (NepyaTku, odku, nabopaTopHble xanaTbl

nT.4n.).

Mpnbop, KOMMMEKTYOWME U pacxodHble MaTepuanbl HeobxoaMMO cofepkaTb B uuctoTe. [ns
3anucerr 060 Bcex BbIMNOMHEHHbIX npoueaypax Begute  «XXypHam  TexHU4YecKoro
obcnyxusaHusi», o6paseL, KOToporo NpMBEAEH BO BBOAHOM YacTu HacTosiLero PykoBoacTea.

Mpouenypa ouuctkm npubopa onmcaHa B n.13.1.1. ExeHegenbHoe TexHU4YecKoe
o6cnyxumBaHue n 13.1.2. ExxemecsiuHoe TeXHUYECKOoe O0GCcnyXnBaHume.

[na ounctkm npnbopa Mcnonb3ymnTe TONbKO CpeacTBa, nepedncreHHble B rnaee 13 TexHnyeckoe
obcnyxuBaHme. Ecnn Bbl HamepeHbl UCNONb30BaTb Apyrne CpeacTBa, npeaBapuUTeNnbHO
NMPOKOHCYNbTUPYNATECH C aucTpmnbbtoTtopom PATHFAST.

Ecnu npubop HyxgaeTcs B peMOHTe unu 3ameHe obpalantech Kk auctpmbbiotopam PATHFAST B
Bawewn cTpaHe. lNepen Tem kak oTnpaBuTb NPUOGOP B PEMOHT WM Ha 3aMeHy, MnoXanymncra,
npoBeguTe ero o4ynmctky cornacHo n.13.1. TexHu4eckoe ob6cnyxuBaHuWe, BbINOJIHAEMOe
nonb3oBaTenem.

13.1. TexHu4eckoe obcnyxxmBaHue, BbINOSIHAEMOE Nosib3oBaTenem

13.1.1. ExeHepenbHoe TeXHUYeCKOe obCnyXuBaHue

1) 3ameHa koHTenHepa Ans oTpaboTaHHbIX HAKOHEYHNKOB:
3aMeHsaNTe KOHTEMHep exeHeaenbHO wunu nocrne Kaxabix 20 nakeToB aHanui3os, B
3aBMCUMOCTM OT TOrO, YTO NPOM3ONOET paHbLLE.

2) YucTka KacceTbl ANA KapTpULXKeEn:
MpoTpuTe KacceTy TKaHb, CMOYEHHOMW 3TUNOBLIM CMIUPTOM.

3) YucTka NnoBEpPXHOCTU CTONMKA:
MpoTpuTE NOBEPXHOCTb CTOMMKA TKAHBbK, CMOYEHHOMW 3TUMOBBLIM CIIMPTOM.

KoHTenHep ansg HakOHEYHUKOB KacceTta ana kapTpuakemn
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| rnbl npoGONHMKOB (NOA, KOXYXOM)

MoBepxHOCTL cTONMKA

KacceTa ona HaKOHEYHUKOB

13.1.2. ExemecsiuHOe TexHU4Yeckoe obcnyxuBaHue

Cnepnytowme npoueaypbl HE06X0ANMO BbIMOMHATE EXXEMECSYHO.

1)

2)

3)

YucTtka npubopa cHapyxu:

MpoTpute kopnyc npubopa CHapyXu TKaHbiO, CMOYeHHOM (6e3 kanaHus) HenTpanbHbIM
MOOLLMM CPeaCTBOM.

BrumaHue: He donyckaltime rnornadaHusi Morowje2o cpedcmea eHympb rnpubopa.

YucTka nrn npobonHNKOB:

Cnerka npotpute wurmbl NPOBOMHUKOB NO o4yepeaun TKaHbi, CMOYeHHoM (6e3 kanaHus)
3TMNoBbIM cnUPToM. KoHubl Urn Npo6oMHMKOB O4YEHb OCTPble, AEUCTBYATE C OCTOPOXKHOCTbLHO!
Bo nsbexaHue 3arpsisHeHusi urn NpoboMHMKOB NpUKacanTecb K HAM TOSbKO B NepyaTkax.

YucTka KacceTbl Ansi HAKOHEYHUKOB:

MpoTpuTe NOBEPXHOCTb KacceTbl ANA HAKOHEYHMKOB TKaHbK, CMOYeHHon (6e3 kanaHus)
3TWUMOBbLIM CNUPTOM. NS YACTKM BHYTPW THE3L UCMONb3YWTE BaTHbIA TaMMOH Ha nanodvke c
HaMOTaHHOW Ha HEero TKaHblo, CMOYEHHOW 3TUNOBLIM CNMPTOM. Bo nsbexaHue nepekpecTHoro
3arpA3HEeHNs NCNONb3yNTe AN KaXX40ro rHe3ga HOBbIM KyCOK TKaHW.
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CESHCOPHBIN
KK-gucnaei

rnepeaHAs
KPEBIIIKA

COMPACT

6@

13.2. PasHoe

13.2.1. 3ameHa Gymaru B npuHTepe

[nsa 3ameHbl 6ymarn B NnpyHTEpe HE0BXO0AMMO BbINOSNHUTL CreaytoLLyo NpoLeaypy:

3amMeHa bymaru B NnpuHTEPE

1. OTKpoWTe KpbILWKY NPUHTEPa BHWU3Y CrieBa Ha NnepeaHel naHeny npubopa, OTKUHYB €€ BHUS.
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2. OTKMHbTE pblyar criesa, YTo6bl OTKPbITb KPbILWKY Gymarogepxatens npuHTepa, Kak nokasaHo
Ha PUCYHKE HIKe.

A BHumaHue: [Jelicmeytiime ocmopoxHO 80 u3bexaHue mpasmbl 3ybyamu pe3aka.

3. V3BnekuTe MCNoNb30BaHHLIN PynoH Bymaru n BCTaBbTe HOBbIN PYFIOH TaK, YTOObl CBOGOAHbIN
KOHeL, pacrnonaranca cBepxy. 3aTeM 3aKkpouTe KpblwKy Oymarogepxartens u oTopBuTe
nuwHioo Gymary o 3ybubl pesaka.

4. 3akpovTe KpbIlWKy NpuHTEpa.
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13.3. PekomeHayemoe nepnoanyeckoe TexHU4Yeckoe obcnyxmBaHume

Ona obecneyeHnss onTUManbHOro kKadyectBa paboTbl Bawero aHanmsatopa PATHFAST
pekoMeHOyeTCs MPOBOAUTb MNEPUOAMYECKOE TexHuMYeckoe obcnyxuBaHue,
npeacTtaBuTenem cepBucHoro ueHTpa PATHFAST. [Ina yTouHeHusa nogpobHOCTEN N COCTaBneHns
pacnucaHus obpaTtuteck Kk Bawemy anctpmbbiotopy PATHFAST.

1) PekomeHpyemoe nepuoamyeckoe TexHn4eckoe obcnyxmBaHue:

O6Lwas npoeepka OBUKEHUS MEXAHNYECKMX Y3I10B
MpoBepka NO3MLMOHNPOBAHUSA

lMpoBepka oNTUYECKON CUCTEMBI

[MpoBepka BEHTUNATOPOB

MonHas yncTka npmbopa

Opyroe, ecnu Heob6xoanmo

2) PekomeHayemasi 3aMeHa y3roB:

BoagyLwHbIn GunbTp:
1 pas B rog npu cpegHen UHTEHCMBHOCTM UCMOMNb30BaHUS.

3ybyaTble peMHU MOTOPOB NepeMeLLeHnst No ocsm P un Z:

1 pa3 B 2 roga vnu vatle, B 3aBUCUMOCTU OT MHTEHCMBHOCTU MCMNOJSIb30BaHMS.

Y3en 0o3aTtopos:

1 pa3 B 3 roga unu vawle, B 3aBUCMMOCTUN OT MHTEHCUBHOCTWU UCMNONb30BaHUS.

BblNnoJ1IHAEMOe
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14. PA3PELUEHMUE MNPOBJIEM

OTa rnaBa COOEPXWUT CBEAEHWs O Kodax MnpuMedaHui n coobuleHusix 06 owmnbkax. [Mpu
BO3HWKHOBEHUN Kakux-nnbo npobnem cHavana obpaTutecb K AaHHowm rnaee. Ecnu npobnema
COXpaHsieTcs Unu He onucaHa 34ecb, obpaTUTech 3a KOHCynbTaumen k Bawemy guctpubbioTopy
PATHFAST.

14.1. BBepeHue

Mpn obHapyxeHun kakmx-nmbo owmnbok aHanmsatop PATHFAST reHepupyeT Tak HasblBaemble
«kogbl» K «coobuweHnss o6 owwmnbkax». Kogbl — 3TO cocTosime u3 ogHom wunu aByx OykB
npuMeyYaHus, KoTopble 406aBNATCS K pesynbTaTam npy nevatu u BblIBOAATCS Ha QUCNIEN.

14.2. MpumeyaHusn

B Tabnuue Hwke npvBedeHbl koAbl NPUMeEYaHUi, UX ONMUCAHUS U PEKOMEHAYeMble OeNCcTBUS
nonb3oBartens.

Ta6bnuua 14-1. Kogbl npumeyaHum

Kon OenctBus
OnucaHune O6paboTka AaHHbIX NpMbopom
npumeu. nonb3oBaTens
K pesynbtaty gobaBnsiercs kopg,
S Mpob6a He obHapyxeHa npUMeYaHus, BMECTO JaHHbIX MoBTOpPUTE aHanNu3

nevyaTarTca 3BE3004KU

K pesynbtaty gobaBnsietcs ko,
NT HakoHeYHUK He obHapyxeH npuMeYvaHunsi, BMECTO AaHHbIX [NoBTOpUTE aHanm3
nevyaTarTCca 3BE300YKU

K pesynbtaTty fobaBnsetcs ko
HeT npurogHon kannbpoBku pesy ya A

NC npMMeYaHusl, BMECTO JaHHbIX
Ans 3aBepLUeHNs aHanuaa )
neyaTaroTcs 3BE3004KN

lNoBTOpMUTE
KannbpoBKy

. K pesynbtaty gobasnsertca kog | Cespkutech ¢ Bawwmm
BTOpWYHbIN curHan Huxe

ED saPAHEE 330aHHOMO SHAYCHMS npvMeYaHus, BMeCTO AaHHbIX ANCTpMOLIOTOPOM
P A neyartarTcs 3BE3J04KM PATHFAST
Casikutechb ¢ Bawwmm
Temnepatypa 6noka Harpea |K pesynbTaTy gobaBnsieTcs ko
H1 L crnuiikom BbICOKa npumeYaHus ANCTPUBLIOTOPOM
P PATHFAST
Cesxutecb ¢ Bawmm
Temnepatypa 6noka Harpea |K pesynbTaTy gobaBnsiercs koq
H3 T CNULLKOM BbICOKA npumeYyaHus ANCTPUBLIOTOPOM
P PATHFAST
TemnepaTypa 6noka HarpeBa |K pesynbTaTy AobaBnseTcs Ko CasxuTecs ¢ Baumm
L1 L cnmmpkon:/F;maka P n F:AM:anMﬂy g i ANCTPUBBLIOTOPOM
P PATHFAST
Casikutechb ¢ Bawwmm
Temnepatypa 6noka Harpea |K pesynbTaTy gobaBnsiercs koq
L3 T CNULLKOM HU3Ka npumMeYaHus ANCTPUBBLIOTOPOM
P PATHFAST
K peasynbTaty gobasnsercs Ko Casikutechb ¢ Bawwmm
Owwnbka gaTtymka pesy ya A
UK ACMO3HABAHUS MOOBH! npuMeYaHus, BMeCTO AaHHbIX anctpmbboTopoM
P P nevyaTaroTca 3BE300YUKU PATHFAST
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Kon HDencrtBua
OnucaHue O6paboTka AaHHbIX NPUObopoMm
npumeu. nonb3oBaTens
Cnuwkom cnabbi curHan Cesikutechb ¢ Bawmnm
BbinonHeHne aHanuaos byaoet
ER cBeToamoaa gatyumka DEDBAHO AncTpmbbloTOpOM
pacno3HaBaHus nNpoobl pep PATHFAST
PesynbTaT aHanusa
K pesynbTaty gobasnsiercs kog,
DF BbI4YUCIEH CO 3HAYEHUEM Het
npumedaHus
remMaTokpuTa no yMmon4aHuio
PesynbTaT A4ns KOHTPOSbHON
K pesynbTaty gobasnsercs kog,
OR npobbl BbIXOAUT 3a Npeadensl [NoBTOpPUTE aHanNm3
npumMeyaHuns
A0MNyCcTUMOro nHTepBana
MNpumevaHune K gaHHbIM,
nepecYMTaHHbIM MO HOBOM
RS P y Het Het
3Ha4YeHN0 remaTokpuTa, npu
NX NepechbIfike Ha KOMMbIOTEP
. K pe3ynbTaty gobaBnsercs Ko
AHOManbHbIN curHan pesy ya A
AE npuMeYvaHunsi, BMECTO AaHHbIX [NoBTOpUTE aHanm3
OOTOYMHOXNTENS .
nevaTaroTCs 3BE3Q04KM
K pe3ynbTaTty gobaBnsiercs Ko Cesxutechb ¢ Bawmnm
Ownbka BblMMCNEHUS pesy ya A
HC FeMATOKOMTA npvMeYaHus, BMECTO aHHbIX ANCcTpmObIOTOPOM
P nevyaTarTCcs 3BE300YKU PATHFAST
Ownbka BblMUCNEHUS, K pesynbtaty gobasnsietcs kog | Cesbkutech ¢ Bawwmm
Cl OTNWYHasA OT OLNOKM NpUMeYaHusi, BMECTO AaHHbIX ANcTpmbbloTOpOM
BbluMCreHnsa rematokputa HC | nevyaTatoTcs 3BE3004KM PATHFAST
K pesynbTtaty gobasnsierca kog | Cesxkutech ¢ Bawwmm
Owwnbka No3NLMOHNPOBAHNS
BE (hOTOYMHOXKMTENS npvMeYaHus, BMECTO AaHHbIX ANCTpMOLIOTOPOM
y nevyaTarTCca 3BE300YKU PATHFAST
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14.3. Koabl oluMOOK KanmopoBKu

Ecnu kannbpoBka 3aBepLuMnacb HeyaadHo, kK pesynbTaTy Ha nedatn obaBnsoTcs kogbl OLWMOOK
kannbpoBKkK, cocTosILLMe U3 ABYX LMAp.

Ta6nmu,a HWXKe COoOepXuUTt CrnCcok

pekoMeHayeMbiMUn OEeNCTBNUAMM NonNb3oBaTens.

Tabnuua 14-2. Koabl oLLMOOK KannbpoBKu

KOOOB oLUNMBOK KaJ'II/I6pOBKVI C WX onuncaHnaMm wu

Kon HDencrtBus
OnucaHune O6paboTka AaHHbLIX NPMOOPOM
OLLUNOKMN nonb3oBaTens
3HauyeHune KoadhpuumeHTa
KanubpoBka HenpurogHa.
Bapuaumm CV% gna CAL1 MNoBTOpUTE
01 . | HenpurogHble gaHHble coxpaHeHbI
npeBblLaeT NpeayCTaHOBNEHHbIN KannbpoBky
BMecCTe C KOJOM OLUNOKM
npeaen
3HayeHue KoahurumeHTa
ey KanubpoBka HenpurogHa.
Bapuaumn CV% gna CAL2 MoBTOpUTE
02 . | HenpurogHble gaHHble coxpaHeHbI
npeBbILaeT NpeayCTaHOBNEHHbIN KannbpoBky
BMecCTe C KOJOM OLLUNOKM
npeaen
Mpwn 2-TouyeuvHoM KanMbpoBke KannbpoBka HenpurogHa. MoBToDMTE
03 cpeaHee ona CALL npeBbiwaeT |HenpurogHble AaHHbIE COXPAHEHDI Kanw6p0|3|<
npeaycTaHOBEHHbIV Npeaen BMECTE C KOAOM OLLMOKM POBKY
Mpun 1-ToyeyHoN KanubpoBke
cpeaHee and CAL1 meHbLue
PeA A Kannbposka HenpurogHa.
npeaycTaHOBIEHHOroO npegena MoBTopuTe
04 . HenpurogHble aHHbIE COXPaHEHbI
UM Npu 2-To4e4YHON Kannbposke KanuopoBky
BMecCTe C KOJOM OLUNOKM
cpegHee ana CAL2 meHbLue
npeaycTaHOBIEHHOroO npegena
Mpwn 1-ToyeuvHoM kanMbposke
cpeaHee ansa CAL1 6onblue
P KannbpoBka HenpurogHa.
npeaycTaHOBIEHHOroO npegena MoBTopuTe
05 . HenpurogHble gaHHbIE COXpaHEHbI
UIn NpU 2-TOYEYHON KannbpoBke KanuopoBky
BMECTE C KOAOM OLUNOKU
cpeaHee ana CAL2 6onblue
npeaycTaHOBEHHOro npeaena
AbBcontoTHoe 3HaveHune hakTopa
Kanubposka HenpurogHa.
kannbposku b «Cal F b»npu 2- MoBTOpUTE
06 N HenpurogHble aHHbIEe COXpaHEeHb!
TOYeYHoW KanmbpoBke KannbpoBky
BMecCTe C KOOM OLLUNOKM
npeBbllLaeT 3aaHHOe 3Ha4YeHne
BTopu4HbIi curHan Gonblue
npeaycTaHOBEHHOro npeaena, a | Kanbposka HenpurogHa. MoBToDMTE
07 €ro OTHOLUEHME K NEPBUYHOMY HenpurogHble gaHHbIE COXPaHEHbI KaJ'IVI6pOBK
curHany MeHblue BMECTE C KOAOM OLLMOKM POBKY
npeaycTaHOBEHHOroO npegena
Kannbposka HenpurogHa.
P P MoBTopUTE
08 Owwnbka BbMUCNEHNSA HenpwurogHble gaHHbIe He
KanmbpoBky

COXpaHeHbl
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Kon DencrtBus
OnucaHwue O6paboTka AaHHbLIX NPMOOPOM
OLLINGKMN nonb3oBaTens
Mpun aHanuse kanmbpaTopoB KanubpoBka HenpurogHa. MosTopwTe
09 creHepupoBaHo XoTs 6bl 0gHO HenpurogHble gaHHbIe COXPaHEHbI KanMBDOBK
npumevaHune BMECTE C KOAOM OLLMOKM POBKY
Owwnbka npeobpasoBaHus KanubpoBka HenpurogHa. MoBToDMTE
10 3TanoHHON KannbpoBO4YHOMN HenpurogHble JaHHbIE COXPaHEeHbI P
KanmbpoBKy

Kpnsown

BMeCTe C KOAOM OLUNOKU
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14.4. CoobLeHna o6 owmnmbKax

Ecnn obHapyxeHbl owmnbkn Bo Bpemsi paboTbl n/mnm cboum npubopa, Ha OuChien BbIBOAATCSA
coolLeHns o6 onbKax.

CoobuweHnss 06 owmbkax MoOryT copepxaTb YyKasaHusi Ha [OarnbHellne npeanpuHumMaeMble
aenctena. B Tabnuue HWxe npuBeneHbl BO3MOXHble coo6lieHuss o6 olimnbkax BMecTe C UX
BO3MOXHbIMW MPUYMHAMU U OENCTBUSIMM NoNb3oBaTens.

Tabnuua 14-3. CoobLeHusa o6 olmbkax

Korpa OenctBus
CoobleHune Bo3MOXHble NPUYUHDI
BO3HUKaeT nonb3oBaTensd

ABNORMAL DARK

BbinonHeHne |CURRENT
aHanusa (AHOManbHbIN

TEMHOBOW TOK)

B nameputensHoOm syenke
HabnogaeTcs aHoOManbHbIN 3ameHuTe KapTpuox
TEMHOBOW TOK

LUMINESCENCE

B uameputenbHom syenke
BbinonHeHne ERROR P

HabnogaeTca aHoOMarbHO 3amMeHuTe KapTpuox

aHanusa (Owwnbka
BblCOKas NMIOMUHECLLEHLMS
NIOMUHECLEHLMN)
PMT FITTING ERROR |®0OTOYMHOXUTEND HE MOXET
BbinonHeHune
AHANN3a (Owmbka pasmeLleHnsa | NpaBuIibHO NOMECTUTLCA B 3ameHunTe KapTpuaoxX
POTOYMHOXUTENS) N3MEPUTENbHYIO AYENKY
RECEIVED ASSAY TecT, 3anpalimBaembin
Casiab ¢ ITEM DOES NOT 0 aisn;mf M KOMMLIOTEDOM BbinonHuTe 3TanoHHyo
EXIST ynp H POM. kannubpoBKy
KOMTBIOTEPOM (3anpawmnBaembln TeCT HE 3apervCTpUpoBan B 3anpalumBaemMoro Tecta
aHanusatope PATHFAST
He cyLlecTByeT)
MpoeepbTe
COMMUNICATION  |CBsiab ¢ ynpasnsiowmm POBEpETE
Cesasb C UHTepdencHbIN Kabernb
ERROR KOMMbIOTEPOM HE MOXET BbITb
KOMMbOTEPOM N FOTOBHOCTb
(Owmbka cBsA3n) yCTaHOBNeHa
KoMnbloTepa
3anuwunTe ko, ownbKn
UHnunanusauma |SYSTEM ERROR O6HapyxeHa owmnbka npwm n cBskMTECh ¢ Bawwmm
CUCTEMBI 10001 — 10020 MHUUManmsaymm CUCTeEMBI ONCTpMObIOTOPOM
PATHFAST
3anuwunTe ko, ownbKn
dannosble SYSTEM ERROR O6HapyxeHa owwimbka npu N cBAXMTECH C Bawmm
onepauum FO050 — FO053 drannoBbIx onepaunsax ANcTpnbbOTOPOM
PATHFAST

3anuwunTe ko, owmnbKn
M cBSXXUTECh ¢ Bawmm
ANcTpnbbOTOPOM
PATHFAST

O6HapyxeHa ownbka
MOTOPOB MIN JAaTYNKOB
NO3ULMOHUPOBAHMS

Ynpaenenne |SYSTEM ERROR
MoTOopamu M0100 — M0107

3anuwunTe ko, owmnbKn
M CBAXUTECH C Bawwimm
ANCTpnbBLIOTOPOM
PATHFAST

oxmmopann na | SYSTEM ERROR | e pos
Ao3aTop D0150 — DO151 Ao3aTop
HaKOHEYHMKaMmn (3akauka/BHeCEHUE)
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Korpa DencrtBus
CoobLeHue Bo3MOXHble NPUYUHDI
BO3HUKaeT nonb3oBarens
3anuwunTe Ko owmnobKn
YnpaBneHue
boTO SYSTEM ERROR O6HapyxeHa owmnbka N cBskMTECh ¢ Bawwmm
MHONKUATENEM P0200 — P0203 (POTOYMHOXNTENS ancTpmbbloTopom
y PATHFAST
3anuwunTe Ko owmnobKm
Ynpaenenne |SYSTEM ERROR O6Hapy>xeHa owmnbka npwu N cBskmMTECh ¢ Bawwmm
HarpeBatenamn | T0250 — T0251 yrnpasrieHnn TemnepaTypomn anctpmbbloTopom
PATHFAST
Cg43b ¢ ynpaBngaoLwmm MposepbTe
Cesasb C SYSTEM ERROR yrp H npaBuUNbHOCTb
KOMMbIOTEPOM HE MOXET ObITb
komnbtoTepom | HO350 NOAKITIOYEHNS
yCTaHOBMEeHa y
MHTepdencHoro kabens
[MpoBepbTe roTOBHOC
Csssb C SYSTEM ERROR HeT oTBeTa OT ynpasnswoLwero POBEPLTE TOTOBHOCTL
ynpasnstoLiero
kKomnbtoTepom |HO351 KoMnbloTepa
KoMnbloTepa

OTHocUTCS K
KoMaHae
npoTokona

SYSTEM ERROR
S0400 — S0412

OwmnbKa BbINONHEHUS
npoTokona

3anuimTe Kof oLnoKK
M CBSXXUTECh ¢ Bawmm
ONcTpmbbloTOpOM
PATHFAST

l
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