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II. ACTOPUA PEOAKTUPOBAHUA

[I-1. Tabnuua uctopun pegakTMpoBaHua
HaHHoe PykoBoAcCTBO Nonb3oBatens BbinyweHo komnanmen JICU MeaneHc KopnopeniuH.

Mpn BO3HUKHOBEHUM y Bac BonpocoB no copepxaHuio AaHHoro PykoBoacTtBa cBskutecb ¢ Bawwum
ANCTpnbbLIOTOPOM MM Balwmm LeHTPOM TEXHUYECKON NOAOEPXKKN.

UHdopmaumsa B gaHHOM pykoBoAcCTBe Obina camon CBeXer M LOCTOBEepPHOW Ha MOMeHT nedvatu. OgHako
PykoBoacTBo MoOxeT ObiTb M3MeHeHO 0e3 npeaBapuTENbHOro yBeOOMISIEHMS MO MPUYUHE MOCTOSAHHOTO
COBEpPLUEHCTBOBaHMS npmbopa n/unm nporpammHoro obecneyeHus.

B Tabnuue Huxe OTpaXKeHa XpoHoJiorma N3MEHEHNN, BHECEHHbIX B JaHHOE PyKOBO,ClCTBO nosib3oBaTesnA.

Oata o6HOBNEHNA MpnynHbI O6HOBNEHUA Bepcusa NO Bepcus PykoBoacTtBa
01.11.2005 1 Bepcud 2.0.0 2.00E
01.11.2007 O6Hosnenwne MO 2.0.4 2.10E
01.04.2009 O6HoeneHwne MO 2.0.6 2.20E
01.04.2012 O6Hosnenwne MO 3.0.0 3.00E
01.04.2012 M3mMeHeHre Ha3BaHMs KOMNaHWm 3.04 3.10E

O6Hosnenwne MO
01.03.2016 O6Hosnenwne MO 4.0.2 4.00E
25.11.2016 OnTnMmunsaums komaHg nHTepdenca 4.0.2 4.10E




1. 2)KYPHAJ1 OBYYEHUA NMEPCOHAJIA

PekomeHayeTcsa 3aHoCUTh 3anmcn 06 obyveHmmn nepcoHana Bawen nabopatopun B XXypHan, KOTOpbIV BeAETCS NO CrieaytoLLen cxeme:

Data Bpems Cnucok oby4yaembix CopepxaHue, Tema o6y4yeHus UHcTpyKkTOp







V. )KYPHAINI TEXHUYECKOI'O OBCNYXXUBAHUA

PekomeHayeTca 3aHOCUTL 3anmMcyu O TEXHUYECKOM obcnyxuBaHum aHanu3aTopa PATHFAST B xypHan, KOTOpbI BeAETCHA MO creaylllen cxeme (3anucb B Tabnuue
npvBegeHa Kak npumep):

Oara Bpewms Bua ob6cnyxuBaHus CopepxaHune, maTtepuanbl UcnonHutenb

ExxegHeBHoOEe 1. OuncTka: BHELLIHUX NOBEPXHOCTEWN, KacceTbl A4Sl
peareHTHbIX KapTpuaxen, paboyer nnaTtopmbl, KOHTENHEPA
Ans oTpaboTaHHbIX HAKOHEYHUKOB, MPOOOMHUKOB. [ns
O4UCTKM ncnonb3oBaH 70% aTaHon.

2. BbinonHeHve camonpoBepKy.







PATHFAST PykoBoacTBo nonb3oBartens Bepcusa 4.10E

1. KPATKOE OINMUCAHUE PYKOBOACTBA

1.1. HasHa4yeHue PykoBoacTBa

HaHHoe PykoBOACTBO MO aKcnnyatauum COAEPXUT CBeAEeHUs, Heobxoaumble Ansd 6e3onacHon, NpaBubHON
n adbdpekTnBHOM paboThl ¢ aHannsatopom PATHFAST. BaxHO BHMMATENbHO M3Yy4nTb €ro nepeg Havarom
Kakmx-nmbo gencteuini ¢ PATHFAST, npeacrasnsowmm cobon npubop Ans MMMYHOXEMUNIOMUHECLIEHTHOTO
aHanusa (CLEIA).

MpuBeneHHas B gaHHOM PykoBoacTBe MHopMaLms COOTBETCTBYET COCTOsIHMIO aHanmu3aTopa PATHFAST ¢
aKTUBMPOBAHHLIMU (DYHKUMAMU «YpoBeHb AocTyna» n «bnoknpoBka KOHTpons kavectBay». Tam, rae aTo
Heobxo4MMO, OnMMcaHbl OTNINYMST MPU OTKIKOYEHHBIX YHKUMSAX. [NogpobHble cBeaeHust cM. B pasgenax 1.2
«ID nonb3oBaTens M ypoBeHb goctyna» 1 1.3 «®yHKLUA GNOKUPOBKU MO KOHTPOSIHO KavyecTBay.

1.2. ID nonb3oBaTena u ypoBeHb AOCTyna

MockonbKy nomnb3oBaTenu aHanusatopa PATHFAST MOryT MMeTb pasfiMyHylo KBanuduKauuw M HecTu
pasnu4YHy0 OTBETCTBEHHOCTb, KaXXAOMY NOSib30BaTEeNO NpUCBaMBaeTCcs COOCTBEHHbIN YPOBEHb AOCTYNA.

YpoBeHb JOCTyna, NPUCBOEHHLINA MOSfb30BaTEND, onpedenseT, kakme yHkumn aHanusatopa PATHFAST
OyayT OOCTYMHbI 3TOMY MOMBL30BaTENHO.

Y106kl aKTMBMPOBaTL 3Ty BO3MOXHOCTb, aAMUHUCTPATOP AOIIKEH co34aTh ANs Kaxaoro nons3osatens ID u
naporb 1 Ha3Ha4YUTb YPOBEHb AOCTyNa.

ID nonb3oBaTens: MoxeT cogepxatb 40 20 CMMBOIOB.
MpurogHbl BCce CMMBOIbI, OTOOpaXkaeMble Ha NOJSHOM KnaBuaType.
Mapons: [nuHa napons gomkHa cocTaBnsiTb OT 4 40 8 cMMBOMOB.
MpurogHbl Bce CMMBOIbI, OTOOpaXkaemble Ha NOJSHON KnaBuaTtype.
YpoBeHb goctyna: Llenoe uucno ot 1 oo 4.

3apaér ypoBEHb OOCTYyNa A5d nofib3oBaTerid.

lMpumeyvaHue: PekomeHO0O8aHHbIE MO/Ib308ameribCKUE YpOo8HU docmyra:
YposeHb 1: MeduyuHckue cecmpbl, nedyawjue gpaqu, nabopaHmsl, epaqu-nabopaHmel.
YposeHsb 2: nevawue spayu, nabopaHmsl, gpayvu-nabopaHmel.
YposeHb 3: nabopaHmsl, epaqu-nabopaHmel.
YposeHsb 4: gpayu-nabopaHmel.
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Tabnuua 1-1. YpoBHM JOCTYNa U COOTBETCTBYIOLLME UM DYHKLIK

(npn akTMBUPOBAHHOWN BIIOKMPOBKE MO KOHTPOIIO KayecTsa)

x [JoctynHo; — HepocTynHo
YpoBeHb goctyna
MeHto OkHO PyHKLUN
1 2 3 4
rpoba AHanuns npob nauneHToB X X X X
(SAMPLE)
KonTpons kauectsa (KK) AHanuns KOHTPOnbHbIX NP6 - X X X
AHanus (QC)
(ASSAY) Kann6poska/KK AHanuns kanmbpaTopoB N KOHTPOMbHbLIX _ _ X X
(CAL/QC) npo6
BBoa aTanoHHoM kannbpoBkM BBoa gaHHbIX AN 9TanoHHOM _ _ x x
(MC ENTRY) KanmbpoBKM
posepka pesynsTatos MpocmoTp pesynbTaToB AN NALMEHTOB X X X X
(RESULT CHECK)
MpoBepka pesynbratoB KK [MpocMOoTp pesynbTaToB KOHTPOSS i x x x
(QC CHECK) KayecTBa
Mposepka lMpoBepka pe3ynbTaToB
(CHECK) KannbpoBku [MpocmoTp pe3ynbTaToB KanMbpoBKU X X X X
(CAL CHECK)
Monpaeka remaTokpuTa MepecyéT pesynbTaTa ¢ NonNpaBKow Ha x x x x
(Hct% CORRECTION) 3HayeHue remaTokpuTa
posepka Temnepatypb! MpocmoTp TemnepaTtyp y3noB Harpesa X X X X
(TEMP CHECK)
PerucTtpauus nonb3oBaTens [ob6aBneHne, pegakTnpoBaHne unm _ B _ X
(USER REGISTRATION) yAaneHue nonb3oBaTenem
o YcTaHoBKa U n3aMeHeHne
Hactportku npubopa KOHdpmrypauum npnbopa - - - X
(INSTRUMENT SETTINGS) ’
OaTtbl/BpeMeHH, sA3blka
BBop uHTEpPBaNoB HOPMbI, 3HAYEHUS
HacTpoiku HacTponku aHanusa remMaTokpuTa no ymosnyaHuio, NoBTOpOB B B B X
(SETUP) (ASSAY SETTINGS) KanmbpoBKK, NpeaynpexaeHnn no
3HayeHusM kanmbposkm n KK
BkntoueHne/BbIkntoveHe 610KNPOBKA 1
Brokuposka no KK
(QC LOCKOUT) yCTaHOBKa A0NyCTUMbIX NPeAenoB Ans — - — X
KOHTPOIbHbIX NP6
Hactponku NNC HacTponka ycrnosun obmeHa gaHHbIMK C _ _ _ x
(LIS SETTINGS) BHELUHMM KOMMbIOTEPOM
BbikntoyeHune npubopa BbinonHeHve nporpammbl OTKIHOYEHWS X " X X
(SHUT DOWN) npubopa
CwmeHa nonb3oBarens CwmeHa TekyLlero nonb3oBaTtens x x x x
(USER SWITCH)
Ynpaenenue Cuctema (SYSTEM) BbiBOg >XypHana ncropum padoTbl X X X X
(ADMIN) daiinosas cnyxba OBHOBMEHUE NPOrPaMMHOrO «
(FILE UTILITY) obGecneveHns
Tewsecios oocnpmsane | EE TR e N I
(MAINTENANCE)
CEPBMCHOrO LIEHTpa
lMpumeyaHus:

o dyHkuma TexHmyeckoro obenyxmnBanua (MAINTENANCE) goctynHa TONbKO ANS NMLEH3UPOBAHHOTO
nepcoHana CepBUCHOIO LieHTpa.
e JlocTynHOCTb (DYHKLMM MOXET OblTb BKIOYMEHA MM OTKIKYEHa, Kak onucaHo B pasgene 10.2.1
«YnpaBneHue AOCTYNOMY.
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e OkHO BblGOpa OOCTYMHbIX (OYHKUMIA MPWU BKIOYEHHOW GIOKMPOBKE MO KOHTPOSO KayecTBa GydeT
BbIMMAAETb CrieayoLumnm obpasom:

YpoBeHb focTtyna (6roknpoBka no KOHTPONO KayecTBa BKINOYEHA)
1 2 3 n BbIWe
SAMPLE (npob6a) SAMPLE (npob6a) SAMPLE (npob6a)
QC (KK QC (KK) QC (KK)
CAL/QC (k CAL/QC (k CAL/QC (kanubposka/KK)
MC ENTRY (aTanoH MC ENTRY (3tano MC ENTRY (3TanoHHas
Kanunb Kanuné Kannbposka)

e OkHO BbIGOpa [OOCTYMHbIX CYHKUMIA MpU  OTKIMHOYEHHOW GIOKMPOBKE MO KOHTPOSIO KayecTBa
BbIMMAAUT cneaylowmnm obpasom:

YpoBeHb gocTtyna (6noknpoBka KOHTPONSA KadecTBa OTKITHOYEHA)
1 2 3 u BbllWe

SAMPLE (npo6a) SAMPLE (npob6a) SAMPLE (npob6a)
QC/SAMP 3 QC/SAMPLE (KK/npo6a) QC/SAMPLE (KK/npo6a)
CAL/QC/SAMPLE CAL/QC/SAMPLE CAL/QC/SAMPLE
(kanu K/npo6a) (kanu K/npob6a) (kanubposka/KK/npoba)
MC ENTRY (aTanoH MC ENTRY (sTanoH MC ENTRY (aTanoHHas
kanunb kanunt Kannbposka)

[MaBHOE pasnuune Mexay pexvmamy BKITHOYEHHOW M OTKIIHOYEHHOW ONOKMPOBKM MO KOHTPOSIO KavecTsa
COCTOUT B TOM, MOTYT NN TECTMPOBATLCS N NPOOGLI NALMEHTOB OJHOM MAKETE aHanM30B C KOHTPOMAMU U
kanubpaTtopamu. [NepeyépkHyTble A4Yerku Tabnuubl O3HA4YalT HEAOCTYMHOCTb (PYHKUMM ANs AaHHOro
YPOBHS1 fOCTyNa.

1.3.  ®DyHKUMA GNOKMPOBKMU MO KOHTPOJSIIO KayecTBa

Ons KoHTponsi kavecTBa Heo6XOAMMO PperynspHO BbINOMHATE aHanuM3 KOHTPOMbHbIX Npo6. PyHKUUSA
ONOKMPOBKM MO KOHTPOMIO KayecTBa BbIMOMHAET MOHUTOPUMHI CUCTEMbI U He MNO3BONSET MOMb30oBaTerto
3anycTuTb aHanu3 npob nauneHToB:
e ecnu Ans MCMonb3yeMoro fioTa peareHToB He ObiNo BLINOMHEHO TECTMPOBaHME KOHTponen B
TeyeHne onpenenéHHoro nepuoaa;
e UNWU ecnu pesynbTaTbl AN KOHTPOSbHbLIX NPO6 BbIXOAAT 3a Npenenbl npeaBapuUTenbHO 3adaHHbIX
AOMYCTUMbIX MHTEPBAIOB.

Mpn Hannuumn xoTs1 6bl OOHOrO N3 3TUX YCINOBMUI U NOMbITKE 3aMyCTUTbL aHanM3 Npod NauMeHToOB aHanM3aTop
PATHFAST coobwut o6 owwnbke, BbiBeast cooblieHne: «HeT aencTBuTENBHOrO KOHTponst kadectay (No
valid QC available), n pabora 6ygeTr npuoctaHoBneHa. YToObl BbINOMHWTL aHanM3 Npob nauueHToB,
HeobxoQMMO cHavana BbINOMHUTL KOHTPONb KayecTBa WKW, ecnn HeobXoAMMO, KOHTPONb kKavecTBa W
KanmbpoBKy.

®yHKUUST BNOKMPOBKM MO KOHTPOSIO KayecTBa MOXeT ObiTb BKMOYEHA WM OTKIHOYEHa yepe3 MyHKT MEHIo
«HacTtpowiku/Bnokuposka no KK» (SETUP/QC LOCKOUT). MoapobHoctu cM. B pasgene 10.5 «bnokupoBka
MO KOHTPOJIIO KayecTBar.
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2. KPATKOE ONMUCAHUE AHAJIUSATOPA PATHFAST™

JaHHaa rnaea BKMOYaeT OnMUCaHWe HasHavyeHus, pabounmx U TeXHWYECKUX XapaKTepUCTUK aHanusaTopa
PATHFAST ™,

2.1. HasHa4veHue npubopa

MMMyHOXeMUNIOMUHECLEHTHbIM aHanuadaTtop PATHFAST npeacraBnsieT coboi HeOOMbLUOW, NPOCTON B
ncnonb3oBaHUM Npubop AN KONUYECTBEHHOrO onpeaeneHnst pasnuyHbIX NapamMmeTpoB WH BUTPO B LiEMbHOWM
KPOBW, renapuMHU3MpOBaHHOW nNra3me, CbIBOPOTKE WNM Apyrux npobax no npoTOKomny, 3agaHHOMY
KOHKPETHbIM BbINOMHsAEMbIM aHanm3oM. AHanusatop PATHFAST moxeT npuMMeHATbCA B pasnUyHbIX
yypexaeHusix, Bknoyas 6onbHUYHbIE Tabopatopuu, KINMHUKWA, B TOM YUCIE€ HEenocpeacTBEHHO Y MOCTenu
naumeHTa, a Takke MOXEeT MCMOoMb30BaTbCA B YAaCTHOM MeauuuHcKow npaktuke. [pubop obecneuvBaet
BbICOKYI0 YYBCTBUTENBHOCTb Y TOYHOCTb aHaNM3oB.

PeareHTbl, ucnonbdyemole B aHanusatope PATHFAST, paspaboTaHbl 1 npoussoasTca komnanuen JICU
MepgueHc KopnopeWnliH B KapTpuaxax cneumnanbHON KOHCTPYKUMK. MprHUMN n3mepeHmnst, 3a4eNCcTBOBaHHbIN
B 9TUX CUCTEMax peareHToB, npefcTasnseTr cobo MMMYHOXEMUTIOMUHECLEHTHLIN (hepMEHTaTUBHBIN
aHanus (CLEIA).

B npubope PATHFAST npumeHsieTca TexHonorna Magtration® ans pasgeneHms cBsa3aHHbIX U HECBA3aHHbIX
BELLEeCTB B HECKONbKMX 3Tanax peakumu.

lNpumeyvaHue. Magtration® siensemcsi mopaogol mMapkol KomnaHuu Precision System Science
Co., Ltd., komopas paspabomarna memoOuKy pa3derieHUss 8 HAKOHEYHUKaX C8513aHHbIX U
Hecesi3aHHbIX MagHUMHbIMU Yacmuuyamu eeuecms.
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2.2. Pabouue xapakTepuCTUKKU

1. ManorabapuTHblii:

2. [lonHaga aBTOMaTU3aLMS:

3. [pobbi:

4. MHoro3sagayHas obpaboTka:

5. Manoe Bpemsa aHanu3a:

6. HPOCTOTa B NCMNOJIb30BaHUN!

7. Bebicokas YYBCTBUTEJIbHOCTD,
TOYHOCTb 1 BOCNPONU3BOANMOCTb:

8. MwuHuManbHoOe nepekpecTHoe
3arpsisHeHue:

9. YnpaBneHue ¢ NOMOLLbHO
LUTPUXKOAA:

10. JaTumk pacno3HaBaHUs NpoobI:

[un3anH, no3BonaoLWmMin 3KOHOMUTbL MECTO.

Mpouecchbl 403MpoBaHMs NPo6, peakuuii C peareHTamMmun 1 U3MepPEHUs
NOMHOCTbLIO aBTOMAaTU3NPOBaHbI.

Ll,eanaﬂ KPOBb, Miia3ma, CbiIBOpPOTKa.

Bo3moxeH ogHOBpEMEHHbI aHan13 nakeToB Npob, 40 6 pa3nuyHbIX
npob unu o 6 pasnuMyHbIX NapaMeTpoB A1 OAHON NPOoO6bI.

MeHee 17 MUHYT (B 3aBMCMMOCTM OT NPOTOKOMa aHanusa).

CneunanbHO MNOArOTOBIIEHHbIE, npeagBapuTeribHO paC('.baCOBaHHble
peareHTbl M pacxogHble MaTepuanbl YynpowakT BblNOJIHEHNE
aHanm3oB. OTCYTCTByeT HeobxooMMOCTb B BOAOCHAOXeHUW,
NPOMbIBOYHbIX pacTBOpax, eMKOCTAX AnA c6opa XKNOKMX OTXOO0B.

5narop,ap$| NPpUMEHEHNI0 MeToada nogcyéta d)OTOHOB BO3MOXHO
06Hapy>KeH|/|e MarnbIX KONnM4yecTB napamMeTpoB C BbICOKOW TOYHOCTLIO
1 BOCNpon3BoAMMOCTbHO.

BO3MOXHOCTb MEepekpeCTHOM KOHTamMuHaumm npob cBegeHa K
MUHMMYMY 6narogaps NPUMEHEHWI0 OOHOPA30BbIX pPEeareHToB U
pacxoAHbIX MaTep1anos.

MapameTpbl, habpuyHas KanubpoBka M CPOKM FOAHOCTU peareHToB
BBOASATCS C MOMOLLBIO LUTPUXKOAA Ha peareHTHbIX kapTpugkax. |D
npo6 1 nosnb3oBaTesieil Takke MOXHO 3a[aBaTb C NMOMOLLbI0 PYYHOro
CkaHepa LUTpMxKoaa.

[aTunk pacno3HaBaHuA I'Ip06bl Nno3BOJIAET aBTOMATU4YECKN OTJINHUTD
LEeNbHYIO KPOBb OT CbIBOPOTKMU UK Nia3Mbl.
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2.3. TexHuYecKMe XapaKTepuUCTUKU

Tun npubopa:

|_|p0VI3BO,CI,VITeJ'I bHOCTb.

Tunbl Npo6:

MopaepxaHue TemnepaTypbl:

BHocuMbIn 061EM npobbi:

To4YHOCTb 03K poBaHuA:

[nnHa BOMHbI:

O6BEM NnaMATU AN AaHHbIX:

HanpspkeHne nutaHus:
MoTpebnsaemas MOLLHOCTb:
OnekTpobe3onacHoOCTb:
MabapuTbl:

Bec:

HacTtonbHbIN

MpoObi: [Jo 6 Npob B ogHOM nakeTe

Bpemsa aHannsos: MeHee 17 MyHYT Ha 6 Nnpob*

* (Basucum om npomokona 05151 Kax0020 U3 aHau308, CM. 8KNadbIWu K
peazeHmam).

Ll,eanaﬂ KPOBb, Miia3ma, CbIBOPOTKa

Bnok Harpesa L: +37,5°C
Bnok HarpeBa T: +35°C

20 — 700 mkn

KoadpduumeHT Bapuaumm He 6onee 2% npu ob6véme 50 Mk
(MpumeyaHue: [ns ducmunnuposaHHol 800bl, T = +20 — 25 °C)

300 — 650 HM (c nMKom yyBCcTBUTENBHOCTU NpK 450150 HM).

[aHHble nauneHTos: 1000

[aHHble KoHTponsa kavecta: 1800

HaHHble kanmbposku: 300

(MpumeyaHue: [Npu nepernonHeHUU namsmu camble cmapble OaHHble
6ydym cmépmbl U 3aMeHeHbI HO8bIMU)

100 — 240 B nepemeHHoro Toka 50/60 Iy,
360 BA

Knacc 1 B

343 (W) x 569 (O) x 475 (B) mm

Okono 28 kr
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2.4. 3HaKu cooTBeTCTBUA cTaHAaapTam

Anannzatop PATHFAST cooTBeTCTBYET NepeyncrneHHbiM1 Huxe ctaHgaptamu. Mpubop 6bin M3rotoBneH u
npoBepeH nepen OTIPY3KOW C MNPEeanpuUsiTUS-U3rOTOBUTENSA COrMMacHO COOTBETCTBYHOLUM CTaHZapTam
6esonacHocTu. [Npubop ObIN pekomeHOoBaH K MNPUMEHEHUIO YNOMHOMOYEHHbIMU OpraHu3aumusaMn, 4To

noarsepXxneHo FIpOBepKOIZ N OTMEeTKaMun O COOTBETCTBMU CTaHOapTaMm.

rlpVIMeHVIMbIe CTaHOapTbl:

e IEC 61010-1:2010 (3-n pen.

«TpeboBaHns 6GesonacHocT AN anekTpoobopynoBaHus Ans

n3mepeHuin, ynpasneHus n nabopatopHoro ncnons3osaHus, Yacte 1. O6wue TpeboBaHna»;

e |EC 61010-2-101:2015, (Mactb 2: — TpeboBaHus K MeOULUHCKOMY 0DOpYAOBaHUIO AN UH-BUTPO

ONarHoCTUKK);

e EN 61326-1:2013 Knacc A, EN 61326-2-6:2013, EN 61000-6-2:2005

N3MepeHui, ynpasneHns n TectuposaHus, Tpebosanmna EMC;

e UL 61010A-1 (3-a peq.).

A66pesunatypa 3Hak CepgeHus o npoBepke
CE ‘ € CornacHo [Inpektnsam EC 98/79/EC n 2011/65/EC
UL / UL [: “s CornacHo ctaHfgapTam nposepku UL (nabopatopuii No TexXHUKe

LISTED

6esonacHocTu), CLUA n KaHaga
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3. TEXHUKA BE3OMNACHOCTU NPU YCTAHOBKE MNMPUBOPA U PABOTE HA
PATHFAST

[na 6GesonacHon u addekTuBHOM paboTbl ¢ aHanu3aTopoMm PATHFAST BHMMAaTENbHO U3Y4YNTE ITU
yKa3aHusa no TexHuke 6e30nacHoCTu.

MpounseoanTenb He MOXET rapaHTMpoBaTb 6e3onacHOCTU Npubopa, UCMOMb3YEMOro He MO Has3HaAYeHUo Unn
He ykasaHHbIM B J@HHOM pyKOBOACTBE 06pa3om.

3.1. YctaHoOBKa

PacnakoBka 1 ycTtaHoBka aHanusatopa PATHFAST pgomkHa OCYyWeCTBNATbLCA NpeacTaBuTenem
anctpubbtotopa PATHFAST. Tpu BbiOOpe MecTa pasmMeleHuss npubopa HeobxoguMmMo MpUHUMAaTb BO
BHMMaHWe HmxkecneayoLmne TpedboBaHns K MUTAHUIO U BHELLIHUM YCITOBUSIM.

3.1.1. WUcTOYHMK nUTaHuA

Ons aHanu3atopa PATHFAST tpebyetca HanpsikeHue anektponuTtaHua 100 — 240 B (£10%) nepemeHHOoro
Toka 50/60 I'y. MNoTtpebnsemas mowHocTb - 360 BA. lNMepea Hayanom akcnnyataumm ybeautecb B TOM, YTO
nNpmbop nNpaBunbHO 3a3eMnéH. icnonb3ynTte TONbKO nNpunaraemMbln K npnbopy kabenb NMTaHWsa U po3eTku C
3asemneHueM. V3berante COBMECTHOrO MCMOMb30BaHWA WCTOYHWKA MUTAHWA C OPYrMMW MHCTPYMEHTamu.
MN3beranTe nogknoyeHns npmbopa Kk 0gHON po3eTKke BMECTe C ApYrMMun npmbopamm n/unmn ycTporncTBamu.

3.1.2. TpeboBaHus K pabo4yumM ycrnoBusim

e Ananusatop PATHFAST ocHaweH y3nom KOHTPOMsS TemnepaTtypbl Npu BbINOMHEHUW aHanusa.
MopaepxvBante TemnepaTypy OKpy>KaloLLen cpedbl U BNaXKHOCTW BO3Ayxa B Criedylowux npegenax:

Temnepatypa: +15°- +30°C
BnaxHocTb: 20 — 80% (oTHocuTenbHas, 6e3 KoHaeHcauun)

e Bo u3bexaHve gedopmaumun KpblKA BO34YWHOro dwnbTpa ycTaHaBnvMeanTe npubop Ha poBHOMW
YCTOMYMBOW rOPU3OHTaNbHOW NOBEPXHOCTU, HE NMOABEPXKEHHOW BUbpauuun.

e [lnowagb ctona unu Tenexka ana PATHFAST pomkHa ObiTb OOCTAaTOMHOM AONS pasMelleHus
npubopa u gpyroro obopynoBaHust / pacxogHbIX MaTepuanoB, WCMONb3yeMblX AN aHanM3oB U
UMeTb rpysonogbemMHocTb 6onee 30 kr.

e [epxuTe cBOOGOOHBIM LOCTYN K 3MeKTpUYECKON po3eTke, B KoTopyt nopknioveH PATHFAST ans
3KCTPEHHOrO OTKITYEHUsI Npubopa oT CeTw.

e O6ecneybTe MMHUManNbHoe cBobOAHOE NPOCTPaAHCTBO crieBa oT npubopa — 15 cM, cnpaBa U c3aau
—10 cm.

e U3bGerante pasmeweHns aHanusatopa PATHFAST B6nu3an 060pyooBaHUsi C  BbICOKUM
3HepronoTpebrneHnem nnmn BOMM3N BO3MOXHbBIX MCTOYHMKOB KONebaHu HanpsikeHus B ceTu u/vunu
ANEKTPOMarHUTHOrO U3nNyyYyeHus.

e U3bGerante pasmeweHus aHanmsatopa PATHFAST B MmecTtax, rge oH 6ygeTr nopBepratbes
OEVCTBUIO MPSAMOro COJIHEYHOrO CBETa MM MOTOKOB BO34yXa OT KOHAWLMOHEPOB WNU OPYrux
npunbopos.

e He nepekpbiBante BO3Qyx03aboOpHMK B HWXHEW 4acTu npubopa, cosgaBas NpendaTCTBUS MOTOKY
BO34yxa, Hanpumep, bymaromn.

e He 3akpbiBaliTe BEHTMNSLMOHHbIE OTBEPCTMS BBEPXY Ha 3agHew naHenu npubopa. Takke He
Jonyckawte nonagaHus BHYTPb npubopa MOCTOPOHHWX MpegMeToB Yepe3 BEHTUNSAUMOHHbIE
PeLLETKMN.
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. |_|pVI60p MOXEeT SKCMyaTnpoBaTbCHA TOMBKO B MOMELLEHUSAX CO CTerneHbl YUCTOTbl HE Huxe 2
Knacca.

e Ananusatop PATHFAST moXeT aKCnnyaTupoBaTbCs B MecTax, pacrnosfioXeHHbIX Huwxke 3000 m ot
YPOBHS MOpPA.

o KaTeropus yCTOMYMBOCTU K CKadkam HanpshkeHus .

e [lonyckaeTcs BpeMeHHOe noBbIeHne HanpsxeHus go 2500 B.

3.1.3. TpeboBaHUs K yCNOBUAM TPAHCNOPTUPOBKMU U XPaHEHUA

YcnoBus XxpaHeHus: TemnepaTtypa +5° - +40°C
OoTHocuTenbHas BnaxHocts  20-80%

YcnoBust TpaHCNOPTUPOBKMU: TemnepaTtypa -20° - +70°C

oTHOcuTenbHasa BraxHoctb  20-80%
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3.2. O6paweHue c npobamu

Obpawatbca ¢ npobamu, Kak W CO BCAKAM MNOTEHUManbHO MHMEKUMOHHBLIM
OvomaTtepuanom, crnegyet C MNpuMeHeHMeM nabopaTopHbix Mep 6e30nacHOCTH,
OnuCcaHHbIX B KHure «buonornyeckas 6e30nacHOCTb B MUKPOOMOMOrMYecKux W
ovomMeamumHCkMx nabopartopusx»* M B ykasaHusax M29-T UHCTUTYTa KIMHUYECKUX W
nabopaTopHbiX cTaHgapToB**. [llocne paboTbl ¢ npobamm HeobxoaMmo TLLATENBHO
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. Mpeaynpexaarowime 3 TUKeTKU

AHannsatop PATHFAST nocrtaBnsietcd C  COOTBETCTBYWOLWMMW  MeXAyHapoAHbIM  CTaHgapTam
npeaynpexganLummm 3TMKeTkaMmn B TeX MecTax, rge Heobxoammo cobntogate 0cobyto OCTOPOXHOCTL NMpw
aKcnnyaTaumm u obcnyxusaHum npubopa.

MpenynpexgatoLme aTUKETKN Mpumep ykasaHus Ha Mepbl NPEAOCTOPOXHOCTH

Brioku HarpeBa MMeloT BbICOKYHO TeMNepaTypy.

Bo nsbexaHne oxoros He npukacanTecb kK 0603HayeHHon obnacTu.

Bbicokas Temnepatypa

O6pasubl ansa aHanusa Ha aHanu3aTtope PATHFAST, Bkntouyas npobbl
LenbHOW KpPOBW, MNasMbl, CbIBOPOTKW, KOHTPOISibHbIE MaTepuansl,
UCNONb30BaHHbIE  peareHTbl, [OOIPKHbI  paccMaTpuBaTbCs  Kak
@ noTeHumansHo NH(PEKLNOHHbIE mMarepuansi. Mcnonb3yinTe
HeoOxoaMMble 3allMTHble cpeacTBa npu pabote u obcnyxuBaHUK
npubopa. [llpuaepxuBantecb  MeCTHbIX npasBun  paboTel €
Buonornyeckas onacHoCTb UHMEKLMOHHBIMU MaTepuanamu " yHUBEpcanbHbIX
NpPeaoCTOPOXHOCTEN Npu paboTe C reMOKOHTaKTHbIMW NaToreHamu.

MpoGorHMKM ANs NpoKanbiBaHWs antoMUHUEBBIX KPbILLEK KapTpumKen
pacronoxeHbl nog koxyxoM. OHM UMEIOT ocTpble kpasi. Bo nsbexaHue
TpaBM crnegyeTt cobnogatb 0cobyld OCTOPOXHOCTbL NPY YCTAHOBKE B
npubop KacceTbl ANsl peareHTHbIX KapTPWMKEW WM Mpu OYMCTKe

NPo6oMHMKOB.
TpaBMoonacHOCTb
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3.4.  WHcTpyKuum no 6e3onacHoCcTu

BHumartenbHo I'IpO‘-WITaIZTe 9TOT pasgen And noHMMaHuA BCEX BO3MOXHbIX WUCTOYHMKOB OMACHOCTH,
OTMEYEeHHbIX crneayrLwnmMn CMMBOJ1IaMN:

CumBon

3Ha4eHue

A OnacHo

HecobniogeHne WHCTPYKLUUIA MOXET NPUBECTU K CEepbE3HON TpaBMe W
onacHo Ans X13HW. Bbicokas cTeneHb BaXXHOCTW.

A MpenynpexaeHue

HecobntogeHne WHCTPYKLUUIA MOXET NPUBECTU K CEepbE3HON TpaBMe W
onacHo Ans Xu3HU. MeHbluasi cTeneHb BaXXHOCTU.

A OcTOpOoXHO

HecobniogeHne WHCTPYKUMIA MOXET MpUBECTM K TpaBMe MWNU nopye
obopyanoBaHus.

1. MNopg «Cepbé3HbIMM TpaBMamMn» nogpasymeBaloTCcAa HacTyrnsieHne crnenoTbl, CUIbHbIE YLIJVI6bI, oXoru

n obmopoxeHus,
nonb3oBaTtens.

QNEeKTpOoTpaBMbl, MNepenioMmbl WK  AOnutenbHaa noTeps prD,OCI'IOCOGHOCTVI

2. Mop «TpaBmMamu» nogpasymMeBaloTCsl MOBPEXAEHWs, He NpuBoAsLME K ANUTENbHOW noTepe

TPYAOCNOCOGHOCTM.

3. Mop «nopueit obopynoBaHusi» MoApasyMeBaeTCsi 3HAYUTENIbHOE MWCKaXKeHWe pes3ynbTaToB Wmu
CUJbHbIE MOBPEXAEHNS PACMONOXKEHHbIX BGN3M NPUGOPOB UMM YCTPOMCTB.

Mepbl NpeaoCTOPOXKHOCTU, OTHOCSLLMECS K Npnbopy

A OnacHo
A OnacHo
A OnacHo
A MpenynpexaeHve

A OcTopoXxHO

Bo3MOXHO nopaxeHue aneKTPUYECKMM TOKOM NpPU  MPUKOCHOBEHUN K
3NEeKTpMYEeCcKMM y3nam BHYTpu npubopa. [lMpu pabote u TexHUYECKOM
06CnyXMBaHWUN He BbINOMHANTE KakMxX-Nnbo OeNCTBUIA, HE MPeayCMOTPEHHbIX
B JaHHOM PykoBopcTtse.

He BHocute Kakmx-nmbo W3MEHEHMN B KOHCTpykuuio npubopa. He
UCMONb3ynTe  3anacHble 4acTM WU pacxofdHble  Martepuanbl, He
npegHasHadeHHble ansg  npubopa. Takke Hukorga He paboTtanTte cC
aHanm3aTtopom PATHFAST npu OTKMOYEHHOW 3aLUTHOWM BOKMPOBKE.

B KpUTUYECKNX CUTyaumsax HeMearneHHO BbIKMoYMTe NpMbop U oTCoeanHuTe
kabenb NUTaHNA oT po3eTku. [Nocne aToro CBXUTECH C Balumm noctasLLMKOM
PATHFAST.

Ananusatop PATHFAST ygosnetBopsieT HopmatuBam EMC no knaccy A,
ofHako  npou3BoguTens npubopa He B COCTOSIHAM  MOSTHOCTBHO
HeNWTpanu3oBaTb  BJIUSHME  CUSIbHOTO  BHELIHEro  3feKTPOMarHUTHOro
usnyyeHuss. He wucnonb3ynte BONU3M npubopa Takme yCTPOMCTBA, Kak
MOGUIbHbIE TeNedOHbl, NepeaaTymku 1 T.0.

Hactporiku aHnanusatopa PATHFAST pgna CLWA otnmyatotea ot
CTaHAapTHbIX. IX MOXHO NOAKMIOYMTL B MEHIO HACTPOEK.
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>> B BB BB BB PBP

OcTOpOoXHO

OcTOopOoXHO

OcTOpOoXHO

OcTOpOoXHO

OcTOpOXHO

OcTOpOXHO

OcTOpOXHO

OcTopoXxHO

OcTopoXxHO

OcTopoXxHO

OcTOpOXHO

OcTOopOoOXHO

PaboTta c aHannszatopom PATHFAST gonyckaeTcs TOMbKO NOCne NpoXoXaeHUs
WHCTPYKTaxa y ynonHOMOYeHHoro anctpubsiotopa PATHFAST.

OTkntovarite npubop, ecriv OH He NCMNONb3YETCS.

Mpn BO3HUKHOBEHUM Henonagok obpatutecb Kk rnase 14 «YcTpaHeHue
HeucnpaBHOCTEN» UM BbINOMHMTE Heobxoaumble yKasaHHble Aencteus. Ecnn
HEenCnpaBHOCTb COXpaHsieTcsl, obpatutecb K Bawemy auctpubbtoTopy
PATHFAST.

Mpn HeobGxoamMmocTn nepemelleHns aHanudaTopa PATHFAST B gpyroe Mecto
CHavana obpaTutecb 3a nomowibio kK Bawemy guctpmbbiotopy PATHFAST.
Beuay Beca v rabapuToB npubopa pekoMeHayeTCcs nepemeLLaTb ero BOBOEM.

Heobxoaumo BLINOMHATL perynspHoe TexHudeckoe obcnyxuBaHue npubopa,
onvucaHHoe B [JaHHOM PykoBoactBe, B COOTBeTCTBMM C Bawum ypoBHem
poctyna. TexHnyeckoe obcnyxmBaHue BbICOKOTO YPOBHSI OOSMKHO BbINOSHATHCS
NMUEH3NPOBaHHbLIM NEPCOHANIOM CEPBUCHOTO LIEHTPA.

Mpu paboTte ¢ aHanm3aTopom PATHFAST cneayvite ykasaHusM, NpMBEAEHHBIM
B AaHHoMm PykoBopcTse.

Pabota Ha npubope ¢ pasHbiMM napameTpamu MOXeT ObITb HEMHOro pasHOoMW.
KOHKpeTHble MHCTPYKUMM [ANns TecTa CM. B MHCTPYKUMSIX-BKRagblwax K
COOTBETCTBYIOLLUM peareHTam.

[ns  KOHTpons  KavecTBa MOSMb3YNTECb  KOHTPOISIbHLIMM
pekomeHAoBaHHbIMKU komnaHven JICU Meguerc KopnopenLuH.

mMaTtepuanamm,

Mpu ob6HOBREHUM NporpaMMHOro obecrnedeHnsa npubopa OEeNCcTBYWTE COrnacHo
onncaHHoOW B AaHHOM PykoBOACTBe npouenype unn ykasaHusam guctpmbbiotopa
PATHFAST. HenpaBunbHble eNCTBUA MOrYT MPUBECTU K NoTepe OaHHbIX, YTO
caenaeT HEBO3MOXHOW AanbHenwyo paboTty ¢ npubopom.

WNcnonb3yiite BMecTe ¢ NpMboOpOM TOSBKO MOCTABMSAEMbIA B KOMMSIEKTE PYYHOM
CKaHep LUTPUXKOAA M opurmHanbHbeln USB-HocuTens ¢ nporpaMmmon 06HOBMEHUS
Mno.

Bo Bpemsi BbINOMHEHMS aHaNW3OB M WHULMAMU3aLMM CUCTEMbI MepeaHss
ABepua npubopa 6rokupyeTtcs. He nbiTakTecb OTKPbITh €6.

He HaxumainTe HeCKOnMbKO KHOMOK OOHOBPEMEHHO U He yAepXuBanTe KHOMKM
HaxaTblMW fonroe Bpemsi. 3TO MOXeT NpuBecTy Kk cbosim B paboTe cuctemsl.
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Mepbl NPegoCTOPOXHOCTU, OTHOCALLMECS K peareHTam

> b BPBPBPBEPDBE BPBPPDPDP

MpeanynpexaeHne

OcTopoXxHO

OcTopoXxHO

OcTopoXxHO

OcTOpOXHO

OcTOpOoXHO

OcTOpOoXHO

OcTOpOoXHO

OcTOopOoXHO

OcTopoXxHO

OcTOpOXHO

OcTOpOXHO

Wcnonb3ynte TONbKO peareHTbI " pacxogHble mMartepuarnsl,
peKkoMeHaoBaHHble koMmnaHuen JICU MegueHc KopnopenuH.

Ctporo cobniogante MHCTPYKUMM MO NPUMEHEHUIO, XpaHEHUIO, obpalleHnto
U T.4., NPUBEAEHHbIE B MHCTPYKUMSIX-BKITAgbILLax K peareHTam.

He ncnonb3ynTe peareHTbl C MCTEKLLIMM CPOKOM FOAHOCTMU.

YuynTbiBanTe BO3MOXHOCTb codepXaHuss B npobax BewecTs, Aalolmx
Hecneuundunyeckne peakumm nm NPOTUBOAENCTBYOLLMX peakLun.

[lmarHo3 Ha OCHOBaHMWU pe3ynbTaToB aHanmMsa MOXeT CTaBUTLCA TOMbKO
BpayoM M TOMbKO C YY4ETOM MONHOWN WMHcbopMauuK, BKMoYas pesynbTathl
APYrMX aHanm3oB U KNMHUYEeCKoe COCTOsIHUE nauueHTa.

XpaHuTe Habopbl peareHTOB W KapTPUOXKMU C peareHTamMy TONbKO KPbILLKOM
KBEpXY.

Mpn paboTe c KapTpumxkaMn He NMpuKacamTecb K 3alUTHOW antoMUHUEBON
donbre 1 cHETHOM NyHKe. [lepXknTte KapTpUaXM TONbKO 3a Kpas.

MonagaHne B CYHETHYKO FYHKY CIIOHbl U3 BblObIXGeMOro BO3gyxa MOXeT
NPUBECTN K OLUMGOYHBIM pe3ynbTaTam.

Wcnonb3oBaHve KapTpuaXen € peareHTamu, Clly4yalHO ynaBlIMX Ha non,
MOXET NPUBECTU K OLUIMOOYHBIM pesyrnbTaTam.

lMepen BbLINOMHEHWEM aHanu3oB ydanuTe Mny3blpbku BO3Ayxa W3 NYHOK
KapTpuaxa W Kannu C BHYTPEHHEW CTOPOHbl anioMUHUEBOW OIbIN,
OCTOPOXHO MOCTYYaB KapTPUOXKEM O MNIOCKY0 NOBEPXHOCTb.

MpoObl C BLICOKOW MYTHOCTbLIO, BKItOYas NPoObl C BbICOKMM COAEpPXKaHWEM
nMnuaoB, MoryT 6biTb OWMOOYHO pacno3HaHbl [AaT4MKOM Kak npobbl
LUenbHON KpoBW. B 3TOM cryyae MOXHO CKOppekTMpoBaTb pe3yrnbTaThl,
BHECS MONPaBKy B 3HAYeHWs remaTokpuTa.

Mpobbl, K KOTOPbIM NPW BHECEHWM B NYyHKM Ans npob [obaBnsanucb
KpOBSIHble KNeTkn unu apyrue Aobasku, MOryT ObiTb OLUIMGOYHO pacro3HaHbl
AaTynkom Kak npobbl uenbHoW KpoBu. B 3aTOoM cnyyae MOXHO
CKOpPPEKTUPOBaTb pe3yrnbTaThl, BHECS NONPaBKy B 3HA4YEHNS reMaToKpuTa.
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Opyrve mepbl NpegoCcTOPOXKHOCTHU

MpenynpexaeHue

MpegynpexaeHue

OcTOpOXHO

OcTOpOoXHO

OcTOpOoXHO

OcTopoxHO

OcTopoXxHO

Mpobbl Ans aHanu3a Ha aHanu3aTope PATHFAST sBnstoTca noTeHumManbHo
WH(EKUMOHHbIMK.  [lpu  pabote ¢ npubopoM M €ro TEXHUYECKOM
obcnyxmBaHUM NOMNb3yMTECh CPeACcTBaMM 3aluTbl (MepyaTtkamu, OYKamMu,
nabopaTopHbIMK XanaTamu 1 Luanoyvkamm).

Mpu nonagaHum Npob, peareHToB UMM XNOKNX OTXOOO0B Ha KOXY NPOMONTE U
npogesnHuumMpyniTe 3arpssHéHHoe MecTo, a 3atem obpaTtutecb 3a
KOHCYyMnbTaunen K Bpavy.

Mpu yTunuMsaumm oTXo40B cobGnoganTe npPeayCMOTPEHHbIE 3aKOHOM
TpeboBaHna 6€30nacHOCTN U OTHOCSALWMECH K HAM HOPMAaTUBbI.

Mcnonb3oBaHHble KapTpnaxwum n3-noa peareHTos, MCNoJib30BaHHbIE
HaKOHEeYHUKN un KOHTeIZHepr aona HuUX AOOoJPKHbl CHUTATbCA NOTeHUManbHO
VIHd)eKU,VIOHHbIMVI N yTunn3npoBaTbCA COOTBETCTBYHOLLNM 06pa30M.

Ananuszatop PATHFAST npegHasHayeH pAns  KNWMHMYECKOro aHanvaa
LenbHOM KpPOBM, MMa3mbl WM CbIBOPOTKW. He npumenante npubop ans
apyrux uenen.

Bo n3bexaHne TpaBM Npu yCTaHOBKE KapTPUMKEW C peareHTamu B KacceTy
cregyeT cobnogaTb OCTOPOXHOCTb.

Mpn 3ameHe Gymaru B npuHTepe creayet cobniojaTb OCTOPOXHOCTb BO
nsbexaHne TpaBM pe3akom.

WHcTpykummn no 6esonacHoMy obpalleH o ¢ XuMukaTtamu, coaepxalimmMmmcs
B pacxodHbIX MaTepuanax W peareHTax CMOTpUTE B MHCTPYKUMSX-
BKNnadblllax K peareHTam unu B Tabnuuax no 6esonacHoctu npu pabote c
matepuanamv (MSDS) B TEXHUYECKON AOKYMEHTaLmK.

OTUNOBLI  CNMPT, NPUMEHSIEMbIA AN YACTKM NpuGopa, OrHeonaceH,
o6palLaTbCcs ¢ HUM crieayeT C OCTOPOXHOCTLHO.
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3.5. OrpaHu4yeHue OTBETCTBEHHOCTHU

Mpun pabote ¢ aHanmsaTopom PATHFAST 1 ero TexHnyeckom obCnyXmBaHuUM KparHe BaXkHO cobntogatb
WHCTPYKUUKN MO TexHuke Ge3onacHOCTW, NpuBeAEHHbIE B pa3fenax Bbille. TeM He MeHee, Aaxe MOMHOM
coOnogeHNN  3TUX  MHCTPYKUMA COXPaHSAETCS BO3MOXHOCTb HeCYacCTHbIX Cry4yaeB M MNOMOMOK. B
nepeynucneHHbIX Hmxke cnydasax komnauusa JICU MepgueHc KopnopenwH He HeCET OTBETCTBEHHOCTU 3a
HecYacTHbIe CIly4au 1 NOMOMKU, a TaKkKe He KOMMNEHCHpPYeET yLiepo:

MoBpexaeHua npubopa M TpaBMbl NOMb30BaTENEN, Bbi3BaHHblE POPC-MaKOPHbBIMWU CryvyasiMu, Takumm
KaK nokapbl, 3eMJ1eTPSICEHMSA U OpYyrue CTUXuiAHble 6eacTBus.

MoBpexpaeHuss npubopa M TpaBMbl NONb3oBaTenen, a Takke HEBEpHble pe3yrbTaTbl, Bbl3BaHHLIE
npegHamepeHHbIMU, HEMPaBUbHBIMU UMW OLUMBOYHLIMU OENCTBUSIMU NONb30BaTENS.

ConytcrBytowmin yuiepd, BO3HMKLWIMA MPU UCMNOMb30BAaHUN MMM HeUcnonb3oBaHuM npubopa, Kak-To:
Hegonony4YeHHas npubbinb, MpekpaweHne KNMHUYECKUX WccnedoBaHun, yuwepbd, NpUYNHEHHBIN
nauueHTam, u T.4.

Yuwep6b, BO3HUKLLIMI BCREACTBUE HECOBNIOAEHWS MHCTPYKUMIA NO TexHWke 6e30nacHoCT, NpuBEeAEHHbIX
B AaHHOM PykoBoAcTBe.

Yiwepb, BO3HUKWWIA BBMAY HenpaBwuibHOW paboTbl npubopa € BHELWHWMW KOMMbIOTEPaMU U ApyruMu
yCTPOMCTBaMM W nporpamMmamu, K KoTopbiM kKomnauus JICU MegmeHc KopnopenwH He wumeeT
OTHOLLEHMS.

Yuwepb, BO3HMKWWM BCreacTtBMe peMoHTa wnn  mogudpmkaumm npubopa nepcoHanoMm, He
nnueHsnpoBaHHbIM koMnanuen JICU MeguneHc KopnopeiH.

3-8



PATHFAST PykoBoacTBo nonb3oBartens Bepcusa 4.10E

4. NnoaAPOBHOE ONMUCAHUE AHANTU3ATOPA PATHFAST

AHanmnsatop PATHFAST npegctaBnsieT coboOM  MOMHOCTbIO  aBTOMAaTM3MPOBAHHBLIA  KITMHUYECKUI
aHanusaTtop, paboTatowmi ¢ npobamm LenbHOW KPOBK, NiadMbl UNN CbIBOPOTKMU.

B aToli raBe onucbiBatOTCA NPUHLMN N3MEPEHUS, YCTPOUCTBO npubopa, Heo6XxoaMMble KOMMIEKTYIOLWME U
pacxofHble MaTtepuarnsl, a TaKKe peareHTbl, npuMeHsiemble Ans aHanusatopa PATHFAST.

4.1. MpuHUMN BbINOSIHEHUA aHanu3a

B aHanusartope PATHFAST ncnosb3yeTcd NpPUHLKUN n3mepeHus, OCHOBaHHbIM Ha
UMMYHOXEeMUTIOMUHECLIEHTHOM cbepMeHTaTUBHOM aHanuse (CLEIA).

PeareHTbl, Heobxoanmble ANs KaXOoro TecTa, COAepXaTcs B NyHKax cneumanbHo paspaboTaHHoro 15-
AYeeyvyHoro kapTpugxa, 3aneyaTtaHHbIX antoMUHUEBOW DONBION.

Hwxe onvcbiBaeTcs NPUHLMI U3MEPEHUSI Ha NpUMepe CepaeyHoro TporoHuHa | (cTnl).

Habop peareHToB:
e  MarHuTHO-naTeKCHbIV peareHT (MarHMTHbIe YacTULbl, MOKPbITbIE NIAaTEKCOM)
e PeareHT ¢ MeyeHbIMN aHTUTENaMM (PacTBOp aHTUTES, MEYEHHbIX LUEernoYHon doccaTason)
e PeareHT onsa NnpomMbIBKM (pacTBOp AN OTAENEHUS HeCBA3aHHbIX KOMMOHEHTOB peakLMOHHON CMecH)
e JltoMMHECLEHTHbIV cybeTpaT

Mpouecc aHanusa:
1. TMpobbl (uenbHas KpOBb MMM nra3ma) CMELIMBAKTCA C MarHUTHO-NAaTEeKCHbIM peareHToM U
pacTBOPOM aHTUTES, MEYEHHBIX LLenoYHon doctaTason, n MHKYOUpYTCA B TeYEHUE 5 MUHYT.
Ha atom atane o6pasyloTcd MMMyHHble COHOBWY-KOMMMEKCHI: aHTUTENno Ha TBépaon dase —
NCKOMbI/ aHTUrEH — MeYeHoe LWeno4Hon docaTason aHTUTENO.

2. C nomowbto TexHonormm Magtration® BbinonHseTcs pasfgeneHne CBsi3aHHbIX Ha MarHMTHbIX
YyacTuuax UMMYHHbIX KOMMIIEKCOB U HE MpOpearnpoBaBLLUMX KOMMOHEHTOB peakUMOHHON cMecu Ans
yAaneHus n3bbITKOB peareHTOB Unn buomatepuranos nNpeablayLlero atana.

3. BHocuTca noMuHecueHTHbIM cybcTtpaT (CDP-Star), KOTOpbIi  KaTanuMaupyeTcsl  LLENoYHOMN
docpatason, UTO NPUBOOUT K MUCNyCKaHU cBeTa. Mcnyckaemble QOTOHbI MOACYUTLIBAKOTCSA
POTOYMHOXUTENEM.

4. YpoBeHb CMrHana, CYMTaHHbI (POTOYMHOXWTENEM, CpaBHMBAETCA CO CTaHAapTHOM KanubpoBOYHOWM
KPUBOW UM coXpaHseTcs B nNamaTh aHanmsatopa PATHFAST gns BblMMCNEHUS KOHUEHTpauum
onpegensemMoro napameTpa.
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MpuHUunMn uamepeHun B aHanusatope PATHFAST

© AHanuTt
X MoBoyHele
KpoBb 1mm
nnaswa @

X o x KmmyHHaA

peakuyma

KoHbtorar L@ 5 MUHYT

MarHuTHble YacTUL k! ) ’.

DoTOYMHOKUTENE
OTkauka/

.‘ BHECEHNE

Pasgenawowan
Bbrncnenua npamMeIBKa
PepmeHTHaA

peakuuA

1 muHyTa CDP-Star®

MamepeHne
MCMyCKaHUA
ceeTa

XeMUITFMUH.
cyOcTpar
-

AHanusatop PATHFAST BbINonHAET MNpPOLECC aHanu3a, KOTOPbI COXpaHAeTCa B MaMsATU KakK «MNPOTOKON
aHanu3ay, 1 aBToMaTU4eCK/ BbIBOAUT pe3yrnbTaT Ha BCTPOEHHbIN NPUHTEP.
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4.2. Pab6ouue y3nbl aHanusatopa PATHFAST

B aTom pa3sgene onuceIBaloTCs OCHOBHbIE Y3nbl Npubopa 1 nx yHKUNN.

4.2.1. Bwup npubopa cnepegu

BonbLIMHCTBO y3noB, HeobxoaumbIx Ans paboTbl ¢ aHannsatopoM PATHFAST, pacnonoXxeHbl Ha nepeaHen
naHenu npubopa. Huxe onucaHsl 3Th y3nbl U X PYHKUUK.

XKK-gucnnen
C CEHCopHOW
naHernblo

PATHFAST

MepenHsas asepua

Mugukatop
COCTOSAHUSA

MpuHTEp

Tymbnep

NHan KaToOp COCTOAHUA:

YKK-gucnnewn ¢ ceHcopHoMn
naHernbHo:

Tymbnep:
MepenHsia aBepua:

MpuHTep:

Kpblilwka npuHTepa:

KpblLka npuHTEpa

CBeTuTCs 3enéHbIM Npy HopManbHoW paboTe.

OtobpaxaeT pasnuyHylo UWHOpMaUUo W CNYXuT Ana  npuéma
ynpaBnsiloLLMX KOMaHZ OT Nonb3oBaTens.

BkrtovaeT u OTKMIOYaET anekTponutaHue npubopa.

OTkpblBaeTcs, coBurasice kBepxy. 3Ty [ABepuy Heobxogumo
OTKpbIBaTb AN YCTAaHOBKM KacCeTbl ONS peareHTHbIX KapTpUaxXen u
OpYrMX pacxogHblX MaTepuanoB, BHECEHMS NPOO, a Takke ANs YNCTKM
N TEXHNYECKOro obcrnyxmnsaHusa npudopa.

Cﬂy)KMT Ona nevaTtu pe3ynbTtaToB I/I3MepeHI/IIZ N Opyrux gaHHbIX.

YT06bl 3aMeHUTb Gymary B NPUHTEPE, HY)KHO OTKPbITb 3TY KPbILLKY.
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MpuHTEp

Kpbliwwika
npuHTepa

Bua npuHTEpa C OTKPbITOW KPbILLKON

4.2.2. Bwup npubopa c3agu

Ha 3agHen noBepxHOCTM npubopa pacnonoXeHbl ABE BEHTUMSALMOHHbBIE PELLETKN Ansi BO3AYX00OMeHa, 4YTo
Nno3BofsieT perynvpoBaTb TemnepaTypy Y3roB HarpeBa. BoOKpyr aTvx BEHTUMSLMOHHBIX PELUETOK AOIMKHO
ocTaBaTbCsl CBOOOAHOE NPOCTPAHCTBO He MeHee 10 cm.

BeHTUnAuMoHHbIe
peLueTkn

BeHTunsumnoHHble pewétkn:  OTBepcTMs Ofis BEHTURSALMK, Cryxalime Ons npegoxpaHeHuss npubopa ot
neperpesa.
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4.2.3. Bwup npubopa cneBa

Tymbnep
USB-nopT
He3no kabensa nuTaHus He3no 3a3emneHus R232-C nopt
MopT RS-232C: lMocnegoBatenbHbIV NOPT ANs obMeHa AaHHbIMU C BHELLUHUM KOMMBLIOTEPOM.
Mopt USB USB-nopT Ans nogknioYeHns py4Horo ckaHepa wrpuxkoga unnm USB-Hocutens

Ans nepenporpaMmMmMpoBaHus npubopa.
Pa3bém kabenst nutanmnsa: K aTomy pasbémy noaknoyaetcs kabenb NUTaHUS OT CETU.

"He3no 3a3emneHus 3asemneHne npubopa obs3atenbsHo.
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4.2.4. Pabo4as 30Ha

Mpu oTkpbITON NepenHel OBepue aHanusatopa PATHFAST ctaHoBuTCs BugHa pabodvasi 3oHa npubopa.
Hwxe onucaHbl yanbl padoyen 30Hbl U nx yHKLUN.

Bug paboyeli 30HbI 6e3 pacxofHbIX MaTepUanoB 1 kKacceTbl AN KapTPUMKEN

Y3en gosatopos

Pabouas
nnatdopma

Oatunk
oTpaboTaHHbIX
HaKOHEYHWKOB

Y3en [03aTopoB:

Pabouyas nnatdopma:

Hatunk oTpaboTaHHbIX
HaKOHEYHWKOB:

Y3en HarpeBa T:

Y3en npobonHNKOB:

MarHuTHbI y3ern:

Y3en HarpeBa L:

lNopgctaBka ons
HaKOHEYHUKOB:

Y3en
npo6oHNKOB

Y3en HarpeBa T

MarHuTHbIN y3en

Y3en HarpeBa L

MopcTaBka ons
HaKOHe4YHUKOoB

Bnok 13 6 MOpLIHEBbLIX [03aTOPOB AMS 3akaykm W BHeCeHUs npob w/wvnu
peareHToB. Ha natpybkun 003aTOpOB HaAeBaKTCA HaKoHeYHNkM PATHFAST.

CI'IY)KVIT OnA yCTaHOBKM KacCcCeTbl ONA peareHTHbIX KaprVID,)KeVI, KacceTbl Ond
HOBbIX HAKOHEYHUKOB U KOHTeIZHepa ana OTpa6OTaHHbIX HakoHe4HnkoB. MoxeT
nepemMellaTbcA Bﬂepéﬂ M Ha3ag BO BpeMA BbINOJIHEHNA aHAlIM30B.

CnyxuT gns npoBepKn TOro, YCTAHOBMNEH NN KOHTEMHEpP Ans oTpaboTaHHbIX
HaKOHEYHUKOB N COOEPXUT NN OH HAKOHEYHUKN.

Cnyxut ans nogorpesa XWOKOCTEN B OOHOPA30BbIX HAaKOHEYHMKaxX BO BpEMS
peakuuun. NogaepxuBaeT TemnepaTypy peakunoHHo cmecu pasHou 35°C.

MpoGuBaeT OTBEPCTUS B aNtOMUHUEBOM MOKPLITUN KapTpUIKE ¢ peareHTamMu,
obecneymBasi 4OCTYN HAKOHEYHUKOB K peareHTam.

Cos3gaét marHuTHoe norne, yoepxunpawuwiee MarHMTHO-NaTeKkCHble 4YacTuubl Ha
BHYTPEHHUX CTeHKax HakKOHEeYHWKOB, YTO NO3BOJSIAeT BbINOJIHUTL pasferieHune
CBA3aHHbIX N HECBA3AHHbIX aHTUTEJ1 C NOMOLLIbIO TEXHOJ10TMKn Magtration®.

MopopoepxuBaetr TemnepaTypy peareHToB 6nwkanwmx K npobam nyHKax
KapTpuoxen pasHon 37°C.

CJ'IY)KVIT Ona pasmMelleHna HoBblX OAHOPAa30BblIX HAKOHEYHUKOB.
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Bua paboyert 30HbI C pacxoaHbIMWM MaTepranaMm 1 KacceTon Ans KapTpUmkemn

CyeTHas nyHka

Kaptpunaox c
peareHTamu

KoHTelHep ans
oTpaboTaHHbIX
HaKOHEYHUKOB

_— o™~ o - w = \

! ™~ HakoHeuHnkm
Rarux g g § g % | PATHFAST
pacrosHaBaHus \
npo6bl (BHYTPU)

Homepa kaHanos

KapTpugx c peareHtamm: lMnacTMaccoBbIi KapTPpUAXK CrneumanbHON KOHCTPyKuMM c 15 nyHkamu.
Heobxooumble Ons KOHKPETHOrO aHanusa peareHTbl 3apaHee BHECEHbl B
onpenenéHHble NMyHKM 1 3anevaTaHbl antoMUHUEBOW (DONbroM, Ha KOTOPYH
HaHeCéH LITpUxKoa, coaepxalunin tHdpopMaL Mo O peareHTax.

CueTHag nyHka: JlyHka, B KOTOPOW U3MEPSETCA XEMUMIOMUHECLEHUMNSA Ha NocregHeM aTane
aHanusa.

HakoHeuHukn PATHFAST: CnyxaTt ans acnupauun n o3mpoBaHns nNpob M peareHTOB, a Takke Ans
pasgeneHns cBA3aHHbIX U HECBA3aHHbIX BELLECTB C MOMOLLbIO TEXHOMNOrUn
Magtration®.

KoHTenHep ansa CbEMHbIA  MMacTMacCoBLIN  KOHTEWHEep, B  KOTOpbI  cOpacbiBaloTcs

oTpaboTaHHbIX NCMOmb30BaHHbIE O4HOPAa30Bble HAaKOHEYHUKN PATHFAST.

HaKOHEYHUKOB:

[atumk pacnosHaBaHus 3amepseT nponyckaHue cBeTa Yepe3 HakOHEeYHUK nocrie acnvpauun npobbi

npoo6bI: Ons pacnosHaBaHust npob uenbHOM KpoBu. AHanusaTop PATHFAST
aBTOMaTU4YeCKn BHOCUT B pes3ynbTaT aHanusa nonpasky B COOTBETCTBUM C
rematokpuTom (Hct%).
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4.3. TlpuHagnexHocTn

MpuHagnexHocTn k aHanusaTopy PATHFAST nepeuuncneHsl B Tabnuue Huxe.

Tabnuua 4-1. MNpuHaanexHocTn

OnucaHve Kon-so 8 [MpumeyvaHue
KoMmnnekTe
CeteBow kabenb Ha 100 — 120 B ~ 1
CeteBoli kabenb Ha 220 — 240 B ~ 1
MpepoxpaHutens Ha 4 A, 250 B, Tmn SLO-BLO 1 3anyacTb Ans 3aMeHbl
Ctunyc 1
KacceTa onsi peareHTHbIX KapTpuaxen 1
Py4HoW ckaHep wTpuxkoaa 1

Mpumeyanue: Ewé od0uH npedoxpaHumersib yxe ycmaHoe/ieH 8 rnocmaensembil npuéop.

1) CeteBoi kabenb Ha 100 — 120 B ~

2) CeteBoW kabenb Ha 220 — 240 B ~

o Kabenb nutaHusa onga cTpaH co cTaHaapToM HanpsbkeHnsa 220 — 240 B ~.
Mcnonb3yiiTe TONbKO NOCTaBNsiEMbI BMECTE C NpMbopom kabensb.
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3) [NpepoxpaHutens

MpenoxpaHuTens B Aepxarene

4) Crunyc

Ctnnyc ucnonb3yetcsa Ang BBOAA YNpaBnsAOLWMX KOMaH /i pasnuyHbIX JaHHbIX Yepe3 ceHCopHbIn XKK-
aucnnen aHanmnsatopa PATHFAST.

5) KacceTa onsa peareHTHbIX KapTpuUmKen

KacceTta ansa peareHTHbIX KapTpuaxen nokasaHa Ha puUCyHKe Hwke cnea. Kacceta cHabxeHa 6 nasamu, B
KOTOpble YCTaHaBNMBalOTCA KapTPUMKK C peareHTamu. KacceTa, 3anonHeHHas kapTpuapkamu (PUCYHOK HUXKe
cnpaBa) ycTaHaBnvMBaeTcs B aHanunsaTop PATHFAST.

B komnnekT noctaBku kaxgoro aHanusatopa PATHFAST BxoguT 1 kacceTta anga kaptpumxen. Kaccerta
BbIMONTHEHA U3 aniOMUHUEBOrO ChflaBa M HepXXaBewLWen cTanM U MOoXeT noaBepraTbCsl CTepunmMsaumm B
aBToOKIaBe.

6) Py4yHon ckaHep wTpuxkoaa

Py4yHOW CKaHep LITPMXKOOa NpUMeHdaeTCsa Ong:
CunTbIBaHUS AaHHbIX C KApThbl 3TaNOHHON KanMBpPOBKK.
CumntbiBaHus ID npob unu nonb3oBaTenemn.
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Mcnonb3yiTe TONMbKO MNOCTaBMSEMbli BMecCTe C Mpubopom ckaHep. [logknoyeHne wmnmn oTcoednHeHue
CkaHepa LUTpMxKoaa criedyeT BbIMOMHATbL NPW BbikNMtoYeHHOM npubope. CkaHep noakntovaeTcs Yepes USB-
nopT Ha NeBoi naHenu npubopa.

MOFyT CYUTbIBATLCA WUTPUXKOAbI Crneayunx CTaH4apTOB!:

e CODE39

e |TF

e CODABAR (NW7)
e CODE128

4.4. PacxogHble maTtepuanbl

[Onsa BbIMONHEHMs aHanu3oB Ha aHanu3atope PATHFAST Heobxogumbl crnegylowime pacxogHble
Martepuansi:

Tabnuua 4-2. PacxogHble maTepuanbl

Kog npogykTa HanmeHoBaHne Kon-Bo B kKomnnekTe Kon-Bo B ynakoBke
300936 HakoHe4vHukn ogHopasoBble PATHFAST — 42 x5/ yn.
KoHTerHep anst oTpaboTaHHbIX
00 1 10 /yn.
300950 HakoHe4HnkoB PATHFAST fyn
300943 Tepmobymara aAns BCTPOEHHOro 1 1w

npuHTepa PATHFAST (57 MM x 15 m)

1) HakoHeyHwkn oaHopasosble PATHEAST

HakoHeuHukn PATHFAST npeacTtaBnsaT cobon O4HOPA30Bble HAKOHEYHUKM creunanbHOW KOHCTPYKUMK U
NPUMEHSIOTCA ON9 BHECEHMS M acnupauuMm XUOKOCTEW, a Takke ANS pasfgeneHus CBA3aHHbIX U
HECBSA3aHHbIX BELLECTB C MOMOLLbO MarHUTHOIMO YCTPOMWCTBA, YOEPXKMBAOLLEro MarHUTHblEe YacTuubl Ha
BHYTPEHHMX CTEHKax HaKOHEYHUKOB. HakoHeYHWKn CcHabXeHbl dunbTpamn ANs  NpeaoTBpalleHus
NEepPEHOCHOro 3arpsi3HEHUS XNOKOCTEMN.
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2) KoHTenHep ansg oTpaboTaHHbIX HakoHeYHkoB PATHFAST

KoHTeriHep pOnsi OTpaboOTaHHbIX HAKOHEYHMKOB CRYXWUT Ang cbopa MCNonb30BaHHbIX HAKOHEYHMKOB
PATHFAST, koTopble aBTOMaTU4eckn cOpacbiBatoTCs B KOHTEMHEP B KOHLE KaXxaoro Luukna aHanmsa. lNocne
3aBEpPLUEHNS aHanu3a HY)XHO U3BMeYb KOHTEWHEP W YTUNN3MPOBaTb UCMONb30BAHHLIE HAKOHEYHUKN. DTOT
NIacTMaccoBbIi KOHTEMHEP MMEET OrpaHMYEHHbIN LMK UCMONb30BaHNSA M OOMKEH ObiTb 3aMEHEH HOBbLIM
yepes kaxaple 20 LMKIOB UK pa3 B HeAernHo.

3) TepmobGymara angd BCTpOEHHOro npuHtepa PATHFAST

Tepmobymara npefctaensieT cobor pynoHHyto Tepmobymary s BCTPOeHHoro npuHTtepa (57 Mm x 15 m).
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4.5. HabGopbl peareHTOB U UX KOMMJIEKTHOCTb

PeareHTbl, npumeHsiemble B aHanusatope PATHFAST, noctaensiwTca B Buae HabopoB. B Habop Bxoaar
KapTpuaXu C peareHTamu, Kanmbpatopbl C WX pacTBOpUTENsMM, KapTa 3TafloHHOW KanvbpoBKM U
WHCTPYKUUSA-BKNaapbILL.

lMpumeyvaHue: KomrnnekmHocme Habopoe 051 pasHbIX aHaIu308 MoXxem pasnudamacCs.

1) KapTpwmku ¢ peareHTamu

KapTpuoxmn c peareHTamu (CM. pucC. HWke) ynakoBaHbl No 6 kapTpumken B kopobke (10 kopobok ¢
KapTpuoxamm B Habope). Kaxabim kapTpuaK 3anedataH antoMUHMEBON (PONMbroM C HaHECEHHbIM
wrpuxkogoM. LLTpuxkona cooepxuT cBefeHust o6 onpegenseMomM napameTpe, HOMepe foTa, CPOKE rogHOCTU
KapTpuaxa v Apyryto ngeHTupmumpyoLLyo nHpopmaumio.

KapTpuoxu cneanyet aepxaTb TOMbKO 3a Kpau, He npukacasch K KpbllkaM. KapTpumku JOMKHbLI XpaHUTLCA
KPbILLKOW KBEPXY.

Mepen Mcnonb3oBaHWEM NPOBEPbLTE HAUMEHOBaHWE NapameTpa, HOMep foTa U CPOK FOAHOCTU AN KaX4oro
KapTpugxa.

Ne noTa Cpok rogHocTh

PATHFAST 0100001 ILAT] 1010504028

cTnl

NyHka ans npo6 HassaHue napameTpa aHanusa CueTHas nyHka
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2) Kanubpatopbl 1 pactBopuTenu ansi kanuépaTopos

Ecnn kanubpatop nuocunmanpoBaH, ero criegyet npeaBapuTenbHO pacTBOpPUTb BXOASLWMM B Habop
pacTBoputenem. MNoapobHble ykasaHUs Mo pasBedeHuto kanmbpartopa cogepkaTcs BO BIIOXEHHON B Habop
WHCTPYKLMW.

KanunbpaTopsbl 1 1 2 ypoBHen, pacTtBopuTenu ans kannbpaTopos

3) Kapta sTanoHHoun kannbpoBku

K kaxkxgomy Habopy peareHTOB npunaraeTcs kapTa aTanoHHon kannbposkn « MC Entry Card».

OTa kapTa Heobxoguma Ans MepBOro BbINOSIHEHMS aHanuW3a C HOBbIM peareHTOM WM Npu CMeHe nota
peareHToB. CrnegyeT cumTaTb AaHHblE CO LUTPUXKOOA KapTbl 3TANOHHOW KanMbpoBKM C MOMOLLBIO PYYHOro
CkaHepa wTpuxkoga. [logpobHO O cCuUUTbIBaHMU KapTbl 3TanoOHHOM kanmubposBkn cM. B rnase 8
«KannbpoBkay.

[MC ENTRY CARD|

PATHFAST cInl

1011308431
@ 2013-08

N

L51 Medience Corporation

KapTa aTanoHHon kanmbpoBku
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5. NnoaAroTtoBkKkA K AHAJIM3AM U OCHOBHbIE OINEPALIUA

B aTton rnaBe onucaHa npoueaypa NOAroToBkM aHanudatopa PATHFAST K BbINOSIHEHUIO aHanu3os.
Mpouenypbl CaMoro BbIMNOMHEHWUs1 aHanM3oB Mpob nauMeHTOB, KanubpaTopoB W KOHTPOSEN OMnucaHbl B
OTAENbHbIX FMaBax.

5.1. BBepeHue

YnpasneHne aHanusatopom PATHFAST ocyuwecTtBnseTtcs vepes ceHcopHbli XKK-ancnnen. Mcnonb3ynte
AN 3TOro CTUMyC, BXOASILUMA B KOMMMEKT MOCTaBku npubopa. B pgaHHOM PykoBOACTBe BblpakeHue
«Bbibepute KHOMKy» O3Ha4YaeT MPMKOCHOBEHME CTUIYCOM K OToDOpakaemMon Ha [Jucnnee KHOMKe.
BblGpaHHbIe KHOMKM OTOBpaXxatoTcs Ha AUCTIee KOHTPACTHO.

Ctunyc

5.2. OnucaHune TePMUHOB ANAA OKOH MEeHHo

B atom pasgene npvBeaeHbl TEPMUHbLI, MPUMEHSIEMbIE MPU OMMUCAHWUU PYHKLWUIA KHOMOK WNW OEUCTBUNA,
BbINOSIHSIEMbIX C NPUBopoM.

1. KHonku BbibOpa
KHonkn ansa Bbibopa yHKUMIA M MYHKTOB MEHK, OoToOpaxaeMble Ha dKkpaHe, B TekcTe PykosoacTea
3aKnyaTcs B kBagpaTHble CKOOKK, Hanpumep, [AHanu3] (ASSAY).

2. Otobpaxaemasn nHpopmaums
NHdopmauus, oTobpaxaemas Ha akpaHe, B TekcTe PykoBoacTBa 3aknoyaeTcsl B KaBblYKW, Hanpumep,
«Pabouwne ykaszanusa» (Operating Instruction).

3. Obnacti B OKHE MeHIo

O6nacTb 3aronoBka
B aToit o6nactu oTobpaxkaeTcs HaMeHOBaHME TEKYLLErO OKHa MEH!HO.

O6nacTb coobLeHnn
B aToi o6nacTu BbiBOASATCS Tekylimne paboumne ykasaHus Unu npeaynpexgarowme coobLeHus.

O6nactb nogsaronoBka
B artoi obnactm otobpaxaeTcs NOA3arofioBOK BbIOpAHHOrO OKHA WM KHOMKM Anst Bblbopa
pasfiMyHbIX OKOH U OYHKLUNA.
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KnueHTtckas obnactb
O6nacTb ansa BbIBOAA pa3nMYHOW UHOpMaUMM B TEKyLLEeM OKHe. B 3aBMCMMOCTU OT KOHKPETHOro
OKHa TUM BbIBOANMOW MHPOPMaLUM MOXET pasnmyaTbCs.

MNaHenb HaBurauuu
B aToit obnactn otobpaxatoTcs KHOMKM Ans Bbibopa, NOATBEPXOEHWUS, OTMEHbI UMW nepexofa B
Apyrue okHa.

4. Tlpumep KIMEHTCKOro OKHa
Hwxe nokasaH npuMep KNMeHTCKOro OKHa C On1caHmnem.

OKHO MEHIO AHANTU3/TNABHOE

O6nacTb 3aronoBka

ASSAY/HOME

PUSH START BUTTOM TO ASSAY

Paboune
MHCTPYKLMK

O6nacTb coobLeHni

'-a_v_-ll_r.'

01/ 1IN2015 10:48

B Emj'mfmmﬂ} ObnacTs

KHonka nycka

(e n e T - . - rnoasarosioBka
REAGENT STAT s SAMPLE INFO
KHonka / cTnl
BblboOpa //'
KnueHtckas obnactb
Ha3sBaHue -~ .>'
napameTpa
aHanusa

>y
BACK ‘L MaHenb HaBuraumu

B obnactm coobweHnn BbiIBOOATCSA pabouvMe MHCTPYKUMM 1 npegynpexgatowme coobLieHns,
MoAcKasbiBaloLLMe Nonb3oBaTenio AeNCTBUs, KOTopble crneayeT npeanpuHATb.

KHonkun BbiIGopa oKkHa (3aknagku):

[CocTosiHme peareHTOoB]/ BbiBOO cnucka 3aperucTpupoBaHHbIX B CUCTEME Ha TeKywuih MOMEHT
Yl

[REAGENT STATUS]: peareHToB.

[Undbopmaumsa o npobe]/ BbiBog MHdopMaumm o npobax B KaxxaoM kaHare.

[SAMPLE INFO]:

[KHomka nycka] E] 3anyckaeT BbINOMHEHNE U3MEPEHUIA.

5.3. MoaroroBKa K BKIOYEHUIO NMUTAHUSA
Mepeq BkntoveHnem aHanuadatopa PATHFAST ybeaunTtech, 4To:

e Kabenb nuTaHus NoaKNOYEH K NOAXOASLLEN pO3eTKe.

e BHyTpM npubopa HET MOCTOPOHHUX MNPEeaAMETOB, TakMX Kak YMaKoOBOYHbIA Marepuan unu
NCMonb30BaHHbIE pacxofHble MaTepuarnsl.

e Bokpyr aHanusatopa PATHFAST HeT nuwHMX nNpeamMeToB, Hanpumep, nepeKkpbiBaoLLmX
BEHTUMNSLUMOHHbIE PELETKM Mpubopa unn Melarwwmux OTKPbIBAHUIO/3aKpbIBAHUIO €ro nepegHen

OBepLbl.
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5.4. Bknro4eHue npubopa u 3anyck cUCTeMbl

PATHFAST

Tymbnep

1. 3akpoiiTe nepeaHioto aABepLy paboyero oTceka.

2. Bkniounte npubop TymGnepom Ha neson naHenw. Nocne BknioveHus npubopa Ha XKK-gucnnee 6ygyt
NosIBASATbLCS CrieaytoLwmne okHa.

3. Barpyska: pu 3arpyske onepauuoHHOM cucTeMbl npubopa Ha aucnnen BobiBoauTcss OkHO 3anycka 1
[START-UP 1]:

3ANYCK, OKHO 1

Welcome to PATHFAST

PATHFAST

INITIALIZING SYSTEM Banyck cucmembi

COPYRIGHT(c) 2011-2012

4. WHunumanusauus: 3aTteM 3arpyxaetcsd nporpammHoe obecneveHne aHanusaTopa PATHFAST u
HauYMHaeTCsa NpoBepKa pasnuyHbIX y3roB npubopa. Bo BpeMsa nHMuuanusauumn Ha gucnnen BblBOAUTCA
OkHo 3anycka 2 [START-UP 2] ¢ nHankaTtopom nporpecca 3anycka:
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3ANYCK, OKHO 2

Welcome to PATHFAST

PATHFAST

INITIALIZING SYSTEM

50%
b —
30sec

COPYRIGHT(c) 2011-2012

Bo Bpemsi 3anycka cucTema BbIMOSHAET NPOBEPKY CreayoLmnX y3nos:

MpoBepsiemble y3nbl:

o [luTaHne Ha POTOYMHOXMTENE (BKITHOYEHO/OTKITHOHEHO).
e [laTumk nepegHen aBepLlbl/3amMKa NnepeaHen ABepupl.

e llcxogHoe nonoxeHue ysna 4o3aTtopos (0Cb Z).

e lcxogHoe nonoxeHue yana potomeTtpa (ocu PZ u PX).
e VcxogHoe nonoxeHue ysna marHuToBs (ocb M).

¢ VcxogHoe nonoxeHue paboyen nnatcgopmsl (ock Y).

¢ VcxogHoe nonoxeHue y3na npobonHmkoB (ock P).

3anycx cucmembl

50%

30 cek

(BKkMOYasi NPOBEPKY KOHTeNHepa AN 0TpaboTaHHbIX HAKOHEYHUKOB).

e lcxogHoe nonoxeHue 3aTBopa POTOYMHOXMUTENS.
e Hanuune 6ymaru B npuHTepe.

Ecnn BO Bpemsa npoBepkn OyayT BbisiIBMEHbl Kakue-nnbo Henonagkw,
cooTBeTCcTBytoLLee coobuieHne o6 owwunbke. Cregynte ykasaHMsaM B 3TOM COOOLLEHWWU, UnM CMOTpUTe
noapobHoe onncaHme coobleHni o6 ownbkax B rnase 14 «YcTpaHeHMe HEMCNPaBHOCTENY.

5.5. Bxopa B cucremy

Ecnn yHKUMS MHOrononb3oBaTenbCcKoro pexuma oTknodeHa [OFF],
nosiButcs okHo [AHanus/[naBHoe] (ASSAY/HOME). Ecnin xe aTa pyHKUMS BKIHOYEHa, CHavyana BbIBOAWTCS

OKHO Bxoaa B cuctemy [Bxoa] (LOG IN).

B okHe [Bxog] (LOG IN) BBoguTcs ID nonb3oBaTens u ero naponeb.

5-4
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OKHO BXOO B CUCTEMY

Bbibepume nonb3oeamernsi u egedume

SELECT USER AND ENTER PASSWORD. naporib.
HANDHELD BARCODE READER NOW OPERATABLE Py4Hol ckaHep wmpuxkodo8 20mos K
pabome.
01/10/2015 19:02
USER Monb3osamers
PASSWORD Iaponb
BobiknoyeHue

1. Bblbepute ID nonb3oBatens U3 BbinagaroLlero cnmcka, Haxas Ha camo none [[Mone3osartens] (USER).
e [lna BBoga ID nonb3oBaTtens, 3adaHHOro LUTPUXKOAOM (HanpuMep, B MPOMYyCKe), MOXHO
BOCMOMb30BaTbCSA PYYHbIM CKAHEPOM LUTPUXKOAA.

2. [ns BBOOa nmapons B nofie naposisi BOCMNOSb3yNMTECh NOSIHOW KnaBmaTypon. B napone gonyckaltcsa Bce
oTobpakaemble Ha Hell CUMBOIbI, BKMNoYasi OykBbl BEPXHETO/HKHErO pernctpa u npoden. MNocne BBoga
naponsa Haxmute kHonky [OK] ans nepexoga k okHy [AHanus/[masHoe] (ASSAY/HOME).

e ID nonb3oBatens W napofb NPUCBaMBAKTCA KaXOOMY MOMb30BaTENio agMUHUCTPATOPOM.
MogpobHocTh cM. B pasgene 1.2 «ID nonb3oBaTens v ypoBeHb gocTynax». He coobuiante ceon
ID n napons gpyrum nuuam.

e [Ing 6onblen 6e3onacHOCTU Naponb Npy BBOAE oTOOpaxaeTcs B Buae 3B€3godek (*).

Mocne Bxoga B cuctemy aHanudatop PATHFAST npoBepsieT CpOokM KanmbOpOBKWM M KOHTPOMNS KayecTsa U
BbIBOAMT Npeaynpexaatoliee cooblieHne, ecnm Kakne-To u3 aTux cpokoB mcteknu. Ctatyc «Cpok UCTEK»
Oynet otobpaxaTtbcs B okHe [AHanu3/l naBHoe] (ASSAY/HOME).

5.6. FmaBHOE OKHO MEeHIo

OkHo [AHanus/[naBHoe] (ASSAY/HOME) no ymonuyaHuio SIBNSIETCS OKHOM [nsi BbIMOSTHEHUS aHanu3oB,
npocMoTpa AaHHbIX, NepecyéTa, obLwmnx HaCTPOeK U T.4.
e [lepen BbINONHEHMEM aHanM30B HeobOXoaAMM MWHMMYM 20-MWHYTHBIA MporpeB npubopa. B 3To
Bpemsi B obnactu coobLueHni otobpaxkaetcs coobuerne «lporpes...» (WARMING UP...).

Mocne 3aBepLUeHUst MporpeBa B 061acTy coobLeHuii NosSiBNsieTCs coobLleHne: «Haxxmute KHOMKy 3anycka
aHanu3a» (PUSH START BUTTON TO ASSAY...).

Takke MOryT BbIBOAUTLCA ApyrMe COOGLUeHus, Hamnpumep, 06 MCTeYeHUM cpoka FOAHOCTM peareHTa,
KanuGpOoBKW UMW KOHTPOINS KayecTBa.
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e T[logpobHo 06 aHanm3e Npob NauMeHTOB, KOHTPOIIE KavyecTBa U KannbpoBKe HanMcaHo B rnaeax 6, 7,
8 unn 9.

OkHo [AHanus/TnaBHoe] (ASSAY/HOME) ugeHTUYHO OkHy Bblbopa npobbl [[poba] (SAMPLE) B OkHe
[AHanun3] (ASSAY). Beibpas okHo [[1poba] (SAMPLE) B ka4yecTBe CTapTOBOIro MEHI0, MOXHO NErko 3anycTuTb
aHanma nNpob, He BbIMOJIHASA HUKaKMX NpeaBapUTENbHbIX OENCTBUIA C MPUBOPOM.

YTtobbl nepenTtn k okHy [AHanua/lnaBHoe] (ASSAY/HOME), Haxmute kHonky [[Mpoba] (SAMPLE) B okHe
[AHanu3] (ASSAY) unu kHonky [[nasHoe] (HOME) B naHenu HaBuraumm.

N3mepeHune 3anyckaeTcs HaxaTueM NycKOBOW KHOMKK E] B 061acTV NoA3aronoBKOB.

5-6

3AIMYCK
CUCTEMbI
-
' BXOQ i
L
AHANU3 NPOBEPKA HACTPOKM YMPABJEHVE
FMABHOE MEHIO BbIKMKOYEHWE
PEMMCTPALNS
NPOBA PE3VMLTATHI MONL30BATENEN
CMEHA
KOHTPOIb KOHTPOMNb HACTPOWKM MON=3CBATENA
KAYECTBA KAYECTBA NPUBOPA
3 CUCTEMA
KANMBPOBKAKK KANWBPOBKA HACTPOWKHM
TECTA
STANOHHAR KOPPEKLA SANNOBAA CNYKBA
KANMMBPOBKA FEMATOKPUTA BENOKNPOBKA KK
TEMMEPATYPA HACTPOWKM NUC
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OKHO AHAIN3 / TMABHOE

ASSAY/HOME

PLISH START BUTTOM TO AZSAY
Haxmume KHOMKy 3arycka aHanusa

011 W2015 10:48

> PEITERNESITNETTN  3anycx, Mpos-ka, Hacmp-ku, Yrp-e

REAGENT STATUS || SAMPLEINFO. || 1, popmayus o npobe

cTnl \
4 — CocTosiHne peareHTa
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B nokaszaHHOM Bbllle OKHE HaMMEHOBaHMUS 3aperncTpnpoBaHHbIX TECTOB NOKa3aHbl B BMAE KHOIOK. otn
KHOMKKN MOryT OT06pa)KaTbCF| no-pa3HoMy B 3aBUCUMOCTWU OT TOro, UCTEKNN JIN CPOKU KaJ'II/I6pOBKI/I n
KOHTPOJIA Ka4YeCTBa aJid AaHHOIo Tecta, Kak Nnoka3aHO HUXe:

HopMmarbHbiii BUA BbinonHeHne aHanu3a BO3MOXHO. CpokM KannmbpoBKM M KOHTPONS
cTnl (cepasi KHOMKa): KayecTBa He UCTeKNW.
T Yentas murarowas BbinonHeHne aHanmM3a BO3MOXHO, HO CpOKM KanubpoBkM U
L KHOMKa KOHTPOMS KayecTBa CKOPO UCTEKYT.
BbinonHeHne aHannsa HEBO3MOXHO, NMOCKOSbKY CPOKM KanubpoBku
cTnl PosoBas kHomMka

n/nnn KOHTPOJIA Ka4eCTBa NCTEKIN.

BbinonHeHne aHanu3a HEeBO3MOXHO. TecCT elwé Hukoraa He
KHonka CKpbITa Kanm6poaanc;| nnn xe WUCTeKnn Cpoknm roaHOCTU BCeX J10TOB
peareHToB Aa5A Hero.

(] CocTosiHMe KHOMKW Anst TOro UMM WMHOro napamMmeTpa aHanuda onpegendeTtca no COCTOAHUIO
nocnegHen KaﬂVI6POBKVI ana gaHHOoro noTa peareHToB (Kpome CKPbITbIX KHOI'IOK).

o ﬂaTa OKOHYaHuA CpoKa LI,GIZCTBI/IH KaJ'IVI6pOBKI/I yCTaHaBnMMBaeTCA aBTOMaTU4ECKM Npn BbINOJTHEHUN
KaJ'IVI6pOBKI/I. ,El,aTa OKOHYaHMA CpOKa KOHTPOIIA KaydeCTBa MOXeT ObITb 3adaHa nonb3oBaTtenem Angd
Kagoro napameTtpa. 3JTa npouedypa onucaHa B pasgene 5.8 «3agaHme ONOKMPOBKM no
KOHTPOJIIO KayecTBay.

NHdopmaums o peareHTax

Mpu BbIGOpe kHOMKM aHanm3a B okHe [AHanus/[naBHoe] (ASSAY/HOME) nosBnsieTcA mokasaHHOE Huke
NMOAMEHIO COCTOSIHMA KanMbpOBKM 1 KOHTPONSA KayecTBa ¢ noapobHon nHpopmaLmel o peareHTax.

B aTOM nogmeHo MOXHO NOCMOTPETb AaTbl OKOHYaHNA CPOKOB nencrTeus KaJ'II/I6pOBKI/I N KOHTPOIA Ka4vecTBa
N OoCTaBLUeeca BpeMd X roaHOCTH.

OKHO AHANUN3/TNABHOE - COCTOAHUE KAITUBPOBKU U KK

ASSAY/HOME

PLISH START BUTTORM TO ASSAY

Haxmume KHOIIKY 3allyCKa aHaru3a

011 0/2015 15:23

I > lm‘m.'lml’ Banyck, Mpos-ka, Hacmp-ku, Ynp-e
MapameTp aHanu3a f.-.si AGEMT STATLI \
[ cThi

® 1011808018  caL 200(10/2015 Z7DAYS OcrTaBlieecs BpeMsa/[Hu

o p—
Qac [ N - ‘\s'\
Kannbposka n aC EXFIREE
\‘*-«..‘ CpOoK OKOHYaHus

KoHTporsb kayecTsa L—"1

SAMPLE INFO Cocm. peazeHma, UHe. o npobe

JloT peareHTa

BACK . Hasao

ﬂpumeanue: Llama okoH4aHusi CpoOKa KOHMpPOJIA KadYecmea He [1oKa3bleaemcs, ecriu 6.I'IOKU,DOSKa
KOHMPOJ1Aa Ka4ecmea OmKkKJiro4eHa.
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. Moka3sbiBaeTcs He 6onee 3 noTos peareHToB C HanbonbLLIMMK CpOoKaMu rogHoCTH.

. ,D,J'IH OHOro N TOro e InoTa peareHToB BbIBOOAATCA AaHHblE TOJIbKO O nocnegHemn Kanmﬁposke n

KOHTpPOJ1€ Ka4yeCTBa.

. ,D,J'IH JIOTOB peareHToB C NCTEKWNMMN CpoKamMu rogHOCTU cBegeHnda He NoKa3blBaloTCA.

. Ha gucnnen BbIBOOUTCSA OKOHYaHMe CpOKa rogHoCT1 unn noTta peareHtos, Unmn KaJ'II/I6pOBKI/I, CMOTpA

NO TOMY, YTO HACTyNnnUT paHbLLUe.

Mpumeyarue: Neped 3anyckom aHanusa fpob npoeepbmMe CoCcmMosiHUe Kanubpoeku u KoHmposel 0nsi

amoeo mecma 8 okHe [CocmosiHue kanubposku u KK] (CAL/QC STATUS).

MHdopmaums o npobax

Mpu BbIBOPE KHONKM [NHpopmauus o npobax] (SAMPLE INFO) BbiBoanTCHA OKHO «MHGOpMaumm o npobax»

(SAMPLE INFORMATION), B KOTOPOM MOXHO M3MEHUTb UMW NOATBEPAUTbL AaHHbIE AN KaXaon Npoobl.

OKHO NHD®OPMALINA O NMPOBAX

R e s i P IR Haxxmume KHOMKY 3arycka aHanusa
01/10/2015 15:23
> AD 3anyck, lNpos-ka, Hacmp-ku, Ynp-e
REAGENT STATUS ||  SAMPLE INFO. Cocm. peazetima, Utdp. o ipobe
Ne kaHana —m FATIENT  Hctoh 80.0% 4———1 WHdoomauus o noobe
PATIENT  Hetdh 40.0%
o FATIEMT  Hetdh 40.0¢
PATIENT  Het 40.0%
"_.' PATIENT  Heish 40,0°
FATIENT et 40.0%

B okHe VIH(bOpMaLI,VIVI (0} npo6ax NOKa3bIBaOTCA clefyrouime gaHHble ONA KaXaoro kaHana:

MapameTp aHanusa Mpoba 3HayeHune remaTokpuTa
LAME| cTnl PATIENT  HctZ 40.0%

1 200508160001

/

1D
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[laHHble, NokasbiBaeMble AN Kaxaon Npobbl, BKNHOYAKOT AaHHbIE, UIBMEHEHHbIE NOMb30BaTENEM, U AaHHbIE,
onpegensiemble NpMbopoM Nnocre 3anycka aHanusa.

LAME FATIENT  Hct® 40.0%

1
o W3smeHsiemble gaHHblE:

1) ID LANE PATIENT  Hcti 45. 0%
1 2005081600M

U

LaNE] cTn I PATIEMT  Hct® 45.0%
1 20050516000

o WcxoaHo oTobpaxaeTcs:

2) % remaTokpuTa

o Onpegensietcs npMbopom:

¢ LlenbHas kpoBb:

. LANE] cTn 1 PATIENT
* Hpyroe: 1 | 2oosoa1e0001

¢ [lo3numsa He ncnonbayeTcs: LANE MOT USED
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5.7. ID nonb3oBaTens u npasa gocTyna

B aToM pasgene onvcaHa npoueaypa perucTpaumn HOBOro nonb3oBaTens W 3adaHus YpoBHS AocTyna Ans
Hero. MicxoaHo npubop noctaensieTcs ¢ NnpedocTaBreHMeM BCexX npae 4ocTyna.

1. Tpwu BbIGope kHoMkM [HacTporikm] (SETUP) BbiBogMTCS cneaytoLlee OKHO:

OKHO HACTPOWKHU

SETUP

01/10/2015 19:02 .
|| CHECK I SETUP 'm‘ Ananus, lMpoe-ka, Hacmp-ku, Yrp-e
&'5 USER REGISTRATION Peaucmpauusi nonb30eamernsi
':“‘} INSTRUMENT SETTINGS Hacmpodiku npu6opa
4 -.? ASSAY SETTINGS Hacmpoliku aHanusa
o 5 KK
!u_g QC LOCKOUT J/IOKUPOBKa Mo
e % LIS SETTINGS Hacmpodiku JINC
| Home |  Hanasyio

2. Haxmute kHonky [Permnctpaums nonb3oBatens] (USER REGISTRATION), 4ytobbl BbIBECTM Ha AMChnen
cnepytoLlee OKHo:

OKHO HACTPOWKMU - PETUCTPALINA NONMb3OBATENA

SETUP

01/10/2015 19:02 .
USER REGISTRATION i Peaucmpauusi nonb3oeamensi

ACCESS m OFF || Hocmyn: (BKJ1, OTKI)

lMonb3osamens: ([ob6., N3m., Ydarn.)

USER (app |( Eom |[ oeL |

BACK . Hasad
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3. [na perucrtpauumn HOBOro nonb3oBaTens Haxmute kHonky [[o6aeute] (ADD). byaeT BbiBegeHa nonHas
knaBuaTypa Ans BBoga ID nonb3oBaTens n ero napons.

OKHO UMA NOJIb3OBATENA

USER REGISTRATION

HANDHELD BARCODE READER NOW OPERATABLE

01/10/2015 14:47

Py4Hol ckaHep
wmpuxko0o8 20mos K
pabome

[obasumsb

USER NAME

Wmsi nonb3oeamens

( ) g
YJjejuisleEieEE
a)wjlejir)it]lyjlujii]lo]ip)iLJi])
ajis)djit]lg)in)iiJik]i izl
z)lxJie]iv)ibjinjimji, JiJi- i1

Shift J SpaceJ‘ BS J

OmmeHa

OKHO NAPOJ1b

USER REGISTRATICN

— 01/10/2015 14:48 g

[ ]‘Ej lNapornb
i) 2 ) P e ey e ) e =
ajw)le)ir)iyly)lu)iile)ip) UL
ajis)id)itig)h iy
z)ixjie)vib)injm UL
shift | BS |

: Ommera

MNonHas KnaBuartypa

L] BcnomoraTtenbHble KnaBuln Ha KnaBuartype:

Shift:
CLR
BS

Space Mpoben

MepekntoveHne ¢ BEPXHEro perncTpa Ha HUXKHUA 1 HaobopoT
Ounctntb BCE none BBoaa
CTtepeTb nocnegHunin BBeOEHHbLIM CUMBOS

4. Tlocne BBoga ID nonb3oBaTtens v naponst HaxmuTe KHonky [OK] ona nepexofa B OKHO 3afaHUs YpOBHS
[ocTyna onsi 3Toro nonb3oBaTens v Bbibepute B HEM YpOBEHb 4OCTYNA.

e [logpobHee o ToM, Kakume DYHKUMM OOCTYMHbI Ha pasHbIX YPOBHSX, cMoTpute B pasgene 1.2 «ID
nonb3oBaTens U ypoBeHb AOCTynar.

OKHO HACTPOWKMU - YPOBEHb IOCTYNA

SETUP

01/10/2015 14:47
USER REGISTRATION

- o )
B =) )
[user )
[**** ]

L [EYENEY
VALID/INVALID VALID INVALID

ACCESS

USER

USER NAME

PASSWORD

ACCESS LEVEL

Peaucmpauyusi nonb3oeamerisi

Hocmyn: BKJ1, OTKJ1
lNonb3oeamerb: [Jobas., N3m., Yoarn.
Wms nonb3osamernsi

lMaporb

YpoeeHb docmyna

[elicme./Hedeticms.

OK, OmmeHa

5. Haxmute kHonky [OK] ansa Bo3Bparta B okHO [Peructpauus nons3oartens] (USER REGISTRATION).
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6. XoTsa monb3oBaTenb MOXeT NpoAoskaTtb pernctpaunto nocne Bbibopa [HepencteutensHo] (INVALID)
(HayHeT cBeTuUTbCA cuHMM) kHomku [AencrtButensHo/HepevnicteutenbHo] (VALID/INVALID), AaHHbIN
nonb3oBartersib He bygeT oTpaxaTtbesi B cnucke ID nonb3oBaTenen B okHe [Bxoa] (LOGIN).

5.8. 3apaHue GNOKMPOBKM NO KOHTPOJIIO KavyecTBa
Mpoueaypa HacTPOMKN PyHKLMM BNOKMPOBKM NO KOHTPOIO KavyecTBa.

B meHto [briokupoBka KK] (QC LOCKOUT) He oTpaxatTca Has3BaHUSA napamMeTpa WM CPOK FOAHOCTU
peareHTa. [1o 3aBOACKMM HACTpPOMKaM Nosib3oBaTeNb HE MOXET M3MEHATb AaHHYI0 OMNLMUI0 CAMOCTOSITENBHO.
HasBaHne Tecta moxeT ObiTb BEOEHO TOMbKO Yepe3 CKaHMpoBaHME KapTbl 3TANoHHOW kanmbposku «MC
ENTRY CARD» B MeHIo [OTanoHHasi kanubposka] (MC ENTRY).

1. Haxmwute kHonky [Hactponkm] (SETUP) B obnactu nopgsaronoBka C KHonkamu Bblbopa [AHanu3]
(ASSAY), [Mpoeepka] (CHECK), [HacTtponkn] (SETUP) n [Ynpasnexne] (ADMIN):

OKHO AHANWS / TMABHOE

ASSAY/HOME

PUSH START BUTTON TO ASSAY.

Haxmume KHOMKY 3arnycka aHanusa

01/10/2015 10:49

[ : ] CHECK I SETUP I ADMIN I 3anyck, Mpos-ka, Hacmp-ku, Ynp-e

IREAGENT sTATUS || SAMPLE INFO.

Cocm. peazeHma, VIHe. o npobe

cTnl i
i (Mapamemp)

BACK . Hasad

2. Bbibepute kHonky [Brioknposka KK] (QC LOCKOUT) B nosiBusiemMcs okHe [Hactpowiku] (SET UP):

OKHO HACTPOWKU

SETUP

01/10/2015 15:48 |:
I ASSAY I CHECK I SETUP I ADMIN I Ananus, [1poe-ka, Hacmp-ku, Yiip-e

E Peaucmpauus nonb3osamens
7y USER REGISTRATION

¢ Mj INSTRUMENT SETTINGS Hacmpouku npu6opa
}ijﬁ ASSAY SETTINGS Hacmpoiiku aHanusa
fﬁiﬁ QC LOCKOUT Brokupoeka KK

23 LIS SETTINGS Hacmpotiku JINC

m Ha NasHyto
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3. MNosiButcs cnepytolee okHo [brioknposka no KK] (QC LOCKOUT):
OKHO BEJIOKUPOBKA MO KK

SETUP

01/10/2015 14:47

QC LOCKOUT Bnokuposka rno KK
LOCKOUT m Brokuposka: (BKJ1, OTKJT)
ITEM {cTnI J lNapamemp: (TporoHuH 1)
Hu / Yacbi
oo (e | -
YposeHb KK, BepxHul, HuxHut

QC LEVEL UPPER LOWER

[eTE) (999999 999 ) (-999999 999 | KK1: (yposenb) (yposeHn)
[ 999999.999 ) (*-699999.999 | KK2: (yposenb) (yposeHn)
(Tacs ) (Tosesge.099 ) (-cevgeeeg || KK (yposeHb) (yposerib)

[ OK R CANCEL e i in

OneMeHTbl yNpaBrneHUsl B OKHE:
BnokupoBka (LOCKOUT)

Bbibepute [Bkn] (ON), utobbl akTuBMpoBaTb (PYHKLUMIO ONMOKMPOBKM MO KOHTPOSKO KayecTBa, Unn
[OTkn] (OFF), uTtobbl oTKMounTL €é. BbibpaHHas kHonka OygeT KOHTPACTHO BbiAerieHa CUMHUM
GOHOM.

MapameTp (ITEM)

BbIGGpMTe M3 BbliNagaruwlero cnmncka Hy)KHbI17I napameTp, 4yTOObI 3a4aThb AN Hero BerHI/IVI N HWXHUN
nonyctuMmble npegenbl ANA KaXXaoro ypoBHA KOHTPOIA.

Mepuopg (DAY (s)/HR(s))

3apaiite nepuon OecTBUSA OaHHbIX KOHTPOSA KayecTBa B AHSAX UM Yacax. BeiGpaHHoe none BBoga
(BHW vnK Yackl) 6ygeT oTobGpaxaTbCcs KOHTPACTHO.

e VHTepBansl:
OHn (DAY(S)): 1 — 999 aHel (3HaveHne 999 — hyHKUMA He akTUBMPOBaHa)
Yackl (HR(s)): 1 — 30 yacos

lNpumeyvaHue: MoxHo ebibpampb unu OHU, UnU 4Yacbl, HO He mo u Opyzoe emecme. Yucrio
8bI6paHHbIX e0UHUL, 8peMeHU omobpaxaemcsi KOHMPaCMHO.

YpoBeHb KK (QC LEVEL)
BbibepuTte 30ecb KOHTPOIbHbIE YPOBHM, MO KOTOPbIM OyAeT BbINOMHATHCA NpOBepkKa.
BepxHun /HmxHun npepensi (Upper Limit/Lower Limit)

Mpn BbBIOOPE OOHOrO M3 3TMX MONEN BBOAA NOSABMTCS LMdpOBas KnaBuaTypa, Ha KOTOPOW HYXHO
BBECTM COOTBETCTBYIOLLIEE 3HAYEHMe JONYCTUMOro npeaena.
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OKHO BJTIOKUPOBKA MO KK

QC LOCKOUT

01/10/2015 14:47 |

Bepxruti npeden

( ) s
Fmnrs) g — e m—
4 JI 5 JI 6
] pumen Zomun) pmard e
Qi) i| fmB S|
+ J_ - J_* |

OK, OmmeHa

[UndppoBas knasmaTtypa]
e [HTepBanbl Ans BBOAUMbIX 3Ha4YeHM: —999999.999 — 999999.999.

lMpumeyaHue: Y6edumechb, YmMo 3Ha4YeHUe 8epxHe20 rnpedesia He MeHbUe 3Ha4YeHUs HUXHe20. dmu
3Ha4YeHus ucronb3yromces Ons yripasneHusi macumabom rnpu nocmpoeHuu duaspamMmbl KOHMPOIs
Kayecmea.

HaxmuTe kHonky [OK] anst coxpaHeHus BBEAEHHbBIX AaHHbIX U Bo3BpaTa B okHO [HacTtpoiku] (SETUP).
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5.9. Tpoueaypa BbIKNOYEHUA npudopa

Mpw BbIKIOYEHUN NpuBOpa CTPOro criefyTe ONMCAHHON HKe Npoueaype.

BHumaHue: BebikmoyeHue ripubopa 6e3 ebinonHeHUsi amou npouedypbl MoXem npusecmu K riomepe
OaHHbIX u/unu cbosm e pabome npubopa.

1. Haxmwute kHonky [Ynpasnenue] (ADMIN) B obnactu nopgsaronoBka C KHOMkamMu Bblbopa [AHanus]
(ASSAY), [Mpoeepka] (CHECK), [HacTpowku] (SETUP) u [YnpasneHue] (ADMIN):

OKHO AHANU3/TNABHOE

ASSAY/HOME

PUSH START BUTTON TO ASSAY.

Haxmume KHOIIKY 3allyCKa aHarusa

01/10/2015 10:49

I : I CHECK I SETUP I ADMIN l lyck, lNpos-ka, Hacmp-ku, Yrp-e

fREAGENT STATUS || SAMPLEINFO. ||| Cocm. peagenmos, Mich-s1 o npobe

¢Tnl lNapamemp

BACK . Hasao

2. 3artem BbIbepuTe kHOMKy [BbikntoveHne] (SHUT DOWN) B okHe [YnpaBnenue] (ADMIN) u cneayvite
YKa3aHusAM, NOSIBIISIOWMMCS Ha aucnnee.

OKHO YNPABJIEHVE

01/10/2015 17:20

I ASSAY I CHECK I SETUP I ADMIN1§ AHanus, lpos-ka, Hacmp-ku, Ynp-e

!Ui SHUT DOWN BbikntoYeHue
CmeHa nonb3oeamerisi
&% user swiTcH
8:} SYSTEM Cucmema
‘-&—’}J FILE UTILITY @atinosas cryx6a
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3. TMNosiBUTCs cooblleHne O NoATBEPKAEHWMM BbIKIIOYEHUS: «Bbl OENCTBUTENbHO XOTUTE BbIKITHUYNTL
npubop?»:

BbIKNMIOYEHUE, OKHO 1

01/10/2015 19:02

SHUT DOWN \ BbiknioyeHue
CAUTION!
BHumaHue!
DO YOU REALLY WANT TO SHUT Bb! delicmeumesisHO xomume

DOWN?
8bIKIYUMb npubop?

OK, OmmeHa

4. Haxwmute kHonky [OK] ans BbikntodeHns npubopa.

o Ecnu Bbl XO0TUTE OTMEHWTb BbIKMOYEHUE U NPOACIKUTL paboTy, Haxmute [OTmeHa] (CANCEL) ans
Bo3BpaTta B okHo [YnpasneHue] (ADMIN).

5. [Hoxgutech, korga Ha gucnnee nosiBuTca cooblieHne «Tenepb MOXHO BbIKMOUMTL nutaHme» (NOW
YOU CAN TURN OFF THE POWER), nocne 4ero MoXHo 6yaeT BbIKMounTb Npubop TymoGrnepom.

A He BbikniouyainTe npuGop [0 NOSIBNIEHUA Ha AuUcCNniee paspeluMTenbHOW Hagnucu «Tenepb
MOXHO BbIKITIOUYUTb NMUTaAHUE»:

BbIKNIOYEHWUE, OKHO 2

01/10/2015 19:02

SHUT DOWN BbikntoyeHue
NOW YOU CAN TURN OFF THE Tenepb MOXXHO omJTro4umb
POWER numanue
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6.

AHAJN3 NPOB NALUMUEHTOB (ypoBeHb gocTtyna: 1 u BbiLle)

B atoun rnase onucaHa npouenypa BblNOJIHEHUA aHalnn3a |'|p06 NnaunMeHTOoB.

6.1.
1.

MpoBepka rogHOCTU KanMGPOBKX U KOHTPONSA KayecTBa

B sTOoM rnaBe onucaHo Kak NpoOBEPUTbL HaMMeHOBaHMEe aHanus3a, HoMep fnoTta W CPoK rogHOCTU
NCnonb3yemMoro KapTpumka ¢ peareHTamu. Homep nota u cpok rogHOCTU KapTpuka MOXHO HaWTu Ha
CaMOM KapTpupKe, ero ynakoBKke Unu kapte atanoHHon kanmbposkn «MC ENTRY CARD». AHanusatop
PATHFAST He GyneT BbINOMHATL aHanM3, ecrnv CPoK rofHOCTU peareHTa UCTEK.

lMpoBepbTe CpPOK rogHOCTM KanmnbBpoBKM M KOHTponsl kadecTBa B okHe [Kanmbpoeka u KK] (CAL/QC
STATUS), BbibpaB pagna 9TOro HauMMeHOBaHWe TecTa B rnaBHOM MeH [AHanus/[naBHoe]
(ASSAY/HOME).

e Ecnu GnoknpoBKa no KOHTPOI KayecTBa OTKMoYeHa, MPOBEepPKN Cpoka rofHOCTU He TpebyeTcs.

OKHO KAINIMEPOBKA U KK

ASSAY/HOME

PLIEH START BLUTTON TO ASSAY Haxmume KHOIIKY 3allyCKa aHarusa

MM 0/2015 15:23

lyck, Npos-ka, Hacmp-ku, Yrnp-e

[REAGENT STATUS | SAMPLE INFO Cocm. peaceHmos, MIHgh-51 0 npobe
cTnl
el 10711808018  cAL 2001002015 27DAYS | OcTaTouHbIA CPOK, AHN

" e
aC EXFIRED
|
Cpok rogHocTn

MapameTp aHanu3a -

JloT peareHTa

Kann6poska L=
KK

BACK . Hasad

I'Ipumeanue: Ecnu 6!70KU,DOGK8 KOHMPOJIA KadYecmea OMmKIiro4yeHa, dama OKOHYaHus CpOKa KOHMpOJiA

Kayecmea He roKa3bleaemcs.

[MpoBepka rogHOCTY KanMbpoBKM 1 KOHTPOMSA KaYyecTBa:

HaseaHue 1 noT peareHTa 4OSKHbI ObITb 3aperncTpUpoBaHbl B CUCTEME.
[JaHHble kKanMBpoBKM JOMKHBI OTOBPAXATLCS B OKHE MEHIO U UMETb AENCTBYIOLLMIA CPOK FOAHOCTU.

[laHHble KOHTpOMs KayecTBa [OOJPKHbI OTOGpaXaTbCA B OKHE MEHIO M UMEeTb [OEeWCTBYIOLWIA CPOK
rogHoCTH.

e Ecnnu 6]'|OKI/IpOBKa KOHTpPONA KayecTBa OTKMKOYeHa, [OaHHble AO1Aa KOHTpPONA KayvecTtBa He
NOKa3blBaAOTCA.
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6.2.

PepaktupoBaHue nHcgopmauum o npode

[na BBOAA AaHHbIX Anst HOBOM Npobbl cnefyrite onnMcaHHOW HKe npouenype.

1. Bblbepute 3aknagky [MHgopmaums o npobe] (SAMPLE INFO) B rmaBHOM MeHo [AHanus/[naBHoE]
(ASSAY/HOME). bygeT BbiBeAEHO cneaytoLlee OKHO:

KHonka nycka

MHPOPMALINA O NPOBE, OKHO 1

PLEH START BUTTON TO ASEAY.

01/10/2015 15:23 [

»>

Homep kaHana

e
REAGENT STATUS

PATIENT
FATIENT
PATIENT
FATIEMT
PATIENT

PATIENT

SAMPLE INFO.

Haxmume KHOMKy 3anycka aHanusa

; lyck, MNpos-ka, Hacmp-ku, Ynp-e

Cocm. peazeHmos, UH-51 0 npobe

| oo, |
{40 (%
Hed%h 400.0°
et A0 05%
Het%: 40,0°

—_—

WHdpopmaums o
npobe

2. Bbibepute oamH u3 kaHanoB [LANE NO.] ans BBoga AaHHbIX O npobe B gaHHoW no3wvumu. bypet
BblBeAeHo okHO [PegaktuposaHue gaHHbix] (EDIT INFORMATION):

MHO®OPMALIUA O NPOBE, PEOAKTUPOBAHUE OAHHbLIX

SAMPLE

HANDHELD BARCODE READER NOW OPERATABLE

01/10/2015 15:13

_ SAMPLE INFO.
ITEM
LANE P
[ SAMPLE PATIENT
| TYPE WHOLE BLOOD
Het% (40.0 )
) ( )
DEL oK =

Py4Hol ckaHep wmpuxkodo8 20mos K
pabome.

UHgbopmayusi o npobe

lMapamemp
Jlom

lpoba

Tun npobsbi
lemamokpum

ID npobsi

Yoan., OK, OmmeHa

lMpumeyvaHue: HaumeHogaHue napamempa u Homep rioma onpedensomcess aHanudamopom PATHFAST u
8bleodsimcs Ha ducrined nocre 3anycka aHanusa.

3. K paHHbiM 0 npobe,

KOTOpble MOryT peaktupoBaTbCA nNoJib3oBaTesieM, OTHOCATCA 3Ha4deHue

remaTokpuTa (Hct%) n ID npoOel. MNpn BeIGOpe 0QHOrO M3 3TUX NMorer BBoAA MNOSIBNSETCA KrnaBmaTypa

Ana BBoAa 3Ha4YeHUA.
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[emaTokput (Hct%):
BBeguTe 3HauveHWe remaTokpuTa nauMeHTa Anst npobbl LenbHOW KpoBW, MO koTopoMy Oyaer
paccunTbIBaTLCA MoMpaBka ANsi NONyYeHHbIX pe3ynbTaToB aHanu3a. Ecnv 3HadeHne rematokpuTa He
BBEAEHO, AN KOPPEKLUM BYAET UCMONb30BaTLCA 3HAYEHNE MO YMOYaHUIO.

e [onyctumbin nutepsan: 0,000 — 60,0 (3HayeHne no ymonyaHuio: 40,0).
Ecnn npoba He pacno3HaHa pJdaTyMkom Kak npoba uenbHOW KPOBM, 3HA4YeHUE remaTokpuTa He
oTobpaxaeTcs.

ID npo6bl (SID):

Beeaute B 3TOM none ID npobbi.

e [lnuHa: 1 — 20 cMMBOMOB C NOMHOW KraBuaTypbl.
Cuvnravite WTpUxKoA Npobbl py4YHbIM CKaHEpPOM LWTpuxkoaa unm seegute |D npobbl BPYYHYHO C MOMOLLbO
NOMHON KnaBnaTypsbl.

SAMPLE

01/10/2015 15:13
SAMPLE INFO.

SID
[ ]c_mj ID ripobbi

vzjgesleideleliie
JIWIGIBIOOIBIGIINEIY
ajisld)ig)igiiiiisiEU
ZyevpnmJUEwy
Shift || Space | BS |

CunTbiBaHWE LWITPUXKOAA PYYHBIM CKAHEPOM MonHas knaBuaTtypa

Mocne BBOga 3HayeHuss rematokputa w/unu ID npobbl HaxmuTe kHonKy [OK] ans coxpaHeHwus
BBEAEHHbIX AaHHbIX 1 BOo3BpaTa B OKHO [MIHdopmaums o npobe] (SAMPLE INFORMATION).

[ns BBOAa AaHHbIX O Apyrnx npobax nosTopuTe Wwarn 2 — 4.

lMocne BBOAA AaHHbIX ANs Bcex Npob nposBepbTe oTobpaxaeMyo MHopMaLmio B okHe [MHdopmaums o
npo6e 2] (SAMPLE INFORMATION 2) n, ecnn Heo6xoanmMo, BHECUTE U3MEHEHNS.

NHPOPMALIMA O NPOBE, OKHO 2

. Haxmume KHOMKY 3anycka aHanusa
PUSH ETART BUTTON TO ASEAY, E

01/10/2015 15:73 !

Knorka nycka > ST | Myck, Mpoe-ka, Hacmp-ku, Ynp-e

Cocm. peazeHmos, UH-51 0 npobe

(REAGENT STATUS|[ SAMPLEINFO. |

Homep kanana
PATIENT Het% 40.0%
20111218-004

PATIENT HIrs=d0 0%

ID npo6ebi

PATIENT Het% 40.0%

PATIENT Heth 4000%

PATIENT Het% 40.0%

PATIENT Het% 40.0%
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6.3. lMoaroToBka npubopa n nNpod
6.3.1. YcTaHOBKa KOHTeMWHepa gns oTpaboTaHHbIX HAKOHEYHUKOB

lMepen noarotoBkoW Mpob M peareHTOB NPOBEpPbTE, HE COAEPXKATCHA U B KOHTEWHEPE WCMOSNb30BaHHLIE
HaKoHeYHWKK. Ecnn Heobxoanmo, ONopOXHUTE KOHTEMHEDP U YCTAaHOBUTE €ro Ha MecTo.

lMpumeyvaHue: KoHmeliHep Onsi ompabomaHHbIX HaKOHEYHUKO8 criedyem 3aMeHsimb 4depe3 Kaxoble 20
rakemoe aHasu308 Uru exeHeoes1bHO.

YcTaHoBKa KoHTenHepa AN oTpaboTaHHbIX HAKOHEYHWUKOB
6.3.2. MNoproTtoBka Npo6

Tunbl Npob (LenbHas KpPOBb, Nra3ma WNKU CbIBOPOTKA), aHTUKOArynsHTbl U 06bEMbI Npob 3aBUCAT OT
KOHKpeTHoro TecTa. [NogpobHee CM. MHCTPYKLMK K COOTBETCTBYIOWMUM Habopam peareHToB.

Mpun 3a6ope nNpob n nx obpaboTke crnegynTe OOLUM MHCTPYKLMSAM MO TEXHUKE BGE30NacHOCTH.
6.3.3. [lNoproToBka kapTpuAXeNn C peareHTaMu U UX yCTaHOBKa B npudop

Mpn nogroToBke KapTpUIKEN C peareHTamu Ans BbIMNOMHEHMS aHanu3oB cobntogante NpuMBeaEHHbIE HUXKE
Mepbl NPeAOCTOPOXHOCTH:
e Bo wn3bexaHune KOHTakTa C peareHTamu unu npobamu nonb3ynTechb 3aWUTHLIMU MepvaTkaMmu U
MacKow.
e BbinonHanTe aHanua3 BCKOpe MOCRe U3BNEYEHUs KapTpUmKen uid xonogunbHuka. He octaBnante
KapTPUIKN BHE XONOAUNBHUKA Ha NPOOOIDKUTENBHOE BPEMS.
e Cnenyvite UHCTPYKUUSAM, BIIOXEHHbIM B HABOpbI peareHToB.

1. VsBnekuTe KapTPUMKN C peareHTaMun U3 XoroaunbHMKa. BcTaBbTe KapTpumku B Nasbl HYKHbLIX CIOTOB
KacceTbl ANs KapTpuoken 1 3agBuHbTE UX O yrnopa.

Mpn ycTaHOBKe KapTpuaxen B kacceTy cobnioganTe cregylowme Mepbl NpeaoCTOPOXHOCTHU.
HecobntogeHve aTux npaBun MOXeT NPMBECTM K OLUINMBOYHbBIM pe3yrbTaTam.
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o [lepkute KapTpuK TOMbKO 3a Kpal. He npukacantecb nanbuamu K 3alMTHOW antOMUHUEBOWN
donbre N CHETHON NYHKeE.

e Cnegute, 4TOObI B CYHETHYIO NYHKY HE Monagany Kannm CrtoHbl (Npu Belgoxe). ATO MOXET NpUBECTU
K OLLMBOYHbLIM pe3ynbTaTam.

e He ucnonb3ynte KapTPUIKN, €CAN OHW Cry4anHO ynanu Ha non.

e [lepen BbIMONHEHVMEM aHanu3oB ydanuTe Ny3bipbKM BO34yXa M3 s4eeKk KapTpuaka u kannmm c

BHYTPEHHEN CTOPOHbl antoMUHMEBOW DOMbIK, OCTOPOXHO MOCTY4YaB KapTPUOXKEM O MMOCKYHo
NMOBEPXHOCTb.

BcraBka kapTpuapka C peareHTamm B KacceTy

2. C nomoLLblo NUNEeTKN unu gosaTopa BHecuTe Npoby B NyHKY Ans npob Ha kapTpuaxe A0 METKM BHYTPU
nyHkw. Mepen Havanom aHanusa yaanuTe 13 nyHKU Ny3blpbKy BO34yXa.

JlyHkn ans npo6
Ha KapTPUIXax

BHeceHune npob B NyHkK

3. OTkpoiTe nepeaHio ABepLy Npubopa U yCTaHOBUTE B HEFO KacCeTy C KapTpumxamu.
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YcTaHOBKa KacceTbl C KapTpuaxamm B npubop
6.3.4. YcTaHOBKa ogHOpa30BbiX HakoHe4YHMKoB PATHFAST

McnonesyinTte B aHanusatope PATHFAST Tonbko chneuvanbHO npegHasHayeHHble Ans Hero ogHopasoBble
HaKOHEYHUKMN.

l PATHFAST TIP |8

HakoHeuyHukn PATHFAST

1. WN3BneknTe HOBble HAKOHEYHWKU U3 YNAKOBKW M YCTAaHOBUTE UX B rHe3da AN HAKOHEYHWKOB CTPOro
HaNpPOTMB YCTaHOBMNEHHbIX pabouunx kapTpuaxken. CTapantecb nsberatb 3arpsa3HEHUs U NOBPEXOEHNSA
KOHL,OB HAKOHEYHWKOB.

YcTtaHoBka HakoHe4yHukoB PATHFAST
6-6
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2. Tlocne ycTaHOBKM OOHOPa30BbIX HAKOHEYHWKOB B WX FHe3da 3akpowTe OO0 ynopa nepeaHio ABeply
npubopa.

3akpblBaHWe nepeaHent OsepLb
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6.4. 3anyck v BbINOJSIHEHME NakeTa aHanus3oB

6.4.1. 3anyck naketa aHanu3oB

1. Onsa 3anycka naketa aHalim3oB HaXXMUTE KHOMKY MycKa @ B 06nacTu noa3aronoBKOB MEHHO.

BHumaHue:

e 3anyckatime aHanus npob HemeodrIeHHO Mocsie Ux noG2omosKu.

* QOcax0eHue KpoBsiHbIX KIIemokK 8 rnpobax uesbHOU Kposu usu ucrnapeHue rnpob moxem enusmb Ha
pes3ynbmamsi aHau308.

lMepen HenocpeACTBEHHbIM HayanoMm aHanu3oB aHanudatop PATHFAST BbINONHUT HECKONbKO MPOBEPOK.
Mpn obHapyxeHMn KakMx-nMbo Henonagok 6yoeT BbiBegeHO coobuieHne o6 owunbke. He otxoamTte oT
npubopa, 4Tobbl UMETb BO3MOXHOCTL NPY HEOBXOAMMOCTU NPEANPUHATL HY)XXHblEe OENCTBUS B 3aBUCUMOCTH
OT KOHKpeTHoro coobuweHua o6 owwnbke. MNogpobHble cBegeHua o6 3aTMx cooblieHusix cMm. B rnmaee 14
«YcTpaHeHMe HeUCNpaBHOCTEN Y.

2. Bo Bpems BbINOMHEHUs aHanNW3oB Ha Avcnnen OyaeT BbIBOAMTLCHA criedylollee OKHO C COobLieHveMm:
«Mpét aHanus, 3aBeplueHne Yyepes ... MUHYT»:

OKHO AHAJIN3 MPOBbI

AZEATING... COMPLETE M 16 KEN

MNdém aHanus, 3asepuieHue yepe3d 15
MUHYm

0110/ 2012 15:23

P (crick |

REAGENT STATUS | [ SAMPLE INFO

AHanus, pos-ka, OcmaHoeka
P KHonka ocTaHOBKM

Cocm. peaczeHmos, NIHgh-51 0 npobe

¢ nl FATIEMT
201112190001

MapameTp aHanusa

== Tun npo6si

cTnl FaTIEMT
201112150003

cTnl FATIEMT

201112190004

ID npo6bl

T LS

MOT USED

e [locne 3anycka naketa aHanu3oB aHanmsatop PATHFAST npoBepuT KapTpuUaXu C peareHTamu,
napameTp aHanus3a u Tvn Npob (UernbHas KpOoBb UMW APYroe) B KaXOOM KaHane v BbiBe4eT B OKHO
MEHIO MHGOPMALMIO, MOKa3aHHYK Ha puUcyHke Bbiwe. Ecnu npoba He pacnosHaHa kak LerbHas
KpOBb, 3Ha4yeHue remaTtokputa (Hct%) ans Heé He nokasbiBaeTcs.

e HaxaTue kHomku octaHoBku | B | B obnactu noa3arofnioBKOB NpMBEAET K MpepbiBaHMIO npouecca
aHanu3a. [pu aToM Ha ancnnee NOSIBUTCA 3anpoc Ha NOATBEPXKAeHe.

3. VHdopmaumio o npobax MOXHO pedakTMpoBaTb MOCHE 3anycka naketa aHanusos. [1na aToro Beibepute
[Ne kanana] (LANE NO.) B okHe [MHbopmauwmsi o npobax] (SAMPLE INFORMATION) 1 BeINonHUTE waru
2 — 6 pasgena 6.2 «PegakTupoBaHue nHcgopmauum o npoGey.
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lMpumeyvaHue: Heobxodumo 3asepwiumb pedakmuposaHue UuH@opmayuu o rpobax OO0 OKOHYaHUS
8bIMONIHEHUST Makema aHanu3os. Ecnu Ha MOMeHmM OKOHYaHUsl aHanu3oe Ha oucrinee 6ydem
omobpaxambcsi 0OkHO [PedakmupoeaHue uHgpopmayuu] (EDIT INFORMATION), u3smepeHHbie
pe3ynbmambl Ha neyams He 8bigodsimcs. [Tpubop ebieedem coobujeHue ¢ 3anpocom, bydeme nu Bbi

npodomkams pedakmuposaHue unu Hem. Cnedylme uHcmpykyusimM Ha oucrisiee.

6.4.2. BbiBOA pe3ynbTaToB

Mocne 3aBepleHna naketa aHalin3oB W3MEPEeHHblE pe3ylnbTaTbl pacnedvyaTtbiBaldTCA Ha BCTPOEHHOM

npuHTEpe, U Ha AMCNnew BbiIBOAUTCS rmaBHoe meHto [AHanus/nasHoe] (ASSAY/HOME).

lpumeyvaHue: Ecnu npubop HacmpoeH Ha MepechbiiKy pe3ynbmamos Ha 6HeWHUU KoMMbiomep, 3ma

riepechkliika ocywecmersisemcs 00 Hayvana ux pacriedameku.

Hwxe nokasaH npumMep pacnevaTku pesynbTaToB Ans npob.

PacnevaTka gaHHbIx

DATE: 01/10/2015 15:40
SAMPLE ID: 2011121900001
LANE 1

cTnl

0.132 ng/mL

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

INSTRUMENT SERIAL: 1511D2600
PROGRAM VERSION: 4.0.0
OPERATOR ID: USER1

REAGENT LOT: 10116102019
CALIBRATED ON: 01/10/2015

OnucaHue

« [lata n Bpemsi Ha4yana aHanmsa
« ID npobGbl

«— Howmep kaHana

«— HaseaHwue napameTpa aHanusa

«— PeayanaT B eanHunuax naMepeHua

« lMpuMeyvaHus, pasgensioTcs 3ansTeiMu
« LlenbHas kpoBb, 3HaYeHWe remaTokpuTa

«— Mpob6a (MaymneHT)

« CepwuiiHbIi HOMep npubopa

«— Homep Bepcum nporpammHoro obecneyeHus
«— ID onepatopa

«— Homep nota peareHToB

«— [aTa kannbpoBkun
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6.4.3. YTunusauusa ucnonb30BaHHbIX KAPTPUAXKEN U1 HAKOHEYHUKOB

1. Ytnnmnsaums oTpaboTaHHbIX HAKOHEYHMWKOB:

M3BnekuTe KOHTEVIHep ana OTpaGOTaHHbIX HaKOHEe4YHUKOB U3 an6opa n yTVIJ'IVI3VIpyl7ITe MCNoJib30BaHHbIE
HaKOHEYHUKWN. I'Ip|/| yTunn3aumm HakOHEeYHUKOB cnep,y|7|Te COOTBETCTBYHOLLMM HOpMaTMBam yTunudaumm
Ouonorndecknx oTxonos. lNocne OMNOPOXHEHUA ONATb YCTAaHOBUTE KOHTeVIHep B I'IpVIGOp.

Mpumeyarue: KonmeliHep Onsi ompabomaHHbIX HAKOHEYHUKOo8 criedyem 3aMeHsimb 4yepes Kaxoble 20
r1aKemoe aHaslu308 Uil exeHeoesbHO.

MNaBneyeHne KOHTeVIHepa anda OTpa6OTaHHbIX HakKOHe4YHUKOB

2. YTnnusaumsa Mcnonb3oBaHHbIX peareHTHbIX KaprMD,)KGVIZ

W3BneknTe KacceTy Ans KapTpuaxen n3 npuéopa v BbiHbTE U3 HEE UCMONb30BaHHbIE KAPTPUOXKU, crerka
NPUNOAHSB KapTPUMK 3a Kpalk U MOTAHYB Ha cebs. [1elCTBYWTe OCTOPOXHO, 4YTOObl He MNpPOnWTb

peareHTbl. [py yTUNu3aummn kapTpuoken crnegyite MecTHbIM HopMaTuBam yTunmnsauum G1Monormyeckmx
OTXOZOB.
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7. KOHTPOIJIb KAYECTBA (ypoBeHb aocTtyna: 2 v Bbilue)

B aTon rmaBe onucaHa npoueaypa aHanmaa KOHTPOSbHbIX NPo6.
7.1. DBBepeHue

[Mocne BbLINOMHEHMS MNOArOTOBKM K BbINOMHEHWIO aHanu3oB, onucaHHon B rnaBe 5 «lMoarotoBka K
aHanusam U OCHOBHble onepauuuy», criegyeT BbIMOMHUTL aHanM3 KOHTPOMbHBIX Npo6 cormacHo
npoueaype, NpuBeaEHHON HUXeE.

MpumeyaHue: Bo epems aHanu3a KOHMPOSIbHbIX MPo6 pubop omkrYaem rosyyeHue uHgopmayuu om
8HEWHe20 KOMIbomepa.

7.2. Ha3HayeHuMe aHanu3a KOHTPOJSIA KayecTBa

AHanu3 KOHTPOMNS Ka4yecTBa BbINOMHSETCS C LIeNbl MPOBEPKN aTTECTOBAHHbLIX KanubpOBOYHBIX KPUBbIX M
COXpaHeHus1 pe3ynbTaToB Af1s1 KOHTPONs kadyecTBa. KOHTponb kayectBa Heobxoaum Ansi NOATBEPXKAEHUS
KayecTBa pe3ynbTaToB A5 Npob NauueHToB.

7.3. O6wwue NpMHLMNbI aHan1M3a KOHTPOIA KayecTBa

KoHTponbHas npoba (KOHTpOMb) — 9TO cCneumanbHO MNoAroToBreHHas npoba, npegHasHayeHHas Ons
KOHTpons kKayectBa. MHdopmauuen o pekomeHAyeMbiX KOHTPOIbHbIX MaTepuanax MOXHO 3anpocutb Yy
Bawero guctpmnbbtotopa PATHFAST.

1) Konu4ecTBo ypOBHEN KOHTPOSA KayecTBa
PekomeHayeTcsi BbINOMHWUTL aHaN“3 MUHUMYM 2 YPOBHEW KOHTPOMENn.

2) Korga BbINOMHATE aHanNU3 KOHTPONSA KayecTsa
1. Tlo ucTevyeHUM HasHaYeHHOro cpoka roAHOCTM MOCregHero KOHTPONsA KadvecTBa (ecnu BKMAYeHa
dyHKUMA ONOKMPOBKM MO KOHTPOIO KayecTBa).
Mocne BbINONHEHUS KanNnnMBpPOoBKM.
PerynsipHo, ¢ NnepuoanM4HOCTbIO, YCTaHaBNMBaEMOW Nosnb3oBaTernem.
Mpn Nnogo3peHnn Ha oWnBOoYHbIE pe3ynbTaTbl NPOd NaUUeHTOoB.
Mocne TexHWYecKkoro 06Cny>KMBaHNSA ONTUYECKON CUCTEMbI U CUCTEMbI BHECEHMS Npob.
Korga Heobxoamnm KOHTPOIb kavyecTsa.

o0k wnN

3) CpoK rogHOCTWN KOHTPOIS KavecTsa
CpoKk rogHOCTU KOHTpOMsS KayecTBa onpegensdetca nabopatopuen. [Onsa aBTomMaTtuyeckon MNpoOBEpPKU
NCTEeYeHNs 3TOro CpoKa nosiesHa yHKUMSA GrOKMPOBKM MO KOHTPOMIo kadvecTBa. [MogpobHee o6 aTow
dyHKummn cm. pasgen 1.3 « PyHKUUA 6JTIOKMPOBKU NO KOHTPOJIIO KayecTBay.
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7.4. MNoaroToBKa K aHaNM3y KOHTPOJIbHbIX NPO6

7.4.1.

MpoBepka cpoka rogHOCTU KanuGpoBKY

1. TlpoBepbTe HanmmeHOBaHWEe aHanusa, HoMmep noTa U CPOK FOAHOCTU MCMOMb3yeMOoro KapTpuaxa c
peareHTamn. Homep noTta M CpoK rogHOCTU KapTpuaKa MOXHO HaWTWM Ha CamMOM KapTpuaxe, ero
YNaKoBKE WIM KapTe 3TaroHHOW kanmbpoBku. AHanmsaTop PATHFAST He OydeTt BbIMOMHATL aHanus,
€Cnn CPOK roAHOCTM KapTpuaxa UCTEK.

2. TlpoBepbTe Cpok rogHocTu kanubpoBkum B oOkHe [Cpok kanmnbpoBkum n KK] (CAL/QC EXPIRATION
DATES), BbiOpaB ang 3Toro HaMMeHOBaHWe napameTpa aHanu3a B rnaBHOM MeHio [AHanua/[nasHoe]

(ASSAY/HOME).

OKHO CPOK KAJTMUBPOBKHM U KK

PLEH START BUTTCRM TO AS8AY

002045 15:23

ASSAY/HOME A

Haxmume KHOMKy 3arycka aHanusa

| @I, [ check ) [ seTup | [Aomin )|

MapameTp aHanusa [REAGENT STATUS || SAMPLE INFO
T CThl
ID npobbi 1011808018  caL 291072015  27DAYS
/ .:!a»m—;\
KanubpoBka
KK

lyck, Npos-ka, Hacmp-ku, Yrnp-e

Cocm. peazeHma, IHgh. o npobe

OcTaTouHbIN CPOK,
OHN

\\\“ CpoK rogHocTH

"‘—-—-_._

Haszad

Mpumeyanue: Ecru 6510KUpO8Ka KOHMPOJSIS Kayecmea OmkloyeHa, 0ama OKOHYaHUsI cpoka 200HoCmu
KOHMPO/s Kauecmea He MoKa3bleaemcs.

MpoBepka NpaBUILHOCTY KAaNMOPOBKX MU KOHTPOJIS KaYyecTBa:

1. HasaHue 1 NOT peareHTa AOMKHbI ObITb 3apeErncTpUpoBaHbl B CUCTEME.
2. [OaHHble KannBpOBKN JOIMKHBI OTOOPAXATLCHA B OKHE MEHI0 U UMETb AENCTBYIOLMIN CPOK FOAHOCTW.

e Ecnm 6nokupoBka no

NOKa3bIBAOTCA.

KOHTPOJTIO

Ka4yecTBa OTKI1HOYEHa,

OaHHble KOHTpOJ1A KayecCcTBa He
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7.4.2.

PepaktupoBaHue nHtopmaLuum o KOHTpoNe Ka4yecTBa

1. Haxmwute kHonky [Hasag] (BACK) B rmaBHOM meHio [AHanua/lnaBHoe] (ASSAY/HOME) unu kHonky
[Ananu3s] (ASSAY) B obnactu nogsaronoBka. byoeT BbiBegeHO OKHO BbIOOpa aHanmM3oB:

OKHO BblIBEOP AHAJIU3A

ASSAY

w SAMPLE

L

EjQC

i

P8 CAL/QC

01/10/2015 15:22 |

AHanus, lpos-ka, Hacmp-ku, Ynp-e

lMpoba

KK

Kanu6poeka/KK

OmarnoHHas kanubpoeka

Ha MasHyto

ﬂpumeanue: Ecnu 6J'IOKU,OOGK8 KOHMPOJiIA Kadyecmea OmKJ/Iln4YeHa, Ha3eaHue KHOIMKU MeHAemcA

cnedyrouwum obpasom:
[KK] => [KK/TTpoba],
([QC] => [QC/SAMPLE],

[CAL/QC]

[Kann6/KK]) => [Kann6/KK/Tpobal].
=> [CAL/QC/SAMPLE])).

2. Bbibepute nyHkT [KK] (QC) B okHe [AHanus] (ASSAY). Nossutcs cneaytoLee OKHO:

OKHO MH®OPMALIUA O KK

KHonka nycka

REAGENT 5TATUS | [

a1

Qc2

PLUEH START BUTTOM TO ASSAY

0402015 1523
» CHECK | [ SETUP | [ ADMIN

I

SANPLE INFO

Haxmume KHOMKy 3arycka aHanusa

lyck, MNpos-ka, Hacmp-ku, Ynp-e

Cocm. peazeHma, MIHe. o npobe

ﬂpumeanue: Ecnu 6!'IOKU,006Ka KOHMPOJIA Ka4decmea OmMmKI/ilo4eHa, 3ac0J/I080K OKHa MeHsemcs Ha

«KK/lpoba» (QC/ISAMPLE).

3. B okHe [MHdopmaums o KK] (QC INFORMATION) KaHamnbl NSt KaX4oW KOHTPOSbHOWM Npobbl 3afaHbl
3apaHee, kak nokasaHo Ha pucyHke. Ecrnv Heobxooumo, oTpedakTupynTe MHopMauulo Ans Kaxaoro
kaHana. [ins aToro BbIGepnTE €ro HOMep, MNOCIE Yero NOSIBUTCA CeayoLlee OKHO:
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OKHO PEOAKTUPOBAHUE UH®OPMALINN O KK

HANDHELD BARCODE READER NOW OPERATABLE

SAMPLE INFO.

4 SAMPLE (Qm

sID ( )

Py4Holi ckaHep wmpuxkodoe 20mos K
pabome.

01/10/2015 15:24 |
UHebopmauus o npobe

lMapamemp
Jlom

lpoba: (KK1)

ID rpobsbi

Yoan., OK, OmmeHa

MNpoba (SAMPLE):

Boibepute npoby 13 BbinagaloLwero Npu KacaHum K OKHY CrMcKa unmn ogHy M3 KOHTponbHbIX npob: [KK1],

[KK2] nnm [KK3] (QC1, QC2, QC3).

e Ecnu cdbyHkuma BNOKMPOBKM MO KOHTPOIKO KayecTBa OTKMOYEHa, M3 3TOro Cnucka MOXHO BbliOpaTb
Takke npoOy [MauneHT] (PATIENT).

ID npobel (SID):

BeeauTte B aToMm nore ID npoObi.
e [nuHa: 1 — 20 cMMBOOB C NOMHON KNaBmnaTypbl.

CuutanTte wWTPUXKOA MNpPOObLI PYyYyHbIM CKaHEpoM LWTpuxkoga unu BBeauTe |ID Npobbl BPyYHyO C
KnasumaTtypbl.

01/10/2015 14:47 | .

SAMPLE INFO. . WHgbopmauus o npobe

SID

[ ] CLR] ID npobbi

1235/ 7)f3)/s)/0) -2
aJwle)(r)(¢)'y)fu) 1) fo)fo) 1)1
aJls o) t)la)/n) (1)) (1)) )
2y JUE00

Shift Space | BS |

o

o

OK, OmmeHa

CuunTbiBaHue ID py4YHbIM CKaHepOoM LUTpUXKoaa MonHasa knaeuaTtypa

4. T[locne 3aBepLueHus peaakTpoBaHust HaxmuTte kHonky [OK] B okHe [PegaktupoBanue gaHHbix KK] (EDIT
QC INFORMATION) ans BosspaTta B okHO [MHpopmauums o KK] (QC INFORMATION).

5. TMosTtopute warn 3 u 4 ons gpyrux no3nUun, ecriv HeobxoaMmo.

6. EwWwé pas npoBepbTe BHECEHHbIE U3MeHeHUs1 B okHe MHdopmauun o KK [QC INFORMATION].
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7.5. TMoarotoBka npubopa n KOHTPOSIbHbIX NPO6
7.5.1. YcTaHOBKa KOHTeiHepa Ans oTpaboTaHHbIX HAKOHEYHUKOB

lMepen noarotoBkoW Mpob M peareHTOB NPOBEpPbTE, HE COAEPXKATCHA U B KOHTEWHEPE WCMOSNb30BaHHLIE
HaKoHe4YHWKK. Ecnn Heobxoanmo, ONOPOXXHMUTE KOHTEMHEP N YCTAaHOBUTE €ro Ha MecTo.

lMpumeyvaHue: KoHmeliHep Onsi ompabomaHHbIX HaKOHEYHUKO8 criedyem 3aMeHsimb 4depe3 Kaxoble 20
rakemoe aHasu308 Uru exeHeoes1bHO.

YcTaHoBKa KoHTelHepa Ans oTpaboTaHHbIX HAKOHEYHWNKOB
7.5.2. MoarotoBKa KOHTPONbHbLIX NPO6
Mpu paboTe ¢ KOHTPOMNbHLIMKU Mpobamu cneaynTe obLMM MHCTPYKLUMAM NO TEXHUKe Be3onacHoCTy.
7.5.3. MoproToBKa KapTpuAXeW c peareHTaMu U UX yCTaHOBKa B npuéop

Mpu NoaroToBKe KapTpUOpKe C peareHTaMu AN BhIMONHEHWUS aHanu3oB cobnogjaiiTe NpUBEAEHHbIE HUXKE
Mepbl NPefOCTOPOXHOCTH:

e Bo wn3bexaHune KOHTakTa C peareHTamum unu npobamy nonb3ymTechb 3awMTHBIMU MepyaTkamy |
MacKoWn.

e BbinonHanTe aHanuabl BCKOpPE MNOCMe M3BMEYEHUS KapTpuaxen ns xonogunbHuka. He octaBnante
KapTPUIDKN BHE XONOAUNbHNKA Ha NPOOOIKUTENBHOE BPEMS.

e Crnepynte MHCTPYKLUMAM, BIIOXKEHHBIM B HaOOpbI peareHToB.

1. WsBnekuTe KapTpUmXW C peareHTamy U3 XonoAunbHUKa. BcTaBbTe KapTpumXU B HYXHblE CNOTbl Ha
KacceTe Ans KapTpuaxen v 3aABuUHbTE UX 4O yropa.

Mpn ycTaHOBKe KapTpuaxen B kacceTy cobnioganTe cregylowme Mepbl NpeaoCTOPOXKHOCTHU.
HecobniogeHne aTux npaBui MOXET NPMBECTU K OLUINMBOYHBIM pe3yrbTaTam.

o [lepxute KapTpuK TONMbKO 3a Kpal. He npukacanmtecb nanbuamu K 3aWMTHOW antOMUHUEBOWN
donbre 1 CHETHOW NyHKe.

e Cnegwute, 4TOObI B CHETHYIO NYHKY HE Monaganv Kannm CritoHbl (Npy Bbigoxe). 3TO MOXeT NPUBECTM
K OLIMOOYHBIM pe3yrbTaTaMm.

e He ucnonb3ynTe KapTPULKN, €CIN OHW Cry4YanHO ynanu Ha non.
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e [lepea BbIMNOSIHEHMEM aHaNW30B yaanuTe My3blpbkM BO3dyXa M3 SYEEK KapTpumka WM Kanmu ¢
BHYTPEHHEN CTOPOHbl antoMUHMEBOW DOMbIK, OCTOPOXKHO MOCTY4YaB KapTPWDKEM O MIOCKYH0
NMOBEPXHOCTb.

BcraBka kapTpuopka ¢ peareHTamm B KacceTy

2. C nomoLLbio NUNETKN UMK J03aTopa BHECUTE KOHTPOIbHbIE NPOGhI B NYHKY Anst Npo6 Ha kapTpuoxke Ao
MeTKM BHYTpW NyHku. MNepen Havanom aHanvaa yganuTe U3 NyHKu ny3bipbku Bo3ayxa. Takke ybegutech
B TOM, YTO B KaXKAYt0 NMyHKY BHOCUTCS KOHTpornbHasi npoba, ykasaHHas B okHe [MHdopmaums o KK] (QC
INFORMATION).

JlyHkn ons npo6
Ha KapTpumKax

BHeceHune KOHTPOJIbHbIX np06 B JTyHKN

3. OTkpoiTe nepeaHio ABepLy Npubopa U yCTaHOBUTE B HErO KacCeTy C KapTpuaxamu.
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YcTaHoBKa KacceTbl C KapTpuakamu B npubop

7.5.4. YcrtaHoBKa ogHOpa30Bbix HakoHe4YHUKoB PATHFAST
Wcnonbsynte B aHanudatope PATHFAST Tonbko cneunanbHO npegHasHavyeHHble Ans Hero O4HOpa3oBble
HaKOHEYHWKMN.

| PATHFAST TIP I
210 Fiw- (42 Fips » ikises |

HakoHeuyHnkn PATHFAST

1. WN3BnekuTe HOBble HAKOHEYHUKM U3 ynakoBKM U yCTaHOBUTE UX B rHes3ga And HakKOHEe4YHUKOB CTpOro
HanpoTuB YCTAHOBJ1E€HHbIX KaprI/Iﬂ,)KeVI. CTapa|7|Ter nsberatb 3arpAa3HeHna ninn noBpexageHna KoOHLUOoB
HaKOHEYHWKOB.

YcTtaHoBKa HakoHe4HukoB PATHFAST

77
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2. Tlocne ycTaHOBKM OQHOPA30BbIX HAKOHEYHWKOB B WMX rHe3da 3akpowTe OO0 ynopa MnepeaHio ABepLy
npubopa.

3akpblBaHWe nepeaHent OsepLb
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7.6. 3aI'IyCK M BbIMNOJIHEHUE aHarin3a naketTa KOHTPOJIbHbIX np06

7.6.1. 3anyck nakeTa aHariM30B KOHTPOJIbHbIX NPO6

1. Onsa 3anycka naketa aHanm3oB HaXMUTE KHOMKY MycKa @ B 06nacTu noa3aronoBKOB MEHHO.

BHumaHue:

* 3anyckalime aHasu3 npob HemeOneHHO riocsie ux Mod20moeKu.

* OcaxxOeHue KpoBsiHbIX Kemok 8 rpobax uernbHOU Kposu unu ucrnapeHue rnpob mMoxem erusimb Ha
pesynbmamsi aHasu308.

lMepen HenocpeACTBEHHbIM HayanoMm aHanu3oB aHanudatop PATHFAST BbINONHUT HECKONbKO MPOBEPOK.
Mpn obHapyxeHun KakMx-nmbo Henonagok 6yneT BbiBegeHo coobuieHne o6 owubke. He otxoamte oT
npubopa, 4Tobbl UMETb BO3MOXHOCTL NPY HEOBXOAMMOCTU NPEANPUHATL HY)XXHblEe OENCTBUS B 3aBUCUMOCTH
OT KOHKpeTHoro coobuweHua o6 owwnbke. MNogpobHble cBegeHua o6 3aTMx cooblieHusix cMm. B rnmaee 14
«YcTpaHeHue HencnpaBHOCTEN».

2. Bo Bpems BbINOMHEHUs aHanNW3oB Ha Aavcnnen OyaeT BbIBOAMTLCH criedytlollee OKHO C COobLLeHveMm:
«Mpét aHanus, 3aBeplueHne Yyepes ... MUHYT»:

OKHO AHAJIN3 KK

Udem aHanus, 3agepuieHuUe 4epes

| AssAVING.. COMPLETE I 18 M
16 MuH i

011072015 14:44

ASSAY mT | KHonka

. OCTaHOBKU
|| REAGENT STATUS ] SAMPLE INFO l

AHanus, lpos-ka, Cmon

Cocm. peazeHma, VIHe. o npobe

ﬂpumeanue: Ecnu 5!'IOKUp06Ka 0 KOHMPOJI0 Ka4ecmea OmkKJriro4eHa, 3ac0/iI080K OKHa MeHsemcs
Ha [KK/Mpo6a] (QC/SAMPLE).

e Haxatue kHonku ocTaHosku . M | g 06nacTin noa3aronoBKkoB NPUBEAET K MpepbIBaHMIO npoLecca
aHanusa. MNpu 3ToM Ha aucnnee NosIBUTCA 3anpoc Ha NoATBEPXAeHWe NpepbIBaHus.

3. [aHHble 0 KOHTPOIbHbLIX Npobax MOXHO pedakTMpoBaTb Mocne 3anycka naketa aHanusos. [ns atoro
BblGepuTe oguH u3 kaHanos [LANE NO.], B okHe [MHdopmauus o KK] QC INFORMATION u BbinonHute
warn 2 — 4 pasgena 7.4.2 «<PepaktupoBaHue nHcpopmaLmm o KOHTpore KayecTBa.

lpumeyaHue: Credyem 3asepwiumb pedakmupogaHue OaHHbIX O KOHMPOSbHbIX Mpobax OO0 OKOHYaHUusi
8bIMONIHEHUSI nakema aHanu3os. Ecnu Ha MomMeHmM OKOH4YaHusi aHanu3za Ha ducrinee 6ydem
omobpaxambcsi OkHO [PedakmupoeaHue uHgopmayuu o KK] (EDIT QC INFORMATION),
U3MEpeHHbIe pe3yrnbmamsbl Ha nedams He ebigodsimcs. [lpubop ebieedem coobweHue ¢ 3arpocom,
bydeme nu ebl npodomkamb pedakmupogaHue OaHHbIX unu Hem. Cnedylime UHCMPYKUUSM Ha
ducrinee.

7-9




PATHFAST PykoBoacTBo nonb3oBartens Bepcusa 4.10E

7.6.2. BbiBOA pe3ynbTaToB KOHTPONA KayecTBa

Mocne 3aBepleHna naketa aHalnM3oB W3MEpPEeHHble pe3ynbTaTbl pacnedvyaTtbiBaloTCA Ha BCTPOEHHOM

npuHTEpE, U Ha aucnnen BoiBogutcs okHO [MHopmaums o KK] (QC INFORMATION).

Hwxe nokasaH npumep pacnevaTkn 2-ypoOBHErO KOHTPONSA KadecTBa ANg cepaeyvHoro TponoHuHa | (cTnl).

PacnevaTka gaHHbIX

DATE: 01/10/2015 15:40
SAMPLE ID: QC-SP001

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

INSTRUMENT SERIAL: 1511D2600
PROGRAM VERSION: 4.0.0
OPERATOR ID: USER1

REAGENT LOT: 1011610219
CALIBRATED ON: 01/10/2015

DATE: 01/10/2015 15:40
SAMPLE ID: QC-SP001

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

INSTRUMENT SERIAL: 1511D2600
PROGRAM VERSION: 4.0.0
OPERATOR ID: USER1

REAGENT LOT: 1011610219
CALIBRATED ON: 01/10/2015

Onucaxwue

« [lata n Bpemsi Ha4ana aHanmsa
« ID npobsbl

«— Homep kaHana

«— HasBaHue napameTpa aHanmsa
«— Pe3yanaT B eAMHunuax namepeHuna
“«— I'Ipmmeanvm, pasgenarnTca 3anATbiMn

« Mpoba (KoHTponb 1)

«— CepwiiHbIi Homep npunbopa

< Homep Bepcum nporpammHoro obecneyeHns
«— ID onepartopa

< Homep nota peareHToB

«— [ata kanmbpoBkn
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CrartucTtumka gns ﬂ,y6J'IVIPOBaHHOI'O aHanusa KoHTpons 1:

PacneyaTka gaHHbIX

DATE: 01/10/2015 15:40
INSTRUMENT SERIAL: 1511D2600
OPERATOR ID: USER1

REAGENT LOT: 1011610219

cTnl

QC1

UPPER: 0.138 ng/mL
LOWER: 0.132 ng/mL
N=2

MEAN = 0.135 ng/mL
SD =0.004
CV=314%

OnucaHune

< [aTta u BpeMs Hayana aHanusa
«— CepunHbii HOMep npubopa

«— |ID onepatopa

< Homep nota peareHToB

«— Haaanue napamMmeTpa aHanunsa

« [Npoba (KoHTponk 1)

«— BepxHun gonyctumblvi npegen
«— HwkHWin gonycTumbln npegen
< Yucrno gybnen

«— CpepgHee 3HayeHune

« CTtaHgapTHOE OTKIOHEHne

«— KoadhdbunumeHT Bapuaumm
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7.6.3. YTunusauusa ucnonb30BaHHbIX KAPTPUAXKEN 1 HAKOHEYHUKOB

1. Ytunmnsauus oTpaboTaHHbIX HAKOHEYHMKOB:

M3BnekuTe KOHTEVIHep ana OTpaGOTaHHbIX HaKOHEe4YHUKOB U3 an6opa n yTVIJ'IVI3VIpyl7ITe MCNoJib30BaHHbIE
HaKOHEeYHUKW. I'Ip|/| yTunnsaunmm HakOHEeYHUKOB cnep,y|7|Te COOTBETCTBYHOLLMM HOpMaTtuBamMm yTunmsauumum
Ouonorudecknx oTxonos. [Nocne OMOPOXHEHNA ONATb YCTaHOBUTE KOHTEVIHep B Flpl/l60p.

Mpumeyarue: KonmeliHep Onsi ompabomaHHbIX HaKOHEYHUKO8 criedyem 3aMeHsimb uyepe3 Kaxoble 20
r1aKkemoe aHasiu308 Usu exeHeoesbHO.

N3BneyeHne KOHTeIZHepa and OTpa6OTaHHbIX HaKOHEe4YHWNKOB

2. YTnnusaumsa Mcnonb3oBaHHbIX peareHTHbIX KaprMD,)KGVIZ

W3BneknTe KacceTy Anst kKapTpuaxken n3 npubopa 1 BbiHbTE U3 HEE UCMOSb30BaHHbIE KAPTPUMXKK, crierka
NPUNOAHSB KapTPUMK 3a Kpaik U MOTAHYB Ha cebs. [eicTBYWTE OCTOPOXHO, 4YTOObI He MpONUTb

peareHTbl. [py yTUNU3aLumMmn kapTpuopken crnegyite MecTHbIM HopMaTMBaM yTUnM3aumMm GMonormyeckmx
OTXOHOB.
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8. KAJIIMBPOBKA (ypoBeHb goctyna: 3 v Bbiwe)
B aTon rmaBe onucaHa npoueaypa Kannbposku.
8.1. BBepeHue

Mocne BbLINOMHEHMS MOArOTOBKWM K BbLIMOMHEHUIO aHanu3oB, onucaHHon B rnaBse 5 «[lMoarotoBka kK
aHanu3am ¥ OCHOBHbIe onepauumny», creayeT BbINOMHWUTL KannbpoBKy cornacHo npoueanype, npuseaéHHOM
HWXe.

8.2. HasHa4yeHue KanMbpoBKu

YT106bl 06EeCneYnTb 4OCTOBEPHOCTL PEe3ynbTaToB, Nepes aHann3om npob nauueHTOB BbINOMHAETCA aHanus
KanubpaTopoB, MO3BONSAIOWMIA NOATBEPAUTL  MPABUMBbHOCTb  KanvMOPOBOYHOM  KPUBOW. BbINOMHATH
KanubpoBKy creayeT AN KaXAoro HOBOrO JioTa peareHToB WMy MO WUCTEYEHUU cpoka npeablaylien
Kanu6posku. [INa kakgoro napameTpa aHanmaa yCTaHOBMEH CBOW nepuon AeNcTBUS KanmnbpoBKu.

Mocne wuctevyeHns cpoka rogHOCTU KanMOpPOBKM aHanu3 npob nauMeHTOB UMM KOHTPOISbHbIX NpPob He
[0MycKaeTcsl, 04HAKO OHW MOTYT aHanmn3npoBaTbCs B OAHOM MakeTe ¢ kanubpatopamu.

8.3. OOwwme NpUHLMNbI KAaNMOPOBKK

1) Kanubpatopbl (CAL):
Mcnonb3ynTe TOMbKO PEeKOMEHOOBaHHbLIN KanmbpaTop, KOTopbin 0ObIMHO BXOAUT B HAabOp peareHToB.
JivodunuanposaHHble kanubpaTtopbl Neped  MCNoNMb3oBaHWeM criegyeT passBectn  Bydepom
(nocTaensieTca BMecTe ¢ kKannbpaTtopom).

2) YpoBHU KannbpaTopoB:
YpoBHU (KONUYECTBO TOYEK) KanmbpoBKM AN pasHbiX peareHToB MOryT pasnuyartbed. MNogpobHee cm.
BMOXEHHblEe B COOTBETCTBYHOLLME HABOPbI peareHTOB MHCTPYKLUN.

3) [NoBTOpeHue kannbpoBku:
KannbpoBka BbINOMHAETCS B MOBTOPAXx (2; BO3MOXHO Takke 3 MoBTOpa).

4) Korga BbINONHATL KANUMBpPOBKY:
1. Tlpu nepBom aHanuse ¢ HOBbIM peareHTOM.
2. [lpu cmeHe noTa peareHTa.
3. [lo ncteyeHnn cpoka AeNCTBUS NPEXHEN KannbpoBKu.
Ecnu B BbllwleykasaHHbIX CcrydYasx kanubpoBka He BbiNONHeHa, aHanu3 npob nauveHToB wnu
KOHTPOMbHbLIX Npo6 GroKMpyeTcs, M nocne 3anycka NnakeTa aHanu3oB BbIBOAMTCA coobuleHve ob
owimbke.

4. Tlpwv BbIXOAe pe3ynbTaTOB KOHTPOSS KadYecTBa 3a Npeaeribl AoNYCTUMbIX MHTEPBAIIOB.

Mpn nonyyYyeHnn HOBOW NApPTMUM peareHTOB OT NOCTaBLUUKA, AaXe eCNn HOMEpP NoTa OANHAKOBBIN.

6. Tllocne TexHU4eckoro obCny>XMBaHUSA ONTUYECKON CUCTEMBI U CUCTEMBI 403MPOBaHNS NPOO.
B atux Tpéx cnyydasx (nn. 4 - 6) Npu OTCYTCTBMU KanMOPOBKM aHanv3 npob NauueHToB Win
KOHTPOJSIbHLIX _Npo6 He GNoKMpyeTcs, OOHAKOo pPEeKOMEeHAYeTCs BbIMOMHWUTb _KanubpoBKY Ans
YBEPEHHOCTM B JOCTOBEPHOCTM PEe3yNbTaToB.

o

5) Cpok rogHOCTW KannbpoBKm
[lna pasHbIX NnapameTpoB CPOK rOAHOCTU KanmMbpoBKM MOXET pasnuyatbes. [logpobHee CM. BIIOXEHHbIE
B COOTBETCTBYIOLLME HAOOPbI peareHTOB NHCTPYKLNN.
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6) KonuyectBo AencTBUTENBHBIX KannMbpoBoK
B namaTy npubopa MoryT XpaHUTbCs 40 TPeX KanMbpoBOK pasHbiX NOTOB peareHTOB O4HOro BMAa.
7) CnenyeT MMeTb B BUAY, 4TO

1. AHanu3 kanubpaTopoB AN OAHOrO M TOrO Xe napameTpa M OAHOro U TOro XXe foTa peareHToB

AOOJKEH BbINONTHATLCA B OQHOM MakeTe aHalnin3oB (OD,HOBpeMeHHO).

2. AHanu3 kanubpaTopoB [OOSMDKEH BLIMNOMHATLCA B NoBTopax (2 unu 3 aybnsa). YctaHaBnuBaunTe
KanubpaTtopbl B Te MO3vUMW, KOTOpble ykadaHbl Ha aucnnee. [lo3vumn kanubpaTopoB XKECTKO

3afaHbl U HE MOTYT UBMEHATbLCA NoJib3oBaTeneMm.

3. MNpn Hayane paboTbl C HOBbIM BUOOM MMM HOBbIM FIOTOM peareHTOB crnedyeT BBECTU LUTPUXKOL C
KapTbl aTanoHHoun kanubposkn «MC ENTRY CARD», npunaraemon kK Habopy peareHTtoB. Cneaynte

npoueaype, onucaHHon B pasaene 8.8 «BeBoa aTanoHHOM KanubpoBKu».

FoaHOCTb KanuBpoBKWU MoATBEPXKAAETCA pesynbTaTaMu KOHTPONSA KadecTBa B npepenax AonyCTUMbIX
nHTepBarnoBs. MNogpoGHee 0 yHKUMM GIOKMPOBKM MO KOHTPOSO KadecTBa cM. pasgen 1.3 «PyHKuus
GNOKUPOBKN MO KOHTPOSIO KayecTBay», a O Npouedype KOHTpons kadecTBa — rnaBy 7 «KoHTponb

8) [lpoBepka cpoka rogHOCTY KanmbpoBKu
KavyecTBay.
8.4. [poBepKa COCTOSAHUSI KANMMOPOBKU

Mepen BbinonHeHnem kannbposkn ybeautech, 4To B aHanm3datope PATHFAST 3apernctpnpoBaHbl AaHHbIE

3TanoHHOM Kaﬂl/l6pOBKl/I ana ncnonb3dyemMbiX peareHToB.

Beibepute HasBaHve napameTpa B rmaBHOM MeHto [AHanu3/l nasHoe] (ASSAY/HOME). byget BoiBegeHo

OKHO COCTOAHUE KANTMBPOBKHU U KK

ASSAY/HOME

OO mafmefame
u:.u:va'hc\

B TO AFHAY

011072045 15:23

Haxmume KHOMKy 3arycka aHanusa

lyck, Npos-ka, Hacmp-ku, Yrnp-e

Us | SAMPLE INFO

Cocm. peaceHma, MIHe. o npobe

Cal 20M0:2015

2TDAYS

OcTaTo4HbIN CPOK, AHU

-~
T~

Cpok rogHocTn

Haszad

1.
okHo [CocTosiHne kanmbpoeku un KK] (CAL/QC STATUS).
PLUSH START BUTTC
HasBaHue napameTpa | REAGERTSTA]
& cThl
Mot pearexTa ®1 1011609018
Kanubposka L]
KK
BACK
2.

Y6egutecb, 4yto B aHanusatope PATHFAST 3apernctpvpoBaHbl AaHHbIe 3TAnOHHON Kanubposku. [Ons

aToro npoepbTe B okHe [CocTosHme kanndposku n KK] (CAL/QC STATUS) Homep noTa peareHToB.

Ecnu Homep noTa He oTobpaxaeTcs, Heo6x0AMMO nepen BbINOMHEHNEM KanubpoBKM 3aperncTpupoBaTtb
AaHHble 3TanoHHon kannbposku. MoapobHo 3Ta Npoueaypa onvcaHa B pasgerne 8.8 «BeBoa atanoHHoM

KanubpoBKu».
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8.5. lMoproToBka KapTpuAXen C peareHTaMu U UX yCTaHOBKa B Npubop

1. Bblbepute onumo [Kanubposka/KK] (CAL/QC) B okHe [AHanu3] (ASSAY), uTobbl OTKPbITb OKHO,
nokasaHHoe Huxe. B aTom okHe BbibepuTe napameTp Ans KanubpoBKM U3 OTOOpaXkaeMoro Crmucka,
3aTeM HaxxmuTe kHonky [OK] anst nepexopa K cneayowemy okHYy.

2. B okHe [Bbibop napametpa kanubpokn] (CAL ITEM SELECTION) HukakMe Ha3BaHUSI MapaMeTpoB
n3HayanbHO He BBeAeHbl. OHM BBOAATCA C KapThl aTanoHHon kannbposkn «MC ENTRY CARD» B MeHI0
[Beoa sTanoHHow kanmbpoekn] (MC ENTRY).

OKHO BbIEOPA NMAPAMETPA KATTMBPOBKH

CAL/QC

01/10/2015 22:21

| SELECTITEM. MRS
cTnl 8Y-TPOMOHUH |
Myo MuoanobuH
D-Dimer - A-oumep
NTproBNP . NToroBNP
. 6u-CPB
hsCRP i

OmmeHa

3. Tocne Bbibopa napameTpa Ansa kannbpoBku byaeTt BbiBeaeHo okHO [[aHHble kannbpoBkw/KK] (CAL/QC
INFORMATION):

OKHO OAHHbIE KANNMEPOBKW / KK

PUSH START BUTTOM TO ASSAY

Haxmume KHOMKy 3arnycka aHanusa

01110/2045 15:31
KHonka nvcka > TSRS TR RN [Tyck, Mpos-ka, Hacmp-ku, Yrp-e

-

REAGENT STATUS |,- SAMPLE INFO | Cocm. peageHma, MHg. o npobe

B Tl

CalLi
el T CaLl

LAnE |

Al
LTt I

Lo e O CalZ

LAME T

. OT06pa>KaeMb|e OaHHble ONnA KaXaoro KaHana 3aBUCAT OT npeaBapuTesibHO 3a4aHHOIo COCTOAHUA
6J'IOKI/1pOBKI/1 NO KOHTPOIIIO KayvecTtBa WU ,El,y6J'II/IpOBaHl/I9| KaJ'II/I6paTOpOB, Kak nokasaHo B Tabnuue
HUXe.
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Moauumn Ansa ycTaHOBKWM Npob B 3aBUCMMOCTM OT ONOKMPOBKM MO KOHTponto kadvecTtea (QC),
YPOBHS 1 Ayonen kannopartopos (CAL)

AHanus kanmbpaTopoB 1 KOHTpoOnen AHanus kanmbpaTopoBs, KOHTponel 1 nNpob
C BKMoYeHHon 6rnokuposkorn no KK C OTKIoYeHHow 6riokmposkon no KK
(QC Lockout ON) (QC Lockout OFF)
YpoBHM 1 1 2 2 1 1 2 2
kannbpatopa
Ayenu 2 3 2 3 2 3 2 3
kannbpatopa
Kanan 1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1
Kanan 2 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1 CAL1
Kanan 3 QC1 CAL1 CAL2 CAL1 QC1 CAL1 CAL2 CAL1
Kanan 4 QC2 QC1 CAL2 CAL2 QcC2 QC1 CAL2 CAL2
Kanan 5 QC3 QC2 QC1 CAL2 QC3 QcC2 QC1 CAL2
Kanan 6 QC1 QC3 QcC2 CAL2 Mpoba QC3 QC2 CAL2
Mo BbIGOpy QC1,2,3 QC1,2,3 QC1,2,3 Het Mpoba Mpoba Mpoba Het
I:I — 3apesepBupoBaHO MporpaMMHbIM obecnedyeHnem npubopa M He MOXET WU3MEHATbCS

nons3opartenem. Yoegurtecb, 4To B 3TV NO3mMummn YCTaHOBJI€Hbl NpeaHa3Ha4YeHHble aAna HUX I'Ip06bl.

I:I — He 3ape3epBupoBaHO, MOXET U3MEHATLCA NONb30BaTENEM.

8.6. lMoaroToBkKka npubopa n KanuépaTtopos
8.6.1. YcTaHOBKa KOHTeWHepa Ans oTpaboTaHHbIX HAKOHEYHUKOB

I'Iepep, NnoaroTOBKOW |'|p06 N peareHToB npoBepbTe, HE coAepXXaTtcd N B KOHTeVIHepe MCNoJib30BaHHbIE
HakoHe4Hukn. Ecnn Heobxoanmo, OnopOXHUTE KOHTeVIHep M yCTaHOBUTE ero Ha MecCTo.

lMpumeyaHue: KoHmelHep O0nd ompabomaHHbIX HaKOHEeYHUKo8 criedyem 3aMeHsmb 4yepe3 Kaxoble 20
r1aKkemoe aHarnu308 Umu eXeHeoerbHO.

YcTaHoBKa KOHTeIZHepa ansa OTpa6OTaHHbIX HaKOHEeYHUKOB
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8.6.2.

MoaroroBka KanubpaTopos

KanubpaTtopbl (CAL) BxoaaT B Habop peareHToB. [NogpobHocTn 06 obpalleHun ¢ HUMK CM. BO BNOXEHHbIX B
Habopbl peareHTOB MHCTPYKLMSX.

8.6.3.

MoaroToBKa kapTpuaKen ¢ peareHTamMu U UX yCTaHOBKa B Nnpuéop

Mpy NoAroToBKe KapTpUOKEN C peareHTamu Ans BbIMOJIHEHUS] aHanv3oB cobrtofanTe NpuBeaEHHbIE HIDKE
Mepbl MPEAOCTOPOXKHOCTH:

Bo unsbexaHune KOHTaKTa C peareHTamn Unu npobdamy Mornb3ynTechb 3aWMUTHBIMU MepyaTtkamy 1
MacKown.

BbinonHanTe aHanuabl BCKOpPE MOCNe M3BMNEYEeHUs KapTpuUaxXen u3 xonoawnbHuka. He octaBnante
KapTPUIKN BHE XONOANNbHUKA Ha NPOOOIDKUTENBHOE BPEMS.

CnenynTte MHCTPYKUUSIM, BNOXXEHHLIM B HAOOPbI peareHToB.

1. WNsBnekute KapTpunaxum Cc peareHtamMmm un3 XonoawusibHWUKa. BctaBbTe KapTpnaXun B HYXHble CIiOTbl Ha
KacceTte onsa KaprM,Cl)KeVI 1 3agBUHbTE UX 00 ynopa.

Mpu ycTaHOBKe KapTpuakeln B KacceTy cobGniogaiite criegylolme Mepbl NPeaoCTOPOXHOCTY.
HecobniogeHune aTvx npaBun MOXET NPUBECTU K OLUIMBOYHBIM pedynbTaTam.

[epxute kapTpuKu TOMbKO 3a Kpah. He npukacantecb nanbuaMy K 3alUMTHOW artoMUHUEBOW
chonbre 1 CHETHONM NyHKeE.

Cnegute, 4TOObI B CYETHYHO NYHKY HE MOMNagany Kannu critoHbl (Npy BbiAOXe). 3TO MOXET MPUBECTM
K OLUMOOYHBbIM pe3ynbTaTam.

He ncnonb3ynTe KapTpumKy, €Cnmv OHW CNyYanHo yrnanuv Ha nofn.

lMepen BbINOMHEHMEM aHanNW30B yhanuTe MNy3blpbkW BO3AdyxXa M3 f4eeK KapTpuaxa W Kanmum ¢
BHYTPEHHEN CTOPOHbI antoMUHMEBON ONbIM, OCTOPOXHO MOCTy4YaB KapTpUOKEM O MIOCKYH
NMOBEPXHOCTb.

Mpu 2 oyonax kanmbpatopoB no3vunun 5 n 6 B okHe [daHHble kannbposkn/KK] (CAL/QC INFORMATION)

npeaHasHaveHbl AnA KoHTponein. [Ona onpeaeneHust TOro, B Kakue Mo3vuuuM ycTaHaenueaTb Te WNnu
WHble Npo6bl, cnenyTe MHOpMaLUuK, oTobpaxkaeMol Ha aucnree.

BcraBka KapTpuaxa c peareHtamMmm B KacceTy



PATHFAST PykoBoacTBo nonb3oBartens Bepcusa 4.10E

3. C nomolublo NUNETKM unu gosaTopa BHecuTe kanmbpaTopbl Y KOHTPOSIbHblE NPOGbI 4O METKM BHYTPU
NyHKM ansa npo6. Mepen Hayanom aHanusa yaanuTte 13 fMyHKU Ny3bipbkyu BO3AyXa.

JlyHkn onsa npo6
Ha KapTpumKxax

BHeceHue kannbpaTopoB 1 KOHTPONEN B NMyHKN

4. OTKpoiTe NepenHo ABepLy npubopa 1 yCTaHOBUTE B HEMO KacCeTy C KapTpuaxKamu.

YcTaHOBKa KacceThbl C KapTpunaxXamvu B an6op

8.6.4. YctaHOBKa ogHopa30BbIX HakoHe4YHuKoB PATHFAST
Wcnone3yinTte B aHanusatope PATHFAST Tonbko cneuuanbHO npeAHasHayeHHble Ans Hero ogHopasoBble
HaKOHEYHUKM.

HakoHeuyHnkn PATHFAST
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1. WN3Bnekute HOBble HAKOHEYHWKM U3 yNnakoBKM U YCTaHOBUTE UX B rHe3ga And HaKOHEe4YHUMKOB CTpOro
HanpoTmMB YCTaHOBJ1€HHbIX paGoqu KaprMD,)KeVI. CTapaﬁTer nsberatb 3arpAa3HeHnsa nnu noBpexaneHuna
KOHLIOB HAGKOHE4YHUNKOB.

YctaHoBKa HakoHe4yHukoB PATHFAST

2. [ocne ycTaHOBKM OOHOPA30BbIX HAKOHEYHWKOB B WX FHE34a 3akpowiTe 4O yrnopa nepeHtol ABepuy
npubopa.

3akpblBaHuWe nepeaHen aAsepupl
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8.7. 3anyck u BbINoONIHeHUe NnakeTa aHan1M3oB KanubpaTopoB/KOHTponen

8.7.1. 3anyck nakeTa aHanu3oB KannoépaTopoB/KOHTponen

1. D,J'IH 3anycka naketa aHanm3oB Ha>XMUTE KHOMKY NyCkKa @ B 06nacTn No43arofioBKOB MEHH0.

BHumaHue:

» 3anyckatime aHanus rnpob HemedreHHO Nocse ux Nod2omoesKu.

* Ocax0eHue KpoBsiHbIX K/iemokK 8 npobax uyesbHOU Kposu Uflu ucrapeHue rnpob Moxem [oenusims Ha
pe3ynbmamsi aHau308.

lMepen HenocpeACTBEHHbIM HayanoMm aHanu3oB aHanudatop PATHFAST BbINONHUT HECKONbKO MPOBEPOK.
Mpn oOHapyxeHun KakMx-nMbo Henonagok 6yaoeT BbiBegeHo coobuleHne o6 owwunbke. He oTxoaute oOT
npubopa, 4Tobbl UMETb BO3MOXHOCTb NPY HEOBXOAMMOCTU NPEANPUHATL HY)XXHble OENCTBUS B 3aBUCUMOCTH
OT KOHKpeTHoro coobuweHua o6 owwnbke. MNogpobHble cBegeHus o6 3Tux coobueHuax cm. B rmaese 14
«YcTpaHeHue HeucnpaBHOCTEN».

2. Bo Bpems BbINONMHEHUs aHanNW3oB Ha Avcnnen OyaeT BbIBOAMTLCHA criefylollee OKHO C COobLLeHveMm:
«Mpét aHanus, 3aBeplueHne Yyepes ... MUHYT»:

OKHO AHAIN3 KANTMEPATOPOB / KK

CAL/QC
Udem aHanus3, 3a8epWeHUe Yepe3 AESAYING,, COMPLETE IN 1& MIN
16 muH
MHHA0/Z015 15:23
Ananus, lNpos-ka, Cmon FEETAS [ CHECH |
KHorka ocTaHoBKU

Cocm. peazeHma, NHg. o npobe REAGEMNT STATUS SAMELE INFO

cTnl cal

cTnl Cal

cTnl CALZ

cTnl CaLz?

cTnl ey

QC-5P001

cTnl Qcz

QC-SPO0E

e« HaxaTve kHonkn ocTarosku . ™ | 5 oBnactin noa3aronoskos npvBEAET K NpepbIBaHMIO NpoLiecca
aHanusa. MNpv 3ToM Ha aucnnee NosIBUTCA 3anpoc Ha NoATBEPXKAeHWe NpepbiBaHus.

3. lMocne 3aBeplieHNs KanubpoBKW pesynbTaThl pacneyvyaTbliBalOTC Ha BCTPOEHHOM TMpPUHTEpPE, U
npovcxoguT BO3BpaT B [MaBHoe OkHO [AHanwms/[naBHoe] (ASSAY/HOME). Ecnmn kanmbpoBka
3aBeplMniacb HeygayHo, 3To oTobpakaeTcs B OKHe, a Takke pacrneyaTtblBaeTcs Ha NpUHTEpe C
yKasaHuem Koa oLwmnoKu.
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O TOM, Kakve OencTBus NpPeanpuHATb NpU HeydayHow Kanubposke,

HeVICI'IpaBHOCTeVI».

OLUMBOYHbIN PE3YNbTAT KANIMEPOBKU

CAL/QC/SAMPLE

ASSAY COMPLETED.

ITEM: cTnl
LOT: 1011609019
ERROR CODE:02

CALIBRATION FAILED.

01/10/2015 10:29 )
CAUTION! '

AHanus 3aeepuweH

¢ BHumanue!

Kanu6poseka He npotideHa

Mapamemp: TPOroHuUH |
Jlom: 1011609019
Kod owubku: 02

OK

cm. B rnaee 14 «YctpaHeHue
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8.7.2. BbiBOA pe3ynbTaToB KanubpoBKu

Mocne 3aBepLueHMs MakeTa aHanu3oB M3MEpPeHHble pe3ynbTaTbl pacrneyaTbiBaldTCA Ha BCTPOEHHOM
NPUHTEPE U NPONCXOAMUT BO3BpaT B rnaBHOe okHO [AHanu3a/l naBHoe] (ASSAY/HOME).

MpumeyaHue. [aHHble KanubposKU Ha 8HEWHUU KOMIMbMep He nepeckinaromcs, 0axe ecrnu 8 npubope
3alaHa nepechirfika pesyibmarmos.

Hwxe nokasaH npumep pacnevaTkv pesynbTaTtoB kKannbposku. MNprmep pacnevaTku pe3ynbTaToB KOHTPOSS
KayecTBa B TOM e NnakeTe aHanu3oB NpuBeaéH B rnase 7 «kKOHTponb KavyecTBa».

Mpumeyarue: AHanu3s Kanubpamopos ebirnosiHIemcs ¢ OybruposaHUeM.

Pacnevatka gaHHbIX Onwucanve

DATE: 01/10/2015 14:55 < [lata n Bpems Ha4yana aHanusa
INSTRUMENT SERIAL: 1511D2600 « CepunHbIi HOMep npubopa
PROGRAM VERSION: 4.0.0 «— Homep Bepcum nporpamMmHoro obecneyeHns
OPERATOR ID: USER1 «— |ID onepaTtopa
cTnl < HasBaHve napameTpa aHanmsa
REAGENT LOT 1011610219 «— Homep nota peareHtoB
CALIBRATION PASSED «— CocTtosiHue kannbpoBku (nNpongeHa, He npongeHa)
CAL F:a(1.22)b(15.9) «— KoadbbmumeHTsbl kanmbposku a n b
ERROR CODE: «— Kopgpl ownbok, pasgenstorcs 3anaTtbiMuy
TYPE: COUNT :REMARK
CAL1: 319: «— PesynbTtaT gnsa kanubpartopa 1
CAL1: 223: « [NoBTOpHLIN pe3ynbTaT Ansa kanubpartopa 1
CAL2: 2246851 «— PesynbTtaT gnsa kanubpartopa 2
CAL2: 2251386: « [NoBTOpHLIN pe3ynbTaT angd kanubpartopa 2
DATE: 01/10/2015 14:55 h
SAMPLE ID:
LANE: 5
cTnl } PesynbTaThbl KOHTPONSA KavyecTsa

0.132 ng/mL
REMARK:
SAMPLE: QC 1 )
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8.7.3. YTunusaums Mcnosib3oBaHHbIX KapTpuaXXem U HAaKOHEYHUKOB

1. Ytnnmnsaums oTpaboTaHHbIX HAKOHEYHUNKOB:

M3BnekuTe KOHTEVIHep ana OTpaGOTaHHbIX HaKOHEe4YHUKOB U3 an6opa n yTVIJ'IVI3VIpyl7ITe MCNoJib30BaHHbIE
HaKOHEeYHUKW. I'Ip|/| yTunnsaunmm HakOHEeYHUKOB cnep,y|7|Te COOTBETCTBYHOLLMM HOpMaTtuBamMm yTunmsauumum
Ouonorudecknx oTxonos. [Nocne OMOPOXHEHNA ONATb YCTaHOBUTE KOHTEVIHep B I'Ipl/l60p.

Mpumeyarue: KonmeliHep Onsi ompabomaHHbIX HAKOHEYHUKOo8 criedyem 3aMeHsimb 4yepes Kaxoble 20
r1aKkemoe aHasiu308 Usu exeHeoesbHO.

KoHTenHep anst oTpaboTaHHbIX HAKOHEYHWNKOB

2. YTnnusaums Mcnonb3oBaHHbIX peareHTHbIX KaprMD,)KGVIZ

W3BneknTe KacceTy Anst kKapTpuaxken n3 npubopa 1 BbiHbTE U3 HEE UCMONb30BaHHbIE KAPTPUMKK, crierka
NPUNOAHSB KapTPUMK 3a Kpalh U MOTAHYB Ha cebs. [ecTBYWTE OCTOPOXHO, 4YTOObI HEe MpONUTb

peareHTbl. [pn yTUnusaunm kapTpumxken cnegynte MeCcTHblM HOpMaTBaM yTunusaumum Gronornyeckmx
OTXO[OB.
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8.8. BBop aTanoHHoON KanMbpoBKKU

Mpu pobaBneHun HOBOro NapameTpa UM NCNOMb30BaHNM HOBOTO fl0Ta peareHToB AMs1 yXKe CYLLEeCTBYOLLEro
napameTpa HeobOXOAMMO 3apermctpupoBaTb B npubope AaHHble 3TanoHHow kanubpoBku (MC, master
calibration) ons peareHToB. [lnst 3TOro cnefymnTe onMcaHHOM HUXE npoleaype.

1. Bblbepute kHonky [AHanu3] (ASSAY) B obnactu nopsaronioBka C KHOMKaMyu nogMeHio [AHanms]
(ASSAY), [Mpoeepka] (CHECK), [Hactporiku] (SETUP) u [YnpasneHne] (ADMIN). Mpu aToM BbiBOAUTCA
crnegyoLee OKHO:

OKHO AHANKU3

ASSAY

01/10/2015 15:22 ;
i AHanus, Mpos-ka, Hacmp-ku, Ynp-e

lpoba
KK
%
EEEE CAL/QC Kanu6poska/KK
% MC ENTRY OmarnoHHas kanuépoeka

2. Bbibepute onumto [OTanoHHas kanubposka] (MC ENTRY) anst Bxoga B OKHO 3TanoHHOW KanubpoBKMy.

OKHO 3TAITOHHAA KANTUBPOBKA

ASSAY

HANDHELD BARCODE READER NOW OPERATABLE P ngou CcKaHep Wmpuxkodoe 20moe K
pabome

01/10/2015 15:35

OmarnoHHas kanubposka

MC ENTRY

CAPTURE EARCODE DATA IN Cyumaiime Kod ¢ Kapmbi 3ManoHHoU
"MC ENTRY CARD" WITH

KanubpoeKU py4HbIM CKaHePOM
HANDHELD BARCODE READER.

wmpuxko0o8
ITEM (cTni | Mapamemp
LOT 1011609019 Jlom

Hasad, Neyamb

e UYtobbl MpoBEpPUTb, ONS1 KakMX JIOTOB OaHHble 3TanOHHOW KanuOpOBKM YXe 3aperucTpyMpoBaHsbl,
BblIOepuTe NapamMeTp 13 BbiNagatoLero crnmcka.
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e UroObl pacnevyataTb [OaHHble O 3aperMcTpMpOBaHHbLIX MapameTpax, HaXMmuTe KHomky [[levatb]

(PRINT).

PacnevaTka gaHHbIX

DATE: 01/10/2015 16:40
INSTRUMENT SERIAL: 1511D2600
OPERATOR ID: USER1
PROGRAM VERSION: 4. 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
10 cTnl-1l 109203
11 Myo-lI 911262
12 CK-MB-II 911262

13 HCG preg 003311

14 LH 003311
15 FSH 003311
16 PRL 003311
17 E2 003101
18 PROG 912221
19 TES 103291
20 P-SEP 011221

Onucaxue

« [aTa n BpemMs pacnevaTtku
«— CepuiiHbIn HOMep npubopa
«— ID onepartopa

«— Homep Bepcum nporpammHoro obecnevyeHns

«— Cnu1cok 3aperucTpmMpoBaHHbIX NapameTpoB U HoMepa JI0TOB
peareHToB
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C nomoLLpblo py4HOro ckaHepa LUTPUXKOAA CYMTaWTe LUTPUXKOA C KapTbl 3TanoHHOW kanmbposku «MC
ENTRY CARD», npunaraemoii k Habopy peareHToB, 4TOObl COXPaHUTb AaHHble 3TarloHHON KanmbpoBKU

B aHanusatope PATHFAST.
Mpwn cumTbIBaHUKN OepxuTe ckaHep Ha paccTtosHun 10 — 15 cm oT WwTpuxkoaa.

= o
5 &
S &

CuunTbiBaHue KapThbl 3TanoHHOM KaJ'IVI6DOBKVI

lMocne cunTbIBaHWS KapTbl 3TanoOHHOW KanuvbpoBKkM ckaHepoMm aHanusdatop PATHFAST coxpaHuT aTu
JaHHble B namaATM WM BbiBegeT coobuleHne «3apeructpupoBaHo» (CAPTURED) c  ykasaHuem

HanMeHOoBaHuA napameTpa, HoMepa noTa 1 Cpoka roaqHoOCTHU.
Ecnn cuuTaHHble paHHble yxXe 3apermctpupoBaHbl, 6YD,8T BblBe4EeHO coobLleHne «[laHHble

L]
3TanoHHONM kannbpoBkmM yxe 3anncaHbly (MC DATA ALREADY EXIST) ¢ ykazaHneM HauMeHOBaHus

napameTtpa, Homepa fioTa ¥ Cpoka rogHOCTY.

5. Haxwmute kHonky [OK] ons Bo3BpaTta B okHO [AHanus] (ASSAY).
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9. NMPOBEPKA (ypoBeHb aoctyna: 1 v Bbiwe)

B aTon rmaee onucbiBaloTCA npoueaypbl NPOCMOTpa M NOBTOPHOM NevaT pes3ynbTaToB AN1S NauMEHTOB U
aHarnu3oB KOHTponen n kanbpaTopos.

9.1. BBepgeHue

BbibepuTte B rmaBHOM OkHe TecToB kHorMKy [[1poBepka] (CHECK) B obnactn noasaronoBka. byaet oTkpbITO
cnegyroLliee OKHO NPOBEPOK:

OKHO NMPOBEPKA

CHECK

01/10/2015 14:47 {
PYTTNAL cHECK VORI | Ananus, Mpos-ka, Hacmp-ku, Yrip-e

PRy Mpoeepka pesynbmamoe

RESULT CHECK

lMposepka KK

“*’“’U\ QC CHECK

lposepka kanubposku

f'i{‘% CAL CHECK

lNonpaska eemamokpuma

I Hct% CORRECTION

l lNposepka memnepamypsi

ﬂf\\, TEMP CHECK

[ Home_| el

B okHe [[NpoBepka] (CHECK) goctynHbl cneayowmne oyHKUUK, BbiOUpPaeMble OQHON U3 KHOMOK B KITMEHTCKOW
obnactu:

MpoBepka pesynbtatoB [RESULT CHECK]
e [lpocmoOTp M NOBTOpPHadA NeyaTb AaHHbIX A8 Npo6, B TOM YMCrie KOHTPOSbHBbIX.
Mpoeepka KK [QC CHECK]

. npOCMOTp M NOBTOpPHad MnevyaTb [OaHHbIX KOHTPONA KayecCTBa, BbIBOA Ha aucnnen n nedvatb
anarpamMmbl KOHTPOJ1A KadecTBa.

MpoBepka kanubpoBku [CAL CHECK]

e [lpocMOTp 1 NOBTOPHAs NeYaTb AaHHbIX KannbpoBKA.
MonpaBka remaTokputa [Hct% CORRECTION]

e M3ameHeHWe 3HaYeHUs1 reMaTokpuTa C NEPecYETOM M NOBTOPHOW NeYaTbio AaHHbIX.
MpoBepka TemnepaTtypbl [TEMP CHECK]:

e BbiBOg Ha gvcnnen Temnepatypbl Ans Kaxgoro n3 61okos Harpesa.
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9.2.

MpoBepka pe3ynbTaToB

B 3TOM OKHE MOXHO NPOCMOTPETb WM pacnevaTaTtb XpaHsilMecs B NamsaATW pesynbTaTtbl Ans npob
NauneHTOB U KOHTPOSbHbIX NPo6.

1.

Mpn BbIGOpe kHOMku [[MpoBepka pesynbtatoB] (RESULT CHECK) B okHe npoBepku Bam Oyaet
NpeanoXxeHo BbidOpaThk KpUTEPMM NOMCKA B CEAYOLEM NOPAAKE:

(1) MapameTp (Assay Item)

(2) Not peareHToB (Reagent Lot)

(3) Tun npobsl (Sort of Sample)

(4) BpemeHHown nHtepsan (Searching Range)

o B okHe 3apaHus napameTpa ans noucka MOXHO BblGpaTb onuuio «llocnegHwun naket» (LAST
BATCH). Npwn BbIbope aToro nyHkTa yaeT BoiBeAeH CNUCOK Npob nocnegHero naketa aHanmsos.

Mocne 3apaHus kpuTepueB mnoucka HaxmuTe kHomnky [OK] ons noucka v BbiBoAa ChnMcka HaMOEHHbIX
AaHHbIX, BKIOYaOLWMX AaTy U BPEMS aHanuaa.

OKHO NPOBEPKA PE3YJIbTATOB

RESULT CHECK

01/10/2015 14:40

ITEM [cTnI W lMapamemp (TporoHuH 1)

LOT (1011609219 || som (1011609219)

SAMPLE [PATIENT } lMpoba (MayueHm)

RANGE (LAST 10 TESTS ) Boibopka (lMocredHue 10 mecmos)

LIST 01/10/2015 10:34 Cnucok (...)
01/10/2015 10:34
01/10/2015 10:34
01/10/2015 10:34
01/10/2015 10:34
01/10/2015 10:34

BACK Haszad
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3. Bbibepute B cnucke pesynbTaTbl AN NMPOCMOTpa U 3aTeM Haxmute kHonky [daHHbie] (DATA) ans
nokasa AaHHbIX ONs HUX B OKHe B chopmate nevatu.

e [1ns npocMoTpa MoXHo BbibpaTtb Ao 30 Npo6 oAHOBPEMEHHO.

OKHO NPOBEPKA PE3YJIbTATOB / JAHHbIE

RESULT CHECK

01/10/2015 14:47

REPRINT DATE: 01/10/2015 14:45 VT |\ [lama nevamu: (dama, epems)
DATE:01/10/2015 09:34 Hama: (0ama, epems)
SAMPLE ID: ID npobebi:
LANE: 1 Kanan: (1)
eTnl (Mapamemp)

2.10 ng/mL (Pe3ynbmam)
REMARK:DF ITpumeyanus: (DF)
TYPE: WB (550 %) Tun np06blLl Kpoeb (55,0%)
SAMPLE: PATIENT Mpob6a: (MayuerHm)

BACK Lﬂj Hasad, lMeyams

4. Bblbepute kHomky [[Meyats] (PRINT) B okHe [[MpoBepka pesynbtatoB - [daHHble] (RESULT
CHECK/DATA) ansi Bcex BbibpaHHbIX Npob.
Ecnu npubop HacTpoeH Ha obMeH AaHHbIMU C BHELLUHUM KOMMbIOTEPOM, ByaeT oTobpaxaTbCs Takke
kHonka [Mepegaya] (TRANSMIT). Mpu HaxaTum 3TOW KHOMKM BblIOpaHHbIE AaHHbIE MEpecbiNalTcs Ha
BHELLHWNA KOMNbIOTEP.

5. [Ona u3MeHeHWs KpUTEPUEB MOWCKA HaXMWUTE Ha OOHO W3 MONEeW WNM CTPEerKy crnpaBa OT Hero B
npegbigywem okHe [[posepka pesynbtaToB/Cnncok] (RESULT CHECKI/LIST). Bbibepute HoBble
Kputepumn n Haxmute kHonky [OK] Ans noBTOPHOro noucka.
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9.3. [poBepka KOHTpOSIA KayecTBa

B 3TOM OKkHe MOXXHO MPOCMOTPETb XpaHSLIMECs B NaMATU pe3ynbTaTbl KOHTPOMS KadecTBa M pacnedyataTb
UX Ha npuHTepe. MoxHo Takke BbiGpaTh nokas pesynsTatoB KK B BUOe anarpammbl.

1. TMpwn Haxatum kHonku [[Npoepka KK] (QC CHECK) B MeHI0 npoBepkn Bam ByaeT npeanoxeHo BbibpaTb
KpUTepumM Nnovcka B cnegyoLwem nopsaake:

(1) MapameTp (Assay Item)
(2) Tvn npobsbl (Sort of Sample)
(3) BpemeHHou nHtepsan (Searching Range)

e B okHe 3agaHua napameTpa Ans novMcka MoXHo BbibpaTb onuuto [[ocneaHuii nakeT KK] (LAST QC
BATCH). Npwn BbIOOpe aTOro nyHkTa OyaeT BbiBeAEH CMUCOK pe3ynbTaToB nocnegHero naketa KK.

2. [locne 3apaHusa kputepmes noucka HaxmuTe kHonky [OK] ans nowcka wn BbiBoAa ChnMcka HanmOEHHbIX
AaHHbIX, BKIOYaOLWMX AaTy 1 BpeMs aHanmaa.

e Bce HangeHHble fJaHHbIE KOHTPOMS KadyecTBa 0TObBpaxarTCa KOHTPACTHO.

OKHO NPOBEPKA KK

QC CHECK

01/10/2015 14:47

ITEM [cTnI J Mapamemp (TporoHuH )
SAMPLE  (QC1 1| posa (k1)
RANGE (LAST 10 TESTS W Bbi6opka (MocrnedHue 10 mecmos)

LIST 01/10/2015 10:08 Cnucok (...)

01/10/2015 10:08

BACK GRAPH DAT/ . Hasao, Mpacpuk, Lartbie
| DATA Bt
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3. B naHenwu HaBuraumm otobpaxatotca kHonku [[daHHbie] (DATA) n [padwmk] (GRAPH). Haxmnte kHOMNKy
[OanHbie] (DATA) ans nokasa AaHHbIX MO KaXowm KOHTPOnbHOM Npobe B oopmaTe neyaTu:

OKHO NMPOBEPKA KK / AAHHbBIE

QC CHECK

01/10/2015 15:37

REPRINT DATE: 01/10/2015 15:37 | 1/8

DATE:01/10/2015 12:47

SAMPLE: QC1

INSTRUMENT SERIAL: 1511D2600

SAMPLE ID: ID po6bi:

LANE: 1 Kawan: (1)

cTnl Mapamemp (TporoHuH )
0.073 ng/mL (Pe3ynbmam)

REMARK: lMpumeyvaHus:

Hama neyamu: (dama, epemsi)

Hama: (dama, epemsi)

lpoba: (KKT)

Homep npubopa: (1511D2600)

Hasad, pagpuk, NMevyams

4. Bblbepute kHonky [[Neuyatb] (PRINT) B okHe [[poBepka KK/OaHHbie] (QC CHECK/DATA) gnsa nedatu
OaHHbIX ANnsi BceX BbIOPaHHbIX KOHTPOIbHbIX NPo6.
5. Bbibepute kHonky [[pacdmk] (GRAPH) pgns oTtoOpaxeHust AaHHbIX KOHTPONsl KadecTBa B Buae

aounarpamMmbl, Kak NokasaHo HUMXe:

OKHO NPOBEPKA KK / TPA®UK

QC CHECHK

HM02015 15:23
cTnl QcY
Lipp = pacduk
F 4
03300
CpepHee
CrangapTtHoe BepxHui npegen
NTKNOHARHUA 'r."-“
MEAM : [UO7B /
Koa NUMNEHT 5o oAy UFFER D102 HwxHu npegen
b wll T OWER D049 *....--“"'" pea
Bapvaumu wVE AT SR L
BACK PRINT ] Hasao, lNeyams, [aHHbie
2 0 )
e Ha rpaduke ycTaHOBMNEHbl BEPXHUW U  HWKHWA npefenbl, 3afaHHble B OKHe

[Hactponiku/Bnoknposka no KK] (SETUP]/[QC LOCKOUT).

e Ha punarpamme otobpaxaetca o 30 Toyek OaHHbIX B XPOHOJIOMMYECKOM MOpsiAKe Ccresa
Hanpaeo (cneea — camble cTapble).
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Bbibepute kHonky [[MevaTb] (PRINT) B okHe [[poBepkal/l paduk KK] (QC CHECK/GRAPH) ans BbiBoga
KOMUM OKHa Ha ne4vaTb.

[nsa nsMeHeHus KpUTepmerB noucka Haxmmute Ha kHorky [[poBepka KK/Cnucok] (QC CHECKI/LIST), npu
3TOM NOSIBUTCS BblNajawwmi cnucok. BeibepuTe HOBble KpuTepun M HaxmuTe kHomky [OK] ans
NMOBTOPHOIO NMoucka.
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9.4. [poBepka KaNMbpPoOBKU

B 9TOM OKHE MOXHO MPOCMOTPETb XpaHALMecs B NaMATVM AaHHble KanubpoBKM M pacnedartaTb UX Ha
npuHTEpE.

1. TMpwn BbIGope kHomku [[poBepka kanubposku] (CAL CHECK) B okHe npoBepku OyaeT npeanoxeHo
BbIOpaTb KPUTEPUM MOUCKA B CrieayloLLEM NOPSAKE:

(1) MapameTp (Assay Item)
(2) Not peareHToB (Reagent Lot)

2. Tlocne 3agaHnsi BCEX MEPEYUCHEHHBbIX BbilLe KpUTEpueB noucka HaxmuTte kHonky [OK] ansa noucka wm
BbIBOAA CNUCKa HaMAEeHHbIX AaHHbIX, BKOYALWMX AaTy U BPEMS KannbpoBKu.

OKHO NMPOBEPKA KAJTMBPOBKW

CAL CHECK

01/10/2015 15:43

ITEM [cTnI ] lMapamemp (TporoHuH |)
LoT (1011609019 | 71om (1011609019)
LIST CUR 01/10/2015 09:14

Cnucok (Tekyw., 0ama, spemsi)

BACK . Hasad

e [louck AaHHbIX KanMBpOoBKM BbINONHSAETCSA ANns 3 NOTOB ANsg Kaxaoro peareHta n go 10 kannbpoBok
0N KaXJoro fioTa peareHToB.

e T[lomeTtka «Tekywee» (CUR) cneBa oT Hagnvucu o00603Ha4aeT [AaHHble TeKyllen OenCTBYLLEN
kanmbposku. NomeTka «Ownbka» (ERR) ykasbiBaeT Ha HeyaayHoe 3aBepLueHne KanmbpoBKu.
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3. Tlocne BbiboOpa HY)XHOW KanMOpoBKM HaxmuTe KHonky [daHHble] (DATA) ans oTobpaXeHust OaHHbIX
KannbpoBKMK, KaK NOKA3aHO HUXKE:

OKHO NMPOBEPKA KAITUEPOBKW / AAHHbIE

CAL CHECK

01/10/2015 11:12
ITEM ¢Tnl LOT 1011609019 Mapamemp, nom
01/10/2015 09:14 CUR (Dama, epems)

CALF: a(1.18 y b(-138 ) ®akmop kanubp. (pakm. a), (gpakm.b)
ERRORCODE Kod owubku:

Kanu6p.1 (yposeHb cuzsHana)

CALT COUNT ( A7) Kanu6p.1 (yposeHb cuesHana)
CAL1 COUNT ( 205) Kanu6p.1 (ypoeeHb cuzHana)
CAL1 COUNT ( 194 )

Kanu6p.2 (yposeHb cueHana)
CALZ COUNT ( 2583000) Kanu6p.2 (yposeHsb cueHana)
CAL2 COUNT (2296000 ) Kanubp.2 (yposeHb cueHana)
CAL2 COUNT (2439500 )

BACK PRINT Hazao, Mevams

4. B atom okHe npoBepkn/ gaHHbIX kannbposku [[poBepka Kannbposku / OaHHble] (CAL CHECK/DATA)
oTobpaxaloTca cnegyowme gaHHble:

dakTopbl kanubposku a u b (CAL F: a, b):
MonpaBoyHble KOIPMULUMEHTbI AN KPUBOM KanMOpOBKM OTHOCUTENbHO KPMBOW 3TaroHHOW
KannbpoBKu AN NoTa peareHToBs.

Koa owmnbkn (ERROR CODE):
BbiBOgsATCA CcUMBONbI KOAOB OLWMOGOK ANs HeydayHoW kanubpoBkM, A0 5 KoOoB oOWMGOK,
pasgenéHHbIX 3anaTbiMu.

Pe3ynbTtaTt kanubpatopa 1 (CAL1 COUNT):
MokasbiBaloTCA pes3ynbTaTthl (MCXOAHblE curHamnbl OOTOYMHOXWUTENS) ANSA Kaxaoro u3 aybnen
kannbpatopa 1.

Pe3ynbTtaTt kanubpaTtopa 2 (CAL2 COUNT):
MokasbiBaloTCA pes3ynbTaTthl (MCXOAHble curHamnbl (QOTOYMHOXMUTENS) Ans Kaxgoro m3 aybnen
kannbpartopa 2.

MpumeyaHusa (Remark):
lMocne pesynbTaToB AN KaxOoro kanmubpatopa BbIBOAUTCA A0 5 pasgenéHHbIX 3ansiTbiMu
npuMeYaHuin K obHapyXeHHbIM oLLInBKaMm.

lpumeyvaHue: Ecnu kanubpoeka bbina 3agepuieHa ycriewHo, KoObl oWUubOoK U npuMeydaHUusi He 8bI80OSIMCS.

5. Bbibepute «kHonky [[Meyatb] (PRINT) B atom okHe [[MpoBepka KanubpoBku / [OaHHblie] (CAL
CHECK/DATA) ons BbIBOAa KOMWUM OKHA Ha nevartb.

6. [Ona wu3aMeHeHWs KpUTEpUEB MoucKa HaxmuTe Ha KHonKy [[MpoBepka kanmbposkn/Cnncok] (CAL
CHECKI/LIST). Mpu 3TOoM nosiBUTCSA BbiNagaloLwwmMin cnucok. Beibepute HOBble KpUTEPUUM U HaXMuTE
kHonky [OK] ans noBTOpHOro noucka.
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9.5. lMonpaBka rematokputa (Hct%)

B aTOM OKHE MOXHO nepecynTatb XpaHAwnecd B nNamMmATn pe3ynbTaTtbl A4 |'|po6, BBeaA HOBOE 3HaA4YeHune

remMaTokpuTta, n pacnedyartaTtb UX.

1. Tpwn Bbibope kHonku [[MonpaBka remaTokpuTa] (Hct% CORRECTION) Bam OygeT npeanoxeHo BbibpaTb

KpuUtepum nomncka B cneagyrouiem nopanke:

(1) MapameTp (Assay Item)
(2) Not peareHToB (Reagent Lot)
(3) BpemeHHom nHtepean (Searching Range)

e B okHe 3apaHuns napameTpa Ans noucka MOXHO BblGpaTb onuuio «llocnegHun naket» (LAST
BATCH). Npwn BbIBope aToro nyHkTa 6yaeT BoiBeAEeH CNUCOK Npob nocnegHero naketa aHanmsos.

cnncka HanOeHHbIX JaHHbIX, BKITHOYaOLWMX narty u BpemMmsa aHanumaa.

Mocne 3agaHusa Bcex YKa3aHHbIX BbllLE€ KpuTepmneB Noncka HaXXMUTE KHOMKY [OK] Aana noucka n BbiBOAa

e OtmeTka «WB» cripaBa oT AaHHbIX yKa3blBaeT Ha Npoby LiernbHOM KPpoBW.

OKHO NOMNPABKA TrEMATOKPUTA / CMINCOK

Hct% CORRECTION

01/10/2015 14:00

ITEM E:Tm 1
Lot (1011609019

SAMPLE  PATIENT

RANGE  (LAST 10 TESTS )
LIST 01/10/201512:14  WB | 1/2

01/10/2015 12:14 WB
01/10/2015 12:14 WB
01/10/2015 12:14 WB
01/10/2015 12:14 WB
(01/10/2015 12:14 WB
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INMapamemp: (TpornoHuH 1)
Jlom: (1011609019)
lpoba: (MayueHm)

Beibopka: (lMocn. 10 mecmos)

Cnucok: (Bbinadatowuli criucok)

Haszao




PATHFAST PykoBoacTBo nonb3oBartens Bepcusa 4.10E

3. Tocne Bbibopa Npobbl 13 cnucka HaxxmuTe kHonky [danee] (NEXT) gns nepexoda K nokasy nogpobHbIX
OaHHbIX B hopMaTe nevatu.
e 3a oauH pas MOXHO BblibpaTb TONbKO OAHY Npooby.

OKHO NOMNPABKA TrEMATOKPUTA / AHHbBIE

Hct% CORRECTION

01/10/2015 14:29

RECALC ON:01/10/2015 14:29 1/2 lepecyem: (dama, epems])
DATE:01/10/2015 12:14 [ama: (dama, epemsi)
SAMPLE ID: ID npobbi:
LANE: 1 Kanan: (1)
cTnl (Mapamemp)
0.489 ng/mL (Pesynsmam)
REMARK:DF lpumeyarus: DF
TYPE: WB Hct% (40.0 %) Tun npobei: (L|.kposk., Hct% (40.0%))
SAMPLE: PATIENT INpoba: (MayueHm)
PATIENT ID:_ ID nayuerma:

BACK PRINT || Hasad, Meuams

4. Bblbepute kHonky [Janee] (NEXT) onsa nepexofa k cneaytowemy okHy. OTobpaxaemMble B OKHE AaHHbIe
pa3nuyarTcs B 3aBUCUMOCTU OT B1Aa Npobbl (UenbHas KpoBb Unn gpyroe). YTobbl nsMeHUTb BUA OKHa,
BblbepuTe OAHY M3 3TUX KHOMOK, KOTOpasd Npuv 3TOM Ha4vyHET OoTobpaxkaTbCA KOHTPacTHO. 3HayeHue
remaTokpuTa (Hct%) otobpaxaeTca ons npob uenbHOW KPOBWM WM Mpu BbibOpe COOTBETCTBYHLLEN
KHOMKKW. BBEanTe HOBOE 3Ha4YeHne remMaTokpuTa C NOMOLLBIO LIMAPOBOW KraBmaTypbl, KOTOpasi NOSBUTCS
npu BbIBope 3TOro Nons BBOAA.

e [OonycTtumbiv nHtepBan: 0,000 — 60,0 (npeaycTaHoBNeHHoe 3HavyeHue — 40,0).

OKHO NMONPABKA FrEMATOKPUTA

Hct% CORRECTION

01/10/2015 14:02

SAMPLE Mpoba:

WHOLE BLOOD OTHERS (UenbH. kposs, Mpoyee)

Het% Femamokpum:
( 45.0 J 45%

BACK | RECALC Hasad, lNMepecyem
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5. TNocne BBOAA HOBOrO 3Ha4YeHWUs rematokputa Haxmute KHomnky [[epecuét] (RECALC) pns BbiBOAa
OaHHbIX Ans Npobbl, CKOPPEKTUPOBAHHBIX MO HOBOMY 3HAYEHUIO reMaTOKpUTa.

OKHO NMONPABKA FTEMATOKPUTA / NEPECYET

Hct% CORRECTION

01/10/2015 14:29

RECALC ON:01/10/2015 14:29 1/2 lMepecyem: (0ama, spems)
DATE:01/10/2015 12:14 Hama: (dama, epems)
SAMPLE ID: ID npobsi:
LANE: 1 Kanan: (1)
cTnl (Mapamemp)
0.533 ng/mL (Pesynbmam)
REMARK: lMpumeyvaHus:
TYPE: WB Hct% (45.0 %) Tun npobsi: (L. kposb. Hct%(45.0%))
SAMPLE: PATIENT lMpoba: (MNayueHm)
PATIENT ID:_ ID nayueHma:

BACK | PRINT || Hasao, Mevams

6. Boibepute «kHomky [[euvats] (PRINT) B okHe [[onpaBka remaTokputa/llepecyet] (Hct%
CORRECTION/RECAL) ansa BbiBoAa nepecymnTaHHbIX AaHHbIX Ha neYyaTb.
Ecnun npubop HacTpoeH Ha obMeH AaHHbIMU C BHELLUHUM KOMMbIOTEpOM, ByaeT oTobpaxaTbCs Takke
kHonka [Mepepaya] (TRANSMIT). Mpu HaxaTum 3TOW KHOMKM BbliOpaHHble OaHHble NepecbinakTca Ha
BHELLHWNA KOMNbIOTEP.

e [locne cTpoku AaThl aHanusa 6yaet gobasneHa aaTa nepecyéra.
e [laHHble, NnepecbiniaeMble Ha BHELLHWI KoMNbloTep, ByayT CONpoBOXaAaTbLCA OTMETKOW 0 NepecyéTe.

7. Bbibepute kHonky [Hasag] (BACK) gnsa Bosspata B okHO [[Monpaska rematokputa/Cnuncok] (Hct%
CORRECTION/ LIST).
Ona wu3MeHeHuss KpuTepueB Moucka KocHuTecb okHa [[lonpaBka rematokputa/Cnucok] (Hct%
CORRECTION/ LIST). BbibepuTe HOBble KpuTepumn noucka u Haxmute kHonky [OK] gns nmoBTOpHOro
roucka.
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9.6. [lpoBepka TeMmnepaTtypbl
B aTOM OKHE MOXHO NPOBEpPUTL TemMnepaTypy Kaxaoro 6noka Harpesa.

1. Bblbepute kHonky [[poBepka TemnepaTypbl] (TEMP CHECK) B okHe [[NpoBepka] (CHECK). byget
BblBEJEHO CrneayloLLee OKHO:

OKHO NPOBEPKA TEMMNEPATYPbI

TEMP CHECK

01/10/2015 15:44

BLockL 37.5 °c Vaen L 37,5°C

Y3en T 34,8°C
BLOCKT 34.8 °c

BACK . Hasad

2. B okHe oToGpaxkaeTcsa Tekyllas Temnepartypa Kaxaoro 6rnoka Harpesa.

° TeKymme 3Ha4YeHnda TemMmnepaTypbl obHoBnsAOTCA €XeCeKyHOHO.
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10. HACTPOMWKMU (ypoBeHb goctyna: 4)

B aTou rnase onucbiBaloTCs npouenypbl YCTaHOBKU N M3MEHEHUs napameTpoB aHanmsatopa PATHFAST.

10.1. BBepeHmue

Bce penctBusi no HacTpoWKe OCYLLUeCTBNAKTCSA 4epe3 kHonky [Hactponku] (SETUP)

noasarosioBka. Eyp,eT BbiBEJEHO cneaytuiee OKHO:

OKHO HACTPOWKU

SETUP

43
50 USER REGISTRATION

:‘“) INSTRUMENT SETTINGS

#8 ASSAY SETTINGS

Wﬁ QC LOCKOUT

# % LIS SETTINGS

01/10/2015 15:48

B obnactu

T SETUP 'm‘

AHanus, lpos-ka, Hacmp-ku, Ynp-e

Peaucmpauus nonb3oeamersi

Hacmpodiku npubopa

Hacmpoliku aHanusa

Briokuposka rno KK

Hacmpodku JINC

Ha MasHyto

W3 okHa [HacTtponkn] (SETUP) MOXHO nepenTu K 3agaHunio UnNmn N3MeHeHUIo cneayoLmnx HacTpoek:

Peructpauusa nonb3soBatens [USER REGISTRATION]
e [lobaBneHwve, uameHeHune u yganeHune nons3oatenert [ADD/EDIT/DELITE]
¢ YnpasneHue goctynom [ACCESS MANAGEMENT]

HacTtpowku npubopa [INSTRUMENT SETTINGS]
o KoHopurypauusa [CONFIG]
e Pervon/Oata n Bpemsa [REGION / DATE]
o Asbik UHTEpPGenca [LANGUAGE]

HacTpownkm aHanusa [ASSAY SETTINGS]
o PedepeHTHbin nHTepBan [REFERENCE INTERVAL]
o [ly6nu kanubpatopoB [CAL REPLICATE]
o [pepynpexaeHus o kanubposke n KK [CAL/QC ALERT]
e [emaTtokpuT no ymonyanuio [Hct% DEFAULT)
o  dakTop koppensauuun [C-FACTOR]

BnokunpoBka no KK [QC LOCKOUT]
e Bkmouenme/otkniovenne 6rokvpoBku [ON/OFF] n 3agaHve OOnMyCTMMbIX BEPXHETO U HWDKHETO
npegenos [UPPER / LOWER].

HacTtpowku JINC [LIS SETTINGS]

e CB£I3b C BHELUHNM KOMMbIOTEPOM — noAkntoveHue/oTknoyveHne [ON / OFF]
o [lapameTpbl nepefaym aaHHbIX Ans nopta RS-232C
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10.2. Peructpauus nonb3oBartens

Mpu BbiGope okHa [Peructpaums nonbsoatens] (USER REGISTRATION) B okHe [HacTtpoikun] (SETUP)
OTKpbIBAETCH criefyolee OKHO, B KOTOPOM MOXHO AobaeButb [ADD], uamenutb [EDIT], yoanutb [DEL]
nonb3oBaTtenen n HactpouTb goctyn [ACCESS].

OKHO PEMCTPALIUA NMOJNTIb3OBATENA

SETUP

01/10/2015 15:49 | ;
USER REGISTRATION Pezucmpauus nonsb3osamerisi

ACCESS " OFF Locmyn: (BKIT, OTK/T)

USER ( ADD 1( EDIT \( DEL | lMonb3osamens: (Job, U3m., Ydarn.)

BACK . Hasad

10.2.1. YnpaBneHue focTynom

KHonka [JocTtyn] (ACCESS) nossonset [Bkn] (ON) unu [OTtkn] (OFF) cdyHkumio goctyna, kotopas 3agaércs
agMuHucTpaTopoMm. [Ins orpaHuM4eHns OOCTYNHbIX NOMb3oBaTento yHKUMIA UCMONb3YIOTCA pasHble YPOBHM
gocTyna.

Beibepute ogHy 13 kHonok: [ocTyn - Bkn] (ACCESS - ON) nnu [doctyn - OTkn] (ACCESS - OFF). Ecrniun
YHKLMSA JOCTyMNa BKMOYEHa, BXod B cuctemy byaet TpeboBaTtb BBedeHMs umeHu n napons. OkHo [Bxoa]
(LOG IN) BbIBOAMTCA B CriefyoLLmMX cnyyasax:

e [lpu BknoveHun aHanunsatopa PATHFAST.
e [locne HekoTOporo 3agaHHoro nepuopa 6esgencTBua npubopa, KOTOPbIA 3a0aéTCHd B OKHe
[HacTtponiku] (SETUP).
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OKHO BXOO B CUCTEMY

Bbibepume nonb3oeamernsi u egedume

SELECT USER AND ENTER PASSWORD. napojib.
HANDHELD BARCODE READER NOW OPERATABLE PyudHol ckaHep wmpuxkodoe 20mos K
pabome.
01/10/2015 14:44
lMonb3o8amernb

PASSWORD Hapors

SHUT DOWN . Boikniodenue
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10.2.2. Jo6aBneHue nonb3oBaTens
B 3TOM MeHt0 MOXHO 3aperncTpmupoBaTtb B CUCTEME HOBOIO NOJib3oBaTeNA.

1. Bblbepute kHomky [[o6.] (ADD) B okHe [Peructpaumsi nonb3oBatens] (USER REGISTRATION).
MosiBMTCA cneaytoLlee OKHO C MOSTHOW KnaBnuaTypour, B KOTOPOM HY>KHO BBECTU UMS NONb3oBaTeNs:

OKHO PEMMCTPALIUA NMOJNTIb3OBATENA

USER REGISTRATION :
PyyHoli ckaHep wmpuxko0o8 20mos K

HANDHELD BARCODE READER NOW OPERATABLE paﬁome.

01/10/2015 14:47

LHobasump

USER NAME '
( | (CLR| |i Wms nonbsosamens

(2

(1]

(8L
@@ E

W EE
@B@®E @

(2

OmmeHa

MonHas knasmnatypa

e BcnomoraTenbHble KNaBuULWLKM Ha KNnaBmaType:
Shift: MepekntodeHne ¢ BepXHEro perncrpa Ha HUKHUIM 1 HaobopoT
CLR: Ouuctutb BCE none BBoga
BS: CtepeTb NnocnegHnn BBEAEHHLIN CUMBOI
Space: [lpoben

2. Beegute MMsa HOBOro nonb3oBaTenNs C MOMOLLbIO MOSHOW KNnaBuaTtypbl.
e [lonyctumbie cumBonbl: Bce cumBonel, oTobpaXkaemble Ha kraBuaType
e [onyctumas anuHa: Ot 1 go 20 cumBonos
¢ MoxHo BBecTu ID nonb3oBaTensi Co LWTPUXKOAA, BOCMOSb30BABLUMCH PYYHBIM CKAHEPOM LUTPUXKOAA.

3. Haxwmute kHonky [OK]. MosBuTtca cnegytowee okHo [[Naponb] (PASSWORD) ¢ nonHow knasmatypon, B
KOTOPOM HY)XHO BBECTM Naposib AM1s1 HOBOro Nonb3oBaTens:
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OKHO PEMCTPALINA NOJIb3OBATENA - MAPOJ1b

USER REGISTRATION

01/10/2015 14:48

: [obasums

PASSWORD

[ ]CEJ Mapork:
wlelalilelolelalolalala
ajwle)iy)iu)iiie)ip)iUL)
ajlgld)ig)h) iU
z)iJls)v)ibjin)im){ LU

Shift | BS |

CANCEL I oY

MNonHas KnaBuartypa

4. BsepauTe naponb u3 4 — 8 cumBonoB. B uensix 6e3onacHoCcT1 cMMBOIbI Npy BBOAE ByayT oToGpaxaTbca
B Buae 3Bé3goyek (*).
e [lonyctumble cumBonbl: Bce cumBonbl, oTobpakaemble Ha KnasmaTtype.
e [Jonyctumas gnuHa: OT 4 go 8 cumBonoB.
e Peructp yuntbiBaetcs.

5. Haxwmute kHonky [OK]. MNosABMTCA OKHO 3agaHus ypOBHSA 4OCTyna AN HOBOro NOMb30BaTens:

OKHO HACTPOWKMU - YPOBEHb IOCTYNA

SETUP

01/10/2015 14:47 )
USER REGISTRATION Peaucmpauus nonb3oeamensi

access  (ENIID Hocmyn: (BKT, OTK/)
USER m Monb3osamenb: (o6., U3m., ¥d.)

USER NAME [user ] Wust nonbsoeamensi

PASSWORD [**** ] fiapone

O | 1636 ol [e—r—
VALID/INVALID VALID INVALID Leticme./Hedetcme.

6. BbibepuTte undpy (ot 1 go 4) B okHe «YpoBeHb goctyna» (ACCESS LEVEL).
e Cnucok dyHKuMiA Npubopa, AOCTYMNHbLIX Afs KaXOoro U3 ypoBHEN OOoCTyna, NPUBOAMTCH B pasgerne
1.2 «ID nonb3oBaTtens 1 ypoBeHb AOCTynar.
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HaxmuTte kHonky [OK] gnsi coxpaHeHusi HOBOro Monb3oBaTens M BO3BpaTa B OkHO [PerucTpauwus
none3oBatend] (USER REGISTRATION). [Ins Bo3Bpata B OKHO peructpauuu nonb3oBatenen 6es
COXpaHeHMs1 HOBOIo nosnb3oBatens Haxmute kHonky [OTmena] (CANCEL).

Kpome TOro, MOXXHO 3akpbITb 4OCTYN MOMb30BAaTEMNO M3 CNMCKa C NMOMOLLBI KHOMKN [HegencTButensHo)
(INVALID) B noameHto [OenctBuTtensHo/HepencteutensHo] (VALID/INVALID). Mpu aTom nonb3oBaTenb
nepectaHeT oTpaxaTtbcs B okHe [Bxoa] (LOG IN).

10.2.3. U3ameHeHUe gaHHbIX Nonb3oBaTens

B okHe [MameHuTb] (EDIT) MOXHO M3MEHUTb Napofib U YPOBEHb AOCTyNa, a Takke OTPbITb UMW 3aKpbITb
poctyn  [HOewnctButenbHo/HepenctButenbHo]  (VALID/INVALID) pgna  yxe  3aperMcTpyMpoBaHHOIo
nonb3oBaTtens. Takke MOXHO pa3bnokupoBaTb MOMb3oBaTens, HECKOMbKO pa3 BBEALIEro HernpaBuIbHbIN
naponb (PASSWORD RETRY LIMIT).

1.

Beibepute kHonky [U3amenunTs] (EDIT) B okHe [Pernctpauus nons3soatenen] (USER REGISTRATION).
byoet BbiBegeHo okHO [Cnucok nonb3oBatenel] (USER LIST), B KOTOPOM HYXHO BbiOpaTb
nonb3oBaTtens:

OKHO PEFMCTPALIMA NONb30OBATENSA - CMUCOK NOJIb30OBATEJIEN

USER REGISTRATION
Pyuroli ckarHep wmpuxkodos

HANDHELD BARCODE READER NOW OPERATABLE 20mos K paﬁome.

01/10/2015 14:47

\ BbIBop nonb3oeamensi

user1

WEaMSsey | Ommena

lMpumeyvaHue: He moaym 6bimb u3mMeHeHb! 0aHHbIe credyouux nosb3osamenel:

2.

e System
e Administrator

Haxmute kHonky [OK]. MNosiBUTCS OKHO, 3anpalluBaroliee naponb nonb3oBatens. [na BHeceHus
N3MEHEHN HeOOXOANUMO U3MEHNTL NapPOSb MOSb30BATENs, 3anUCh KOTOPOro peakTupyeTcs.
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OKHO PEMMCTPALINA NONb3OBATENA - USMEHEHUE MAPOJIA

USER REGISTRATION

01/10/2015 14:47 |
EDIT \ Wsmerums

PASSWORD :
[**** ] c_LRJ Mapors
vagweleaiesiei-iE
A¥leuityuiie)r) iUl
ajisditgiiuuiEEU
2)le))ib)inmi WU

Shift BS
—

i

OK, OmmeHa
R cieaeaEy |

MonHasa knaeuaTtypa

ﬂpumeanue: ID nonb3osamerisi He Moxem 6bimb UBMEHEH.

3.

[na naMeHeHUs napons cHadana HaxmuTe Ha knaBuaType kHonky [CLR] (Ounctutb), 4TOOLI CTEpPETL
CTapbli Naponb, U 3aTeM BBeAuTe C KnaBmaTypbl HOBbIM naponb u3 4 — 8 cumeonos. CuMBOnMblI npu
BBOAE OyayT oTobOpaxaTbca B BMAe 3BE3A04eEK ().

e [lonycTtumbie cumBofbl: Bce cumBonbl, 0ToOpaxkaeMble Ha KrnaBuaTtype.

e [onyctumasg anuHa: OT 4 oo 8 cumMBOMOB.

e Peructp yuutbiBaetcs.

[ns BoccTaHoBneHus gocTtyna 3abnokMpoBaHHOrO MNONb30BaTENd HaXXMUTE KHOMKY MOATBEPKAESHUS
[OencteutenscHo] (VALID) B okHe [YnpasneHue poctynom] (ACCESS MANAGEMENT). lMpu atom
kHonka [devictButensHo] (VALID) cTaHeT KOHTpacTHOM.

Haxmunte kHonky [OK]. ByaeT BbiBegeHO OKHO 3afaHus YpOBHS JOCTYyNa Afs Nonb3oBaTens, B KOTOPOM

HY>XHO BblGpaTb HOBbLIV YPOBEHb AocTyna oT 1 o 4.

e Cnmcok cyHKUMIA Nnpubopa, OOCTYMHbIX OIS KaXO40ro M3 ypoBHEW A0CTyna, NpUBOANUTCS B pasgerne
1.2 «ID nonb3oBaTens M ypoBeHb AOCTyna».
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OKHO HACTPOWKMU - YNIPABNIEHUE AOCTYNOM

SETUP

01/10/2015 14:47

USER REGISTRATION Pezaucmpauusi nonb3oeamersi

sccess (I Locmy: (BK7, OTK)
USER lNonb3oeamens: ([ob., U3m., Y0.)

Ums nonb3oeamers

USER NAME user

PASSWORD [**** ] fapont

ACCESS LEVEL @ @ @ n Hocmyn (yposHu)
VALID/INVALID VALID INVALID Heticme./Hededcme.

BACK

| OR OK, Ommena

5. MNocne BBoga Haxmwute kHOMKy [OK] Ana coxpaHeHwWss M3MeHeHWn M Bo3BpaTa B OKHO [HacTpowiku/
Pernctpauns nonesosatenen] (SETUP/USER REGISTRATION). Ecnn naponb He MeHsncs unu ecnu
HOBbIV Naposib NOBTOPSIET TPU NPeabiayLLMX, U3MEHeHUs He ByayT MPUHSATLI, O YeM Ha aucnnen byaet
BblBEAEHO COOTBeTCTBYylOLWee coobuleHne. Haxmute kHonky [OK] gns BosBpata B OkHO [HacTpoinku
ynpasneHusa goctynom] (SETUP/ACCESS MANAGEMENT) n BBeguTe HOBbIN Naponb.

NPEOAYNPEXOEHWE O BBOOE HEBEPHOI'O NAPOJNA

USER REGISTRATION

01/10/2015 14:47
THE SAME PASSWORD WAS USED Hoebiti napore noemopsem mpu
WITHIN THE LAST THREE pedbIOYUUX.
SESSIONS.
A DIFFERENT PASSWORD MUST Ucnonb3ytime HO8bIU Naporib.
BE SET.

OK
e

6. XoTa Bbl BCe elle MOXeTe perucTpupoBatb Mnonb3oBaTens nocrne Bbibopa [HegencTBuTensHO]
(INVALID), nogcseunsaemoMm B noameHio [OencteutensHo/HepencteutensHo] (VALID / INVALID), atoT
nonb3oBaTterb YyXKe He ByaeT oTpaxaTtbCs B cnucke nonb3osatenen B okHe [Bxoa] (LOG IN).
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10.2.4. YpaneHue nonb3oBaTens
B 9TOM OKHE MOXHO yoanuTb 3aperMcTpMpoBaHHOIO NOMb30BaTeNs.

1. Bblbepute kHonky [Yaanutb] (DEL) B okHe [Peructpaums nonb3oBaTenen] (USER REGISTRATION).
Byoet BbiBegeHo okHO [Cnwncok nonb3osatenen] (USER LIST), B KOTOPOM HYXHO BbIbpaTthb
nonb3oBaTensi, NoANexallero yganeHuio:

OKHO PEFMCTPALIUA NONb30BATENSA - CMIUCOK MONMb30BATENEN

USER REGISTRATION :

Py4Hol ckaHep wmpuxkodo8 20mos K
HANDHELD BARCODE READER NOW OPERATABLE ¢ pa6ome.
10/01/2015 15:50
SELECT USER. i Bbl6op nonb3osamensi
user1 \ Monb3osamens
. Ommena
. Al

2. Haxmute kHonky [OK]. BygeT BbiBegeHO cooblieHMe C 3anpocoM Ha noaTrBepxXaeHue yaaneHus.
HaxmuTe kHonky [OK] noBTOpHO, 4TOOLI yaanuTb BbIGpaHHOro nonb3oBaTtens.

lMpumeydaHue: He mo2ym 6bimb ydaneHs! criedyoujue rnons3oeamenu:
e System
e Administrator
o Tekywul eowedwuli 8 cucmemMy rnorb3o8amersib
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10.3. HacTpoiku npubopa

Mpu BbIGope kHoMku [HacTtpomkm npubopa] (INSTRUMENT SETTINGS) B okHe [Hactporiku] (SETUP)
OTKpbIBAeTCH Ccriedytoliee OKHO HacTpoek npubopa, B KOTOPOM MOXHO 3adaTb KOHMMrypauuio cuctemsl,
pervoH, aaty, Bpemsi 1 A3blk MHTepdenca.

OKHO HACTPOWKMW - HACTPOWKU MPUBEOPA

SETUP

01/10/2015 12:16
INSTRUMENT SETTINGS Hacmpotiku npu6opa

L _|_ CONFIG KoHebuaypauusi
._] REGION/DATE - Pezuon/flama
] LANGUAGE - Stabik

BACK . Hasao

10.3.1. KoHdmrypauus

1. Bbibepute «kHonky [KoHdurypaumsa] (CONFIG) B okHe [HacTtporikm npubopa] (INSTRUMENT
SETTINGS). byaet BbiBegeHo cnegytoulee okHo [KoHdurypauus] CONFIG:

OKHO HACTPOWKU NPUBOPA - KOH®UTYPALINA

INSTRUMENT SETTINGS

01/10/2015 14:47

CONFIG KoHepuzypayus
TiMEoUT M lMepuod 6e3deticmeusi (10 MuH)
VALID PASSWORD PERIOD .
@ WEEK Cpok delicmeusi naponsi (6 Hed.)
ALLOWED PASSWORD ENTRIES Kon-so 880008 naponsi (3 pasa)
TIMES
REAGENT TYPE Tun peaezeHmos (CLUA/EC / AnoHus)
CueHan (BKJI/OTKI)
ALARM
3syk (BJI/OTKII)
CLICK SOUND TMeuams (BKIVOTKIT)
PRINT

CANCEL OK, OmmeHums

B okHe KOHd)I/IpraLI,I/IVI 3afarTcA crneayruwine napameTpbl:

Mepuoa 6e3gencteusa (TIMEOUT):
Ecnu 3apaH atoT napameTp, npnbop aBTomatmnyeckun BoieegeT okHO [Bxoa] (LOG IN) no ncreveHuu
YKa3aHHOro Mnepuofa BPEMEHU, B TEYEHME KOTOPOro HEe BbIMOSMHAMOCh KaKux-Nmbo OEeNCTBUR C
npnéopom.
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UTtobbl aTa yHKUMA Obinia akTuBHaA, HeobxoguMmo, 4TOOblI (PyHKUMA [YNpaBreHue [O0CTynom|
(ACCESS MANAGEMENT) 6bina BkrtodeHa [ON].

Mpn BbIGOPEe aTOrO Mons BBOAA OTOOpakaeTcs uUMdpoBas kraBuMaTypa AN BBoda nepuoga
besnencteud. Beegute Bpemsa B MUHyTax 1 Haxmute kHonky [OK] ons coxpaHeHust aHHbIX.

e WHtepBan: 0 — 999 MUHYT.
lMpumeyaHue. pu ebibope 0 ama byHKyUss 6ydem omkrroYeHa.

Cpok gencteus napons (VALID PASSWORD PERIOD):
Ecnu 3apaH aTOT napameTp, TO nonb3oBaTenb OyaeT aBToMaTU4eCcKM OTKIIOYEH OT AOCTyna, ecnu
naponb He WUCMoMb30Barica onpedeneHHbIi 3afdaHHbin nepuod. PyHKUMS OOCTyNHa TOMbKO MpM
BKMtoyeHHoM goctyne [ACCESS/ON].

Bbibepute dyHkumto [Cpok aencteusa napons] (VALID PASSWORD PERIOD) n BBeanTe 3agaHHbIN
nepvoa UM poBbIMY KraBULLIAMN.

o WHtepBan: 0 — 48 Hepenb.
IMpumeyaHue. Npu ebibope 0 hyHKUUST cpoka Oelicmaus naposis 6ydem omkIYeHa.

KonunyectBo BBogoB naponsa (ALLOWED PASSWORD ENTRIES):
Ecnu 3agaH STOT napameTp, TO Ha BBOA Mapons gaeTcsd 3afaHHOEe YMCMO MOMbITOK, MOCHe Yero
nonb3oBartene OygeT aBTOMaTUYECKM OTKIMHOYEH OT poctyna. PyHKuua [OCTyrnHa TOMbKO npw
BkntoveHHom goctyne [ACCESS/ON].

Boibepute dyHkumio [Uncno esogos napons] (VALID PASSWORD ENTRY) v BBegute 3agaHHoe
KONNYecTBO LMPOBLIMUK KNaBuLLaMM.

o VHtepsan: 0 — 10 pas.
lMpumeyaHue. pu ebibope 0 ama pyHkyuss bydem omkroyeHa.

e 3abnokvMpoBaHHbIN Monb3oBaTenb He OydeT oTpaxaTbCA B CMCKe Nonb3oBaTenen OkHa
[Bxoa] (LOG IN).

e [ns akTvBauuuM 3aGrOKMpPOBAHHOrO MoNb3oBaTens [AeicTByiTe cornmacHo n. 10.2.3.
«M3MeHeHMe AaHHbIX Nofib3oBaTens».

Tun peareHtoB (REAGENT TYPE):
Tunbl peareHtoB EBpone/CLUA n AnoHun pasnuyHel. [py ncnons3osaHum npubopa 3a npegenamu
AnoHun BbIGepuTe kHonky [CLUA/EC] (US/EU).

ﬂpumeanue: I7pu Hernpasus/ibHOM eb/6ope muria peaceHmos rlpu6op He CMOXXKem 8bIMNoJIHAMb aHaslu3bl.

3Byk/CurHan (CLICK SOUND/ALARM):
30ecb MOXHO BbiOpaTh npegynpexaatowmne curHansl: [3Byk kHonok] (CLICK SOUND) unu [CurHan]
(ALARM). Buibepute [Bkr] (ON) nnum [OTkn] (OFF) ons kaxgoro mM3 Hux.

Meuatb (PRINT):
Boibepute [Bkn] (ON) vnm [OTkn] (OFF), 4ytobbl ykas3aTb, neyatarb N1 aBTOMaTUYECKN OaAHHblE
nocre 3aBeplLueHns aHanuaa.

lMpumeyvanue: [axe npu OMKMOYEHHOU yHKUUU asmomamudeckol nevyamu [OFF] aHanusamop
PATHFAST 6ydem neyamamp nipedynpexdaroujue coobujeHusi, a makxe O0aHHble npu Haxamuu
kHoriku [[leyamb] (PRINT).

2. Haxmute kHonky [OK] ons coxpaHeHust koHdwurypauum u Bo3BpaTa B OkHO [HacTtporiku npubopal
(INSTRUMENT SETTINGS).
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10.3.2. PervoH u garta

30ecb MOXHO BblbpaTb pervoH, B koTopom pabotaeTt aHanuszatop PATHFAST, a Takke ycTaHOBUTb AaTy U
BpeMsi CUCTEMbI.

lMpumeyvaHue: 8 CLLA npubop domkeH pabomamb co2/1acHO pe2uoHasibHbIM YCIIO8USIM.

1. Bobibepute onuuio [Pernod/Oata]l (REGION/DATE) B okHe [HacTtpowkn npubopa] (INSTRUMENT
SETTINGS). bynet BbiBe4eHO CrieaytoLLee OKHO:

OKHO HACTPOWKW MPUBOPA - PETUOH/OATA

INSTRUMENT SETTINGS

01/10/2015 12:21

REGION/DATE Pezuon/[lama

REGION PezuoH: CLUA, EC, SnoHusi

DAY MONTH YEAR
DATE i ] il e

Hama: [JeHb, Mec, 00

HOUR  MIN  12/24H

TIME m Bpewmsi: Yac, MuH, 12/24 y

OK, OmmeHuUms

PernoH (REGION):
BbibepuTte pernoH, B koTopom 6yaet paboTtate aHanusatop PATHFAST. B 3aBUCMMOCTM OT pernoHa
dopmaT gatbl 6ygeT MeHATbCA criegyoLwmM o6pasom:
USA (CWLA):  MM/OO/mrrr
EUR (Espona): 44/MM/TTTT
JPN (Anonug): ITTT/MM/O0

Data (DATE):
YctaHoBuTe gaty. BBogute gaTy ¢ umdpoBon KnasBmaTtypbl, NOSBASOWENCS Npu Bbibope kaxgoro
13 noren BeBoja.

Bpems (TIME):
YcTaHoBuTe Bpemsi. BBegute Bpemsi ¢ uucpoBOKM knaBuaTypbl, NOSIBNSANOLWENCS Mpu Bbibope
Kaxxgoro u3 nonen Beoga. KHonka [12/24 4] cnyxuT gns nepekntoveHns ¢ 12-4yacoBoro Ha 24-

YacoBow pexunm. Bbibepute aTol kHomkor dopmaT BpemeHu. [Npu Bbibope 12-4acoBOW CUCTEMbI
OyoeT otobpaxaTtbed kHonka [AM/PM] (go n nocrne nonyaHs).

2. TMocne yctaHoBKM Tpebyembix NapameTpoB Haxmute KHonky [OK].
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10.3.3. AsbIk nHTEepdenca

BbiGepuTte s3bIKk MEHIO, Ha KOTOPOM ByayT oTOGpaXaTbCs OKHa.

lMpumeyvaHue: Bo ecmpoeHHOM npuHmepe ucronb3yemcs MosibKO aHaaulicKul s3bik, 0axe ecnu 0715 MeHH
6b151 8b16paH KakoU-1ubo Opyeaoli A3bIK.

BHumaHue: Ybedumecnk, Ymo Bbi 8bibpanu si3biK, KomopbiM eriadeeme!

1. Bbibepute [A3bik] (LANGUAGE) B okHe [Hactporikn npubopa] (INSTUMENT SETTINGS). byget

BbiBE€JEHO cneaytouiee OKHO:

INSTRUMENT SETTINGS

01/10/2015 14:47
LANGUAGE

ENGLISH
FRANCAIS
DEUTSCH
ITALIANO
ESPANOL
BAFE

OKHO BbIEOP A3bIKA

01/10/2015 14:47
LANGUAGE

| 258

LiB'S

!

(_PYCCKUN
Portuguese
Romanian
Turkish

A lng

INSTRUMENT SETTINGS INSTRUMENT SETTINGS

01/10/2015 14:47
LANGUAGE
3/3

o
it
2

OK OmmeHa

2. Bblbepute oanH M3 A3bIKOB (KHOMKA BbIOpPaHHOrO sidblika OygeT oTobpaxkaTbCsi KOHTPACTHO). 3atem

HaxxmuTe kHonky [OK].
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10.4. HacTpomnku aHanu3sa

Bbibepute [Hactporku aHanmsa] (ASSAY SETTINGS) B okHe [Hactpouiku] (SETUP)]. Byoet BbiBEaeHo
OKHO, B KOTOPOM MOXHO YCTaHOBWUTb pedepeHTHble WHTEpBanbl Afsl KaXOoro napameTpa, uicno ayonen
kannbpaTopoBs, BpeMs npeaynpexaeHus o6 nctevyeHumn cpoka kannbpoBku N/mnmn KOHTPONS KayecTsa:

OKHO HACTPOWKMW - HACTPOUKU AHATIU3A

SETUP

01/10/2015 12:17 | .
i Hacmpoliku aHanu3a

] REFERENCE INTERVAL . Pocpepermnbiti unmepean

L 4 CAL REPLICATE Ayb6nu kanubpamopos

L 4} CAL/QC ALERT lNpedynpexdeHue Kanub/KK

L _l' Hct% DEFAULT emamokpum o ymondyaHuro
C-FACTOR ®Pakmop Koppernayuu

BACK Haszad

10.4.1. PedepeHTHble UHTepBanbl

Bbl mMoxeTe 3apaTb ycTaHOBKY chnaroB Ans napameTpoB, ecnv pesynbTaTbl M3MepeHust Anst npob He
nonagatT B YCTaHOBIEHHbIE pedepeHTHble MHTepBanbl. YToObl ycTaHOBUTL donar Ha pesynbTaT, cneagyeT
3afaTb 3HaYeHUsi NpedernoB 1 TuM cnara Ans Kaxgoro aHanuaa.

B okHe [PedepeHTHbIN nHTepsan] (REFERENCE INTERVAL) HeT H1Kakux 3apaHee npeayCTaHOBMEHHbIX Ha
3aBO/le Ha3BaHMN NapameTpoB.

Bbl He MOXeTe yCTaHOBUTb UMW M3MEHUTb 3aBOACKME HACTPONKM pedepeHTHbIX MHTEPBANOB, MOXHO TOMbKO
BblOpaTb Has3BaHMs MapamMeTpoB, BBeAEHHble C KapTbl 3TanoHHon kanmnbpoekn «MC ENTRY CARDvy,
KOTOpble nepeyvncneHbl B okHe [BBog aTanoHHom kannbposku] (MC ENTRY).

1. Bbibepute [PedepeHTHbIi nHTepBan] (REFERENCE INTERVAL) B okHe [HacTpowiku aHanmsa] (ASSAY
SETTINGS). byaeTt BblBeA€HO OKHO pedepeHTHbIX UHTEPBaroB:
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OKHO HACTPOWKU AHAJIU3A - PE®EPEHTHbIA UHTEPBAI

ASSAY SETTINGS

01/10/2015 14:47 ;
REFERENCE INTERVAL - Pecbepenmrsill urmepean
FLAG G ( oFF ®nae: (BK/I, OTKJI)
ITEM [ cTnl ] Mapamemp (TporoHuH )
FLAG TYPE Tun ¢praza:
(QuaNTITATIVE | (KeVARRINIGS (Konu., Kavecme.)
LEVELS VposHu:
LOWER g HuxnHud (1)
verer @2 (3] (4)(5)| Bopxeui (10
T “ 3HayveHusi, OK, OmmeHuUmb

®narmpoBaHue (FLAG):
Beibepute [Bkn] (ON) unun [OTtkn] (OFF).

MapameTp (ITEM):
Bb|6ep|/|Te M3 BbiNnagakLllero cnnucka 3apernCTtpmpoBaHHbIX NapamMeTpoB aHanuaa TOoT, AnA KOTOpPOoro
3ajatoTcs UHTepBarnbl. [ns 3TOro HAXMUTE Ha Hero.

Twn dnara (FLAG TYPE):
BbibepuTe [KonnyecTtBeHHbIN] (QUANTITATIVE) nnn [KavectseHHbin] (QUALITATIVE).

YpoBHu (LEVELYS):
Bbibepute uncno ypoBHeW Ans HUXKHEro U BEPXHEro npeaenos pedepeHTHbIX MHTepBanos (oT 1 4o
5). BelbpaHHble yncna otobpaxarTcs KOHTPacTHO.
e [InA KayeCTBEHHOro TecTa YMCIO0 YpPOBHeW Huxe pedepeHTHOro uHTepBana ycraHaBnvBaeTcs
paBHbIM 1.

2. Haxmute kHonky [3HaveHns] (VALUES), 4ToBbl OTKpPbITb OKHO BBOAA NpeAenbHblX 3HaYeHUn. OTO OKHO
OyneT umeTb BUA, COOTBETCTBYIOLLMI BbIGPAHHOMY YNCY YPOBHEMN.

(A). Ona konuyectBeHHbIx pesynbtatoB (QUANTITATIVE) moxHO 3agatb 0O 5 ypoBHeNW, kak Ans
BEPXHero, Tak v Ans HUWKHero npegena.
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OKHO KOJINYECTBEHHbIE PE®EPEHTHbLIE YPOBHU

REFERENCE INTERVAL

01/10/2015 14:47

QUANTITATIVE KonuyecmeeHHble

5H

4H 4H

. 3H

2H

2H H

L [ H ]H HuxHue (L)-----BepxHue (H)
2L L
2L
3L 3L
4L 4L
5L 5L
o« N ~ OK Omwera

Mpn BbIOOPE Kaxgoro wu3 nonen
COOTBETCTBYIOLLIEr0 3HAYEHMS.

BBOAA OTKpbIBAeTCA LI,VI(prBaH KnaBuatypa Anda BBOAa

e [Jonyctumbin nHtepsan 3HaveHun: 0,000 — 999999,999.

MpumeyaHue: Y6edumech, Ymo 88€0EHHbIE 3HaYEHUST PACONOXeHb! 8 CriedyoueM nopsioKe:
S5L<4L <3L<2L<L<H<2H<3H <4H <5H.

(B). Ans kayecTBeHHbIX pe3ynbTaTtoB (QUALITATIVE) MoxHO 3agaTb 40 5 ypOBHEW BEPXHUX NPeaenos.

OKHO KAYECTBEHHbIE PE®EPEHTHbLIE YPOBHMU

REFERENCE INTERVAL

01/10/2015 14:47
QUALITATIVE KauecmeeHHble
5+(POS) 5+ (Io3)
4+(POS) 4+ (Mo3)
) 3+ (Mo3)
2+(POS) 2+ (Mo3)
-NEG) [ — J#POS) | . (Hez,) «eeee + (T03)
+-(IND) +- (MH0.)

Mpn BbIGOPE KaXgoro wu3 nornen
COOTBETCTBYHOLLENO 3HAYEHNS.

BBOAa OTKpbIBaeTCA

undpoBas knaeuatypa [Ana Bsoda

e [lonyctumbl nHtepsan 3HadeHnin: 0,000 — 999999,999.

lMpumeyaHue: Y6edumech, Y4mo 88e0EHHbLIE 3HAYEHUS PACIONIOXEHbI 8 CrIe0yoUEM NOPSOKe:
— (NEG) =< +/- (IND) =< + (POS) < 2+ < 3+ < 4+ <5+,
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e [InA KayeCTBEHHbIX TECTOB MOXHO YCTAHOBUTb MHTEpBan HeonpeAenéHHOCTW, 3adaB pasHble
3HayeHus ansa «— (Her)» n «+ (Mo3)» n yctaHosus dnar «+/- (IND)».
Ecnu 3agaHbl coBnagarowmne 3HadyeHns, nHTepsarn HeonpeaenéHHOCTN OTCYTCTBYeT.

3. Haxmute kHonky [OK] ansa Bo3spata B okHO [PedepeHTHbIn uHTepBan] (REFERENCE INTERVAL).

4. Haxwmute kHonky [OK] ons coxpaHeHuWst HAacTpoek M Bo3BpaTa B OKHO [HacTtporku aHanmsa] (ASSAY
SETTINGS).

5. Ecnu Tpebyetca, nosTopute waru 1 — 4 ansi opyrux napameTpos.
10.4.2. Oy6nun kanubpaTtopoB

B okHe [Oyonn kanubpatopos] (CAL REPLICATE) MOXHO 3afaTb YMCIO MOBTOPOB Ka)KOoro kanubpaTopa
npw BbINOSTHEHUW KANUBPOBKK.

Creaytowas npouegypa onpeaenseT, kakue no3vumuy 6yayT BolaeneHbl Nog kanuépaTopbl Npy KannGpoBKe.

1. Bbibepute [Aybnu kanubpatopos] (CAL REPLICATE) B okHe [HacTpomkm ananusa] (ASSAY
SETTINGS). byaeT BbIBeAEHO CrieaytoLee OKHO;

OKHO HACTPOWKW AHAJIU3A - OYBIN KAIMEPATOPOB

ASSAY SETTINGS

01/10/2015 14:47 :
CAL REPLICATE . Ay6nu kanubpamopoe

SELECT REPLICATE FOR CALIBRATORS. Kor1-80 noemopos kanubpamopos:

N=3

[ OK - J CANCEL Jie e ]

2. Bbibepute [N=2] unu [N=3] (aBa nnu Tpun ayons).

3. Haxwmute kHonky [OK] ana coxpaHeHus n3MeHeHu u Bo3BpaTa B OKHO [HacTponku aHanmsa] (ASSAY
SETTINGS).
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10.4.3. NMpenynpexaeHue o cpoKax KaNIMGpPOBKU U KOHTpoOnNA

B okHe [[MpeaynpexaeHna o kanubposBke n koHTpone kadvectBa] (CAL/QC ALERT) MOXHO yCTaHOBWTb
BpeMs NpeaBapuUTENbHOIO MpeaynpexaeHus Mnonb3oBaTtens O TOM, YTO CPOK AENCTBMS KanmbpoBKu unwm
KOHTPONsi kKayecTBa CKOPO MCTeYET. Koraa 4o OKOHYaHUsl 3TOro Cpoka OCTaéTcs 3ajaHHOe BpeMsi, BO Bpemsl
3arpy3km cuctembl M B okHe [CocTosiHne peareHToB] (REAGENT STATUS) O6ymeT BbIBOOMTBLCS
npepynpexajatowee coobLueHmne.

1. Haxmwute kHonky [[Mpeaynpexa. Kannb/KK] (CAL/QC ALERT) B okHe [HacTponkmn ananusa] (ASSAY
SETTINGS). bBygeT BbiBE4€HO OKHO 3ajaHNs BpeMeHU npeaynpexaeHus:

OKHO HACTPOWKU AHATIN3A - NPEOYNPEXAEHWNE KANTUB/KK

ASSAY SETTINGS

01/10/2015 14:47

CAL/QC ALERT . Mpedynpexd. Kanu6/KK
ENTER DAY(S)HR(S) FOR NOTIFICATION
PRIOR TO CAL/QG EXPIRATION. Bedume Oru/4achi epigoda
SET CAL AND QC RESPECTIVELY. npedyrnpexdeHus 06 OKoHYaHUU

cpoka kanubposku u KK:

CAL: [: DAY(S) BEFORE Kanu6: (JHu 0o okoHY.)
(Yacbi 0o oKOHUY.)
B ) BeFoRe
ac: () oavis)BeFoRE KK:  ([Hu 9o okoHu.)
(Yacbi 0o oKkoHvY.)
HR(S) BEFORE

(akson) | OK, Omwmena

2. Bpems 3agaétcsa unu B AHSX, v B Yacax. [pu Bbibope ogHoro u3 nonen Beoga «OHu» (DAY(S)) nnm
«Yacbl» (HR(S)) nosBnsetca undposas knaBuaTypa, C KOTOPOM BBOOUTCH COOTBETCTBYKOLLEE YUCIO
aHen nnu vacos. Mpu BeIGOpe 0AHOrO M3 Nornen BBOAa OHO OTOOpa)aeTcs KOHTpAcTHO, a Apyroe none
BBOJA OYMLLAETCS.

YcTtaHoBUTe BpeMst oTaenbHo Ang kanmbposku [CAL] 1 onst koHTpons kavectBa [QC].

e [lonycTvMble NHTepBansbl: 0 — 999 gHen
wnn 0 - 30 yacos

lNpumeyvaHue: MoxHO 8bibpampb unu OHU, UMU Yacbl, HO He Mo u Opyz2oe emecme. Yucrio ebibpaHHbIX
eOUHUY, peMeHU omobpaxaemcsi KOHMPacmHo.

3. Haxmute kHonky [OK] anga coxpaHeHus HAcTpoek U Bo3BpaTa B OkHO [HacTtponku aHanusa] (ASSAY
SETTINGS).
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10.4.4. 3Ha4yeHMe reMaToKpuTa NO yMOS4YaHUIO

3necb 3agaétesa 3HadveHne rematokputa (Hct%) no ymonyaHuioo, npumMeHsieMmoe At BbIYUCNEHNST NOMNpPaBku
Ha reMaToKpuT K pesynbTataM nNpob LenbHOM KPOBWM B Tex cny4vasx, Korga daktmyeckoe 3HadeHue
remaToKpuTa AN nauneHTa HeM3BeCTHO.

1. Bblbepute [[emaTokpuT no ymonyaHumo] Hct% DEFAULT B okHe [HacTpowiku ananusa] (ASSAY
SETTINGS). bBygeT BbiBE4€HO OKHO 3aaHuNsi reMaToKpuTa No YMOMYaHuio:

OKHO HACTPOWKU AHATIU3A - TEMATOKPUT MO YMONYAHUIO

ASSAY SETTINGS

01/10/2015 12:18 |
Hct% DEFAULT i Temamokpum 1o ymor4aHuso

Hct%
i

emamokpum:

40%

R\ OK, Ommera

2. Haxmute B none BBOJa W BBeOUTE HOBOE 3HAYEHME MO YMOMYaHWIO C MOSIBUBLUENCS LMEPOBOIA
KrnaBuaTypbl.

o [Jonyctumeln nutepsan: 0,000 — 60,0 (ucxogHoe 3HayeHune — 40,0).

3. Haxmute kHonky [OK] ana coxpaHeHus HacTpoek u Bo3BpaTa B OkKHO [HacTtponku aHanusa] (ASSAY
SETTINGS).
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10.4.5. ®akTop Koppensiuum

dakTop koppensunn (C-FACTOR) 3apaétcs, ecnu TpebyeTcst BHOCUTb B M3MEPEHHbIE 3HAYEHUsT NOMpPaBKu
Ha OCHOBaHUW KOPPENALUN C ApYrMMyU METo4aMun aHanmaa.

B 3aBogckux HacTporikax B okHe [@PakTop koppensuuu] (C-FACTOR) HeT cnucka npeaycTaHOBMEHHbIX
napameTpoB. Bbl He MoXeTe yCTaHOBUTb UM U3MEHWTb 3aBOACKME HACTPOWKM AN bakTopa koppensuuu,
MOXHO TONbKO BblOpaTb Ha3BaHUSA NapaMeTpoB, BBEAEHHbIE C KapTbl 3TanNoHHOW kanmbpoBkn «MC ENTRY
CARD», koTOpble nepe4vncrieHbl B okHe [BBoa atanoHHom kanubposku] (MC ENTRY).

1. Beblbepute [Daktop koppensaumn] (C-FACTOR) B okHe [HacTpowmkm aHanusa] (ASSAY SETTINGS).
Bynet BbIBe4EHO OKHO 3aaHusa haktopa Koppensauum:

OKHO HACTPOWMKN AHATIU3A - DAKTOP KOPPENALINK

ASSAY SETTINGS

01/10/2015 12:18

®akmop Koppenayuu

ITEM [ cTnl } lNapamemp (TponoHuH 1)
SLOPE (10 | Haknon (1,0)
INTERCEPT (0.0 | Havansmas opounama (0,0)

| OK il CANCEL Jipge e il

2. BbibepuTe u3 BbinagaroLLero cnmucka napameTp, A5s KOTOPOro 3a4aétcs hakTop Koppensaunm.

MonpaBka 3adaéTcsa CneaylolWMM BblpaXXeHWEeM, 3aBUCALMM OT 3aJaBaemblX 3HaYeHWM YrioBOro
koacpmumeHTa (SLOPE, a) n HavansHom opavHathl (INTERCEPT, b):

Y =aX + b,

roe: Y — CKOppeKTUpOBaHHOE 3Ha4YeHNe
X — 3HauyeHue, nony4yeHHoe npu namMepeHun Ha aHannsatope PATHFAST
a — YrrnoBou KoahpuumneHT perpeccum
b — HavanbHasa opguHaTa perpeccum

HaknoH (SLOPE):
Bbibepute aTto none BBOAa, 3aTeM BBeAMTE 3HAYeHME YrnoBoro koadpdumumeHTa c umdpoBoWi

KnaBmaTypbl.
o [lonyctumbli nHTepBan: -999999,999 — 999999,999.

HavanbHas opauHarta (INTERCEPT):
Bbibepute aTo none BBOAA, 3aTEM BBeAWUTE 3HaYeHMe C LMpoBON KNaBmnaTypsbl.
e [lonyctumbli nHTepBan: -999999,999 — 999999,999.

3. Haxmute kHornky [OK] ansa coxpaHeHus HacTpoOek W Bo3BpaTa B OKHO [HacTponkm aHanusa] (ASSAY
SETTINGS).
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10.5. BrnokupoBKa Mo KOHTPOIO KayecTBa

30ecb MOXHO BKMIOUUTb UM OTKIMIOYUTL (byHKLI,I/II'O 6J'IOKI/IpOBKI/I NOo KOHTPOIK Ka4vectBa U YCTaAHOBUTb
AonyctumMblie nHTepBarbl A1Ad KOHTPOJIbHbIX |'|p06 KaXgoro ypoBHA.

o [logpobHoe onucaHve aTon yHKUUKM copepxuTcsa B pasgene 1.3 «DyHKUMA ONOKMPOBKM MO
KOHTPOIIO KayecTBay.

B 3aBoackmx HacTponkax B okHe [BnokupoBka no KK] (QC LOCKOUT) HeT cnucka npeayCTaHOBIIEHHbIX
napameTpoB. Bbl He MOXeTe YCTaHOBUTb UMW U3MEHWUTb 3aBOACKME HACTPOWKU AN GNOKMPOBKU, MOXHO
TONbKO BbiOpaTh Ha3BaHWsi MapaMeTpPOB, BBEAEHHbIE C KapTbl aTanoHHon kannbpoekn «MC ENTRY CARD»,
KOTOpble nepeyvncneHbl B okHe [BBoa aTanoHHon kannbposkn] (MC ENTRY).

1. Bblbepute kHonky [BnokupoBka no KK] (QC LOCKOUT)] B okHe [Hactponkn] (SETUP)]. byaert
BblBEJ€HO OKHO BNOKMPOBKM MO KOHTPOJIO KavyecTsa:

OKHO HACTPOWKMU - BNIOKMPOBKA MO KK

SETUP

01/10/2015 14:47 |
Briokuposka rno KK

Lockout (NI Brokupoexa: (BK/T, OTKJT)

ITEM [cTnI } INMapamemp (TponoHuH 1)

W o [ R | A e

QC LEVEL UPPER LOWER Yposerb KK, BepxHud, HuxHul

BT (999999.999 ) (-999999.999 | KK1: (yposerie) (yposeti)
KK2: (yposeHb) (yposeHb)

[ 999999.999 ] [ -999999.999 ] KK3: (yposeHb) (yposeHb)

((acs ) ((999999.999 ) (-999999.999 |

OK, OmmeHa

MapameTpbl 6IOKMPOBKY:

Bnokuposka (LOCKOUT):
Beibepute [Bkn] (ON), 4ToObl akTMBUpoBaTh OYHKLMIO GITIOKMPOBKU MO KOHTPOSO KayecTBa, Mmu
[OTkn] (OFF), 4To6bl OTKMOUNTL eé. BbibpaHHas kHonka Byget oTobpaaTbCs KOHTpacTHo. lMons
BBoaa «Hu» (DAY(S)) n «Hacbi» (HR(S)) oTobpaxatoTcst TONbKo Npu BbIOpaHHOW KHoMke [Bkn).

MapameTp (ITEM):
BbiGepute napameTp 13 BbinagatoLlero cnucka Ha none BBoAA.

OHu/Macel (DAY (S)/HR(S)):
Ecnn 6nokupoBKka akTBMpOBaHa, 3agavite nepuoa OeWCTBMSA OaHHbIX KOHTPOMsS KayecTBa B OHAX
nnu yacax.

e HTepBansi:
OHn (DAY(S)): 1 — 999 gHen
Yackl (HR(S)): 1 — 30 yacos

lNpumeyvaHue: MoxHo ebibpamb unu OHU, UMAU Yacbki, HO He Mo u Opyz2oe O0OHO8peMeHHOo. Yucro
8bI6paHHbIX eOUHUL, 8peMeHU 0mobpaxxaemcsi KOHMPacmHo.
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YposeHb KK (QC LEVEL):
BbibepuTe 3mecb ypoBEHb KOHTPOMEW, K KOTOPbIM OTHOCUTCS 3adaHHbI nepuos LOeNCTBUS.
BbibpaHHbIn ypoBeHb 6yaeT oTobpaaTbCsi KOHTPACTHO.

BepxHuin/HuxHuin npegensl (UPPER/LOWER):
Beeante 3TV npepenbl ONS KaXOOW KOHTPOMbHOW MpoObl C MOMOLLBH LMGPOBON KraBuaTypsl,
KOTOpasi OTKpbIBAETCS Npu BbiIGOpe COOTBETCTBYIOLLENO NONS BBOAA.

OKHO BJTIOKUPOBKA MO KK

QC LOCKOUT

01/10/2015 14:47

BepxHuli npeden

( ) oy
s s G G wa
| e | o
e | e | e s
[ | s | -
+ Jl - Ji__* ]

OK, OmmeHa

Lincdpposas knasuatypa

e [lonyctmble nHTepBanbl: -999999.999 — 999999.999.

lMpumeyvaHue: Yb6edumecb, 4YmoO 3Ha4YeHUE BepxHea0 rfpedesia He MEHbWE 3HAYEHUS HUXHEe20. dmu
3Ha4yeHuUsl ucrionb3yromcesi Ol ynpasneHusi macwmabom npu NocmpoeHuU epaghuka KOHMpPOsisi
Kayecmea.

2. HaxmuTte kHonky [OK] anst coxpaHeHns BBEAEHHbIX AaHHbIX U Bo3BpaTa B okHO [HacTpowku] (SETUP)].
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10.6. HacTtpowkn nabopaTtopHon nHdopmaumoHHon cuctembl (JIUC)

B atom okHe 3apaétcsa, Gymet nmu aHanusatop PATHFAST obmeHuBaTbCa AaHHbIMW C YNpaBhsoLuvm
KOMMbIOTEPOM UK HeT. Ecnin dyHKUMS CBA3N akTUBUPOBaHa, 34eCh Xe 3aalTCa napamMmeTpbl CBA3N.

1. Bbibepute onuuio [Hactporiku JINC] (LIS SETTINGS) B okHe [HacTponku] (SETUP)]. Byget BbiBeaeHo
OKHO HacTpoeK MHAOPMaLIMOHHOW CUCTeMbl NabopaTopuu:

OKHO HACTPOWKU - HACTPOMKU NUC

SETUP

01/10/2015 14:47

Hacmpodiku JINC

. )| eoom
[ FIXED ] ASTM, MocmosH.

R Doy OK, OmmeHa

2. Bbibepute [Bkn] (ON), 4ToObl akTMBMpOBaTb (PYHKLMIO CBSA3WM C YNPaBMSIOWMM KOMMBLIOTEPOM, WK
[OTkn] (OFF), uTobbl oTKNtO4MTL €€. BoibpaHHas kHonka ByaeT oTobpaxaTbCs KOHTPacTHO.

3. Ecnu BbibpaHo [Bkn] (ON), otobpaxatorcs kHonku [ASTM] (nepuopuydeckon) n [MoctosH.] (FIXED)
cedA3m ¢ JINC. Bbibepute HyXHOEe B 3aBUCMMOCTM OT Tpebyemoro pexuma CBA3WM C Ynpasrsiowmm
KOMMNbIOTEPOM.

Mepuoaunyeckasn casb (ASTM):
Pexum cBs13M ¢ ynpaBnsloLWwmnM KOMMbIOTEPOM, OCHOBaHHbLIN Ha crieundurkaumm nitepdeinca ASTM.
B atom pexume aHanusatop PATHFAST reHepupyeT cooblieHne-3anpoc ynpasnsaowemy
KOMMbOTEPY, UCMONb3ya B kayecTBe krtoyva ID npobbl. Pe3ynbTaThl aHann3oB nepecbinaknTca Ha
yrpasnsaoLLnA KOMNLIOTEP aBTOMaTUYECKU Nocre 3aBepLleHnss NakeTa aHanus3os.

MocTtosiHHas cBa3b (FIXED):
B atom pexunme aHanuzatop PATHFAST aBTOMatTMyecku nepecblfiaeT pesynbTaTbhl aHanu3oB Ha
yNpaBnsmoLWmMiA KOMNbIOTEP MOCME 3aBeplLueHus naketa aHanu3oB 0e3 nonyyeHus 3anpoca OT
yrpaensaoLLero KoMneTeEPa.

4. B 3aBucuMoCTU OT BbIOpaHHOro pexumMa cBa3u ganee 6yaeT BbiBEAEHO OOHO M3 OBYX OKOH HAaCTPOWMKU
napameTpoB. [Ona obomx OKOH HMXKEe XUPHBbIM LWPUGTOM BblAeNeHbl HAaCTPOWKN MO ymMonyaHuio. Ons
BblibOpa kakoro-nMbo napameTpa M3 BbiNadatoLlero Cnnucka HaXXmmuTe Ha none 3Toro cnucka.

10-23



PATHFAST PykoBoacTBo nonb3oBartens Bepcusa 4.10E

MNMepuoanyeckas ceasb (ASTM):
OKHO HACTPOWKU NIUC / NEPUOOUNYECKUN PEXXUM ASTM

LIS SETTINGS

01/10/2015 14:47
¢ ASTM (nepuodud.)

BAUD RATE [9600 bps ] Ckopocmb nepedadu (96006/c)
DATABT (Bt | Paspsorocms (8 6um)
PARITY NONE HYemHocmb (Hem)
stopBIT  (1bit 1| cmon-6ums (1 6um)
BCC CHECK ON Koump. cymma ([a)
MODE ASTM Pexum: ASTM
DISP ID (s | omoGpaxaemsii ID (1D npots)
ey OK, Ommera
CkopocTb nepegayu: 4800, 9600, 19200 6ut/c (bps)
Pa3psigHocTb: 7, 8 6uT (bits)
YéTHOCTb: 7-6uTHas: YétHbin/HeuétHbin (DATA BIT=7: EVEN/ODD)
8-6utHas: Het (DATA BIT=8: NONE)
Cron-6utsl: 1, 2 6ur (bits)
KoHTponbHasa cymma:  Oa, HeuameHsiemo (ON (fixed))
Pexunm: ASTM (nepnognyeckuin, U3MeHUTb HENb35)

OTobpaxaembliii ID: SID (ID npo6hi), PID (ID naumeHta), PATIENT NAME (Mmsa naumeHTa)

e [locnegHun napameTp 3agaéTt uHGopmauumio, otobpaxaemyio B none ID npoGbl B OKHE
[MHdopmaumsa o npobax] (SAMPLE INFO).

MocTosiHHas cBa3b (FIXED):
OKHO HACTPOWKW NUC / NOCTOAHHbLIW PEXXUM

LIS SETTINGS

01/10/2015 14:47 |.
i [MocmosHHbIL

BAUD RATE [9600 bps ] Ckopocmb nepeda4u (96006/c)
DATABT  (8hbit || PasprdHocms (8 6um)
PARITY NONE YemHocme (Hem)

STOP BIT [ 1 bit j Cmon-6umei (1 6um)

BCC CHECK

aN } Kotmp. cymma ([Ja)

MODE FIXED Pexxum: [NocmosiHHBIL

OK, OmmeHa
L - - A

CkopocTb nepegayu: 4800, 9600, 19200 6uT/c (bps)
PaspsaaHocThb: 7, 8 6uT (bits)
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YETHOCTb: 7-6utHas: YétHbin/HeuéTtHbin (DATA BIT=7: EVEN, ODD)
8-6utHas: Het (DATA BIT=8: NONE)

Cron-6uTbl: 1,2 6ut

KoHTponbHasi cymma:  HOa, Het (ON, OFF)

Pexum: FIXED (NOCTOSAAHHbIN, NU3MEHUTb HENb3S)

5. Haxmute kHonky [OK] ans coxpaHeHus BBeOEHHbIX napamMeTpoB WM BO3BpaTa B OKHO [HacTtporiku]
(SETUP).

6. [nga BCcTynneHus B cuny HOBbIX HAaCTpoek nepesarpysnTte aHanudatop PATHFAST. [ina atoro Bbibepute
kHorky [BbikntoveHne] (SHUT DOWN) B okHe [YnpaBneHnue] (ADMIN) u cnegynte ykasaHusaM,
BbIBOAVMbIM Ha OUCMEN.
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11. MEHIO YINPABIJIEHUA (ypoBeHb aoctyna: 1 v Bblwe)

B sTom rnaeBe onucbiBawTCA npouenypbl BbIKMWYEHUS MNpubopa, CMeHbl Mnonb3oBaTens, OOHOBMEHUs
nporpaMmmHoro obecneyeHnst 1 NPocMoTpa UHgopmaLmm o npubope.

11.1. BBemeHue

HocTyn K ynpaBneHuto ocyllectsnaetca yepes kHonky [YnpasneHune] (ADMIN) B obnactv nogsaronoska.
ByneT BbIBEAEHO rMaBHOE OKHO yNpaBneHust:

OKHO YMNPABIEHUE

01/10/2015 17:20
I ASSAY I CHECK I SETUP I ADMIN1 AH-3, lNpos-ka, Hacmp., Ynpas-e

L) sHUT DOWN . Buikiovenue

SS USER SWITCH . Cmena nons3oeamensi
&‘,j SYSTEM . Cucmena

J FILE UTILITY @alinosas crnyxba

[_HowE Ha Fnaskyo

M3 okHa meHio [YnpasneHune] (ADMIN) goctynHbl criegyolive OeNCTBUS UMM NPOCMOTP XpaHswencs B
namaTy npmbopa nHpopmaummn:

BbikntoyeHue [SHUT DOWN]
e BbiknioyeHue nutaHusa npubopa.

CwmeHa nonb3oBatens [USER SWITCH]
e CwmeHa Tekywlero nonb3oBaTtens 6e3 nepesarpysku npubopa.

Cuctema [SYSTEM]
e [MpocMoOTp XypHarna nonb3oBaTens.
e [IpocMoOTp XXypHana cUCTEMBbI.
e WHdopmauuns o npubope.
e CamonpoBepka (ypoBeHb goctyna: 4)

®daunnoBas cnyx6a [FILE UTILITY] (ypoBeHb goctyna: 4)
e  OOGHOBMEHNE NporpaMMHOro obecnedeHus.
e [loGaBneHne HOBOro NapameTpa aHanusa.
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11.2. Bblknr4yeHue npubopa
Onsa BeiknioveHnsa npubopa cnyxut kHorka [BeikntoveHune] (SHUT DOWN).

1. Buibepute kHonky [BbikntoueHne] (SHUT DOWN) B rnaBHom okHe [YnpaeneHune] (ADMIN).
MosiBMTCA CcoOOLLEHNE O NOATBEPXOEHWUM BbIKIIOYEHUS: «Bbl OENCTBUTENBHO XOTUTE BbIKIMIOYUTL

npnbop?»:
BbIKNKOYEHUE, OKHO 1

NOW WARMING UP... COMPLETE IN 15 MIN Noem noanmOSKa, 3asepuwieHue
yepes 15 MuH

04/10/2015 17:21
SHUT DOWN BbikntoyeHue

CAUTION!

BHumaHue:

DO YOU REALLY WANT TO SHUT

DOWN? Bbi OelicmeumernsHO xomume

8bIKIYUMb rpubop?

OK, OmmeHa

2. Haxwmute kHonky [OK] gns BbikntodyeHus npubopa.
e Ecnu Bbl xoTuTe OTMEHUTL BbIKINIOYEHNE U NPOACIKMTL paboTy, Haxmute [OTmeHa] (CANCEL)

ans Bossparta B okHo [YnpaeneHue] (ADMIN).

3. Korga Ha gucnnee nossutcst coobuleHne coobuieHnem «lutaHne MOXHO OTKIYUTE» - TONbKO
nocre 3Toro MOXHoO 6e3onacHoO BbIKNOYMTbL NPUGop TyMGnepom.

& He BbikntouanTte npuﬁop, nokKa He NOSABUTCA 3Ta Hagnucb!

BbIKNMIOYEHWUE, OKHO 2

01/10/2015 17:22
SHUT DOWN BbikrioyeHue

NOWY YOU CAN TURN OFF THE
POWER. MumaHue MOXHO OMKITIIHYUMb

11-2



PATHFAST PykoBoacTBo nonb3oBartens Bepcusa 4.10E

11.3. CwmeHa nonb3oBaTens

Knonka [CmeHa nonb3oBatens] (USER SWITCH) cnyxuT ans cMmeHbl nonb3oBatensi, paboTaioliero c
npubopom. ID TekyLlero nonb3oBaTens ykasbiBaeTCcs B pacneyarkax pesynbTaToB aHansos.

1. Bbibepute kHonky [CmeHa nonb3oBatens] (USER SWITCH) B rmaBHoM okHe [Ynpasnenue] (ADMIN).
ByneT BbIBEOEHO OKHO cMeHbl nonb3oBatensa [USER SWITCH]:

OKHO CMEHA MNMOJIb3OBATENA

Bbibepume nonb308amernisi u esedume

SELECT USER AND ENTER PASSWORD. naporb.
HANDHELD BARCODE READER NOW OPERATABLE PyuHoLi ckaHep wmpuxkodos 20mos K
pabome.

01/10/2015 17:22

lNonb3osamernb

s ¥i ORD lMapornb

CANCEL OmmeHa

2. BblbepuTe HOBOro Nonb3oBaTens M3 BbiNadakoLLero Cnucka, Haxas Ha norne crnvcka.
e MoxHo BBecTU ID nonb3oBaTens co WTPUXKOAA, BOCMONb30BABLUMCH PYYHbIM CKAHEPOM LUTPUXKOAA.

3. Haxmute kHonky [OK]. bygeT BbiBegeHa MoOMHas KrnaeBvaTypa Ans BBOZA Mapons Mnofb3oBaTens.
BeeguTte naponb u cHoBa HaxmuTe kHomky [OK] gons nepexopa B rmaBHoOe OKHO [AHanua/[naBHoOE]
(ASSAY/HOME).
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11.4. XypHanbl cuctembl
30ecb MOXHO NPOCMOTPETL XKYpHaribl CUCTEMBI.

1. Bblbepute kHonky [Cuctema] (SYSTEM) B okHe [YnpaBneHune] (ADMIN). Byget BbiBeOe€HO OKHO
XypHanoB npubopa, B KOTOPOM MOXHO BblbpaTb OOHY M3 YHKUURA: >XypHan nornb3oBaTenen
[USER LOG], xypHan cuctembl [SYSTEM LOG], nHdopmaumsa o npudope [INSTRUMENT INFO] nnm
camonposepka [SELFCHECK].

OKHO YNPABJIEHUE, XXYPHAIIbl CACTEMbI

01/10/2015 09:34

PRSI  cucmewa
.j USER LOG JKypHan nons3oeamernel
.J SYSTEM LOG XKypHan cucmembi
.J INSTRUMENT INFO. Mugpopmayus o npubope
.J SELFCHECK Camonposepka

BACK Haszad

11.4.1. XypHan y4eTHbIX 3anucen nonb3oBaTens

B yyeTHOM 3anvcu nonb3oBaTens XpPaHUTCs MHOpMaLMsa O BPEMEHW 3arpy3ku U BbIKIIIOYEHUS] CUCTEMBI,
Hayvana v 3aBepLUEHNs aHANU30B U U3MEHEHMWSI HACTPOEK.

1. Bbibepute onumio [PKypHan nonb3oBatenen] (USER LOG) B okHe Cuctema [SYSTEM]. byaet
BblBEEHO CreayloLLee OKHO:

CUCTEMA, XXYPHAI NOJNIb3OBATENEN

SYSTEM

01/10/2015 17:27

USER LOG JKypHan none3ogamenell
20151001 17:26 A001 112 .
20151001 17:22 A002 (Cnucok nons3osamerned...)

20151001 17:16

20151001 17:14 BOO4
20151001 17:08 EO006
20151001 17:08 E005
20151001 17:08 EO0Q4
20151001 17:08 EO0Q3
20151001 17:08 EO002

Time=20151001171611000> System StartUp Bpewms 3aepy3ku cucmemsl

BACK Ha3zad
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11.4.2. XXypHan cuctembl
B xypHane cuctemMbl coxpaHsieTcs uHgopmaumsa ob owmnbkax, obHapyKeHHbIX BO BpeMsi paboTbl.

1. Bblbepute kHonky [XKypHan cuctemnl] (SYSTEM LOG) B okHe [Cuctema] (SYSTEM). byneTt BbiBEAeHO
OKHO >KypHarna CucTembl:

OKHO CUCTEMA, XXYPHAJ1 CUCTEMbI

SYSTEM

01/10/2015 18:10 :
SYSTEM LOG XKypHan Cucmemsl

20151001 18:08 HO351 (Crucok ...
20151001 18:07 HO351
20151001 18:06 HO351

BACK Ha3zad

OT1a nHdopmaumsa MoxeT NoHagobuTbCs B criydae Henonagok Anst NofydeHus KOHCynbTauui OT CEPBUCHOM
CNyx0bl.

11.4.3. Nudhopmaumsa o npubope

B okHe [MHdopmauma o npubope] (INSTRUMENT INFO.) MOXHO NOCMOTpPETb CepuiHbIA HOMep npubopa
(S/N) 1 TekyLLyO BEpPCUIO €ro NporpammHoro obecneveHus.

1. Bbibepute kHOMNKy [MHpopmaums o npubope] (INSTRUMENT INFO.) B okHe Cuctema [SYSTEM]. byaet
BblBEEHO CrneayloLee OKHO:

OKHO YNPABJIEHUE, UHOPOPMALIUA O NMPUBOPE

01/10/2015 17:27 |
_INSTRUMENT INFO. I

SERIAL NUMBER :1511D2600 Cep. Homep: (1511D2600)

PROGRAM VERSION :4.0.0 Bepcusi [10: (4.0.0)

BACK | PRINT ¥ Hasad, lNeyams
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11.4.4. CamonpoBepka (YpoBeHb goctyna: 4)

OyHkuma  «Camonpoepka» (SELFCHECK) nossonsieT HacTpavBaTb W BbIMOMNHATbL — NapamMeTpbl
camonpoBepku. [NpoLuecc camonpoBEPKN TakKe 3anycKaTbCs BPY4YHYHO.

1. Bbibepute kHonky [CamonpoBepka] (SELFCHECK) B okHe Cuctema [SYSTEM]. byget BbiBeAeHO OKHO
[BbinonHenune] (EXECUTE):

OKHO CAMOTECTUPOBAHMUE, 3ANMYCK

SELFCHECK

01/10/2015 09:42

EXECUTE BbinonHeHue
START

© Banyck

Hasad, Hacmpolku, >KypHan

Mepen BbIMONHEHVWEM CaMOMNPOBEPKW, MPOBEpPbTE, He OCTanucb N B NPUBOpe HAKOHEYHWKU M NNOTHO
3akponTte nepegHioto asepuy. Kpome Toro, Heobxoammo 3anpaBuTb PyrnoH Gymaru B NpuHTEp.

[na vHMunanusaumm npouecca cCaMonpoOBEPKN HAXMUTE KHOMKY MyCka @

Ons npepbiBaHnA npouecca HaXxkMmnTe KHOMKY OTMEHbI | | J, K&K NMOoKa3aHO B OKHE HWXe:

OKHO CAMOTECTUPOBAHUE, OTMEHA

SELFCHECK

01/10/2015 09:44
QEXECUIE I

i OcmaHosumb

171 (Cniucok y3nos onsi
camornposepKu)
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Pesynbtatbl 6ygyT oToGpakeHbl Ha 3KkpaHe B BMAEe OTYETa, a TaKke pacnevaTtaHbl Ha npuHTepe. Ons
Kakgoro KOHTpomnuvpyemoro napametpa 6ynet nokasaHa nometka «OKx» (B nopsgke) unm «NG»
(oTpuuaTenbHbIA pesynbTaT NPOBEPKK), YTOOLI NOKasaTb, B KAaKOM NapamMeTpe Obina BbisiBrieHa npobnema.
Ecnu B otueTe nosiButcs otmeTka «NG», CBSXXUTECH C ANCTPUOLIOTOPOM.

2. Bbibepute kHonky [Hactporiku] (SETTING) B okHe [UcnonHeHnue] (EXECUTE). bymeT BbiBeAeHO
cnepytoLlee OKHO HacTPOEK:

OKHO CAMOMNPOBEPKA, HACTPOWKM

SELFCHECK

01/10/2015 09:43 (| |

SETTING - Hacmpoiiku

LOCKOUT m OFF Briokuposka: (BK/T, OTKJT)
AUTO m Aesmonposepka (BKJ1, OTKJT)

oy OO (MON J(TUE |(WED || Awu: (BC, fTH, BT, CP,
(THU )(CFRI )('sAT ) 4T, M1T, CB)

HOUR  MIN

TIME m Bpewms: (Yac, MuH, ®opmam)

OK, OmmeHa

B atom meHo moxHo [Bkn] (ON) nnm [OTkn] (OFF) dyHkumio [Bnoknposka] (LOCKOUT) (no ymonyaHuio
6rokmpoBka oTkmntoyeHa). Mpu BKMIOYEHHOW (PYHKUMKM GNOKMPOBKWU, €CnN NpU BbINOSIHEHWM CaMOMNpPOBEPKU
BblSBMSieTCs Kakas-nnbo npobrnema, B OKHE IMaBHOro MEHI MOSABMASETCA NepeyepkHyTas KHOMKa 3anycka

>
, nocre 4ero BbIMOINHEHWE aHanu3a CTaHOBUTCS HEBO3MOXHbLIM (CPyHKUMA GnokvMpoBku). B Takmx
cnyyasx npoBeauTe CaMonpoBEpPKY NOBTOPHO.

OKHO AHAITIU3/TNNTABHOE (BnokupoBka)

ASSAY/HOME

AU SR ENATEI ) AR i Haxmume KHOMKy 3anycka aHanu3a

01/10/2015 16:10

I s I CHECK I SETUP I ADMIN l 3anryek, [Npos-ka, Hacmp., Yrip-e

[REAGENT sTATUS | [ SAMPLE INFO. | " Goom. peaserma, W, o npobe

cTnl
(Mapamemp)

BACK . Hasao
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B meHio ncnonHerus takke moxHo [Bkn] (ON) mnn [OTkn] (OFF) dyHkumio [ABTonposepka] (AUTO) (no
ymMonuaHuio ata yHKuua oTkntoveHa). Mpy BKMOYEHHOW (yHKUMM aBTONPOBEPKM MpoLEecC 3anyckaetcs
aBTOMaTUYECKN 4epe3 yCTaHOBMNEHHblE BPEMEHHbIE WMHTepBanbl. B HacTponkax MOryt ycTaHaBnuBaTbCS
onpefeneHHble AHWU HELENU UM BpemMsi CaMonpoBepku. Takke MOXHO BblibpaTb HECKONbKO onpeaeneHHbIX
JHen Hegenu.

Wwmernte B Buay, YTO aBTOMPOBEPKA HE MOXET BbINOMHATHCS B ONpeAeNieHHbIX YCMOoBUSAX, Hanpumep, B
npovecce nporpesa, BXo4a B CUCTEMY, BO BpeMsi 0OMeHa JaHHbIMU C BHELLIHUM KOMMbIOTEPOM, BbISIBNIEHUS
owwnbok n T1.0. Ecnn aBTONpOBEpPKaA HE BbLINOMHUMNACL, TO NPU BKMAOYEHHOW PYHKUUN GNOKMPOBKN B OKHE
rMaBHOrO MEHI0O KHOMKa Mycka OyaeT oTobpaxaTbCA 3ayepkHYTOW, M MNpoBedeHMe aHanu3oB Oyaer
©nokupoBatbcs. B Takmx cnyyasax sanyctute camonpoBepKy.

Kpome TOro, pekomeHnayetcsl yctaHaBnmeaTb Bpemsi aBtonposepkn PATHFAST ¢ MeHbLuen 4acToToMN.

3. Bebibepute kHonky [PKypHan] (LOG) B okHe [McnonHeHne] (EXECUTE). byaeT BbiBegeHO crnegyiollee
okHo [XKypHan camonposepkn] (LOG CHECK):

OKHO CAMOIPOBEPKA, XXYPHAJ1 CAMOIMNPOBEPKH

SELFCHECK

01/10/2015 09:28 |
i )KypHan camornpoeepKu

20151001 11:49 y
20151001 11:42 FAIL (Hama, epems: [1poldeHo)

(dama, Bpewmsi: He npotideHo)

YORG 0K, ZORG DK, PORG 0K, MORG:OK, PXORG 0K,
PZORG OK, Y+ELOK, Z+EL:OK, P+EL-OK, PX+EL OK, Pesynsmam rniposepku
MON-OK, PITSY-0K, PMTCL O, PMTOR OK, PMTZ 0K,

AP repeyUCHIeHHbIX Y3108
SAMPLEDT-OK(971,965 965 969,967 957),
PMTDARK OK( 1]

BACK PRINT Hasad, Mevams

B BbllenpyBeaeHHOM OKHe MoOryT OblTb NEepecMOTPeHbl M pacrnedaTtaHbl pesynbTaTbl BbINOMHEHHbIX
camonpoBepok. Mpu BbIGOpe 3anuUcu B OKHE B €ro HWXHEN YacTu NosiBrsieTcss nogpobHas MHdopmauus o
NPOBEPEHHbBIX Y3nax.
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11.5. damnoBas cnyxb6a (ypoBeHb goctyna: 4)
11.5.1. ®annoBas cnyx6a

darinoas cnyxba — 370 hyHKLMA 0OHOBMNEHMS NporpaMmMHOro obecneyenns aHanmMsatopa PATHFAST. 3T1o
obHoBneHne MmoxeT BbiTb HEOOXOAUMO B CrieAyIoLLMX CryyYasax:

e OO6GHoBNeHVe ang paspelueHns npobnem unu obaBneHns HoBbIX PYHKLMIA.

e [lobGaBneHne HOBbIX NApaMeTpoB.

lMpumeyvaHue. O nosierneHUU 803MOXHOCMU 06HO8EHUST rnpoepaMMHo20 obecrieqyeHusi PATHFAST u ee
npouedype gac bydem uHgopmuposame yrorTHOMOYEHHbIU rnpedcmasumerns 8 saweli cmpaHe.

1. Bbibepute kHonky [Pannosasa cnyxba] (FILE UTILITY) B rmaBHom okHe [YnpasneHue] (ADMIN). byaet
BbIBEEHO OKHO (palifioBOM CryX0Obl;

OKHO YMPABJIEHUE, ®AANIOBAA CIYXXBA

01/10/2015 17:37 | .

FILE UTILITY | ®atinosas criyx6a
J UPGRADE O6Hosumb
'] NEW REGISTRATION . Hoewiii napamemp

BACK . Hasad

2. Bbibepute kHomky [O6HOBUTL] (UPGRADE) ans nmepexoga K OkHy OBOHOBReHUs nporpammbl. YTobbl
Ha4aTb 0OHOBrEHWe, BbibepuTe B 3TOM OKHe 3eneHyto kHonky [Myck] (START) B naHenu HaBurauuw.
MpumeyaHue: Pe3epeHoe KornuposaHue daHHbIX He Moxem 6bimb OMMEHEHO, T0Ka OHO He 3a8eplIEHO.

DANNOBASA CNYXBA, OBHOBJIEHUE, OKHO 1

FILE UTILITY

01/10/2015 17:37
UPGRADE O6HosreHue

Hayamb o6Ho8neHue?

START UPGRADING?
Tpebyemcsi 15 MuH.

TAKES ABOUT 15 MINUTES.

BACK | START | Hasad, lNyck
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3. Bo BpeMsi pes3epBHOro KOMMPOBaHWSA AaHHbIX M MOCMe ero 3aBepLleHWsl Ha AWCTrieil BblBOAATCS

cnepywoLne coobLeHmns:

OBHOBJEHUE, OKHO 2

FILE UTILITY

01/10/2015 17:37

OBHOBJIEHUE, OKHO 3

FILE UTILITY

UPGRADE

DATA BACKUP IN PROGRESS...
==»==r==
PLEASE WAIT.

01/10/2015 17:45

UPGRADE
Pe3sepeHoe ‘ Konuposa+ue
konuposakue . COPYING DATA COMPLETED. 3a8epLIeHo,
=>=>=> i SHUT DOWN AND POWER OFF. eblK/t04UMe
rodoxdume ¢ SET UPGRADE USB AND npuGop
 POWER ON THE SYSTEM. ’
ycmaHosume
USB-Hocumerns u
8Kr4Yume cHoea

SHUT DOWN

Bbiknouums

Mocne nosiBrneHus nocnegHero coobLieHus BbiknounTe npubop. Mpoueaypa BbIKMIOYEHUS OnvcaHa B
pasgene 11.2 «BbiknroyeHne npubopanr.

»

HocuTens ¢ MO.

5. Bknounte npmbop.

I'Ip|/| 9TOM Ha p[gucnnee nodaBUTCA Cﬂeﬂ,yI'OLLI,I/IVI 3anpoc:

NpoaomkeHNss obHoBNeHNs Haxmnte kKHonky [OK].

OBHOBJIEHUE, OKHO 4

FILE UTILITY

01/10/2015 17:45

UPGRADE

CONTINUE UPGRADING?
SELECT [CANCEL] TO ABORT
UPGRADE.

11-10

lMocne BbIkMOYeHUs Npubopa OTCOeauHWUTE CKaHep LWTpuMxkoda W BcTaBbTe B USB-nopt dhnaw-

«Mpopomxute obHoBneHne MO? [Onsa

O6HoesneHue

lMpodomkums obHosneHue MO?
Haxmume [Ommena] 0nsi ebixoda.

OK, OmmeHa
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6. Tlocne Bbibopa kHomku [OK] Ha gucnnen BbIBOOATCA CreayoLlime coobLeHus:

OBHOBIEHUE, OKHO 5 OBHOBJIEHUE, OKHO 6

FILE UTILITY FILE UTILITY

01/10/2015 17:27 01/10/2015 17:27

UPGRADE UPGRADE

O6HosneHue
WRITING DATA... 33”“0"_‘3)3”"”’”( : | UPGRADE COMPLETED. 3a8epLueHo,
== = \ | PLEASE SHUT DOWN AND
> Modoxdume | rouick one bIKITtoYUMe
PLEASE WAIT. npubop u
! OMKIIoYUMe €20

om cemu

—)

Bbiknodums

7. TMocne oTkntoveHus npnbopa yganute USB-Hocutenb, NOAKNOUMTE HA3a PYYHOM CKaHep LWTpUxXKoaa, a
3atem Bkntouute npubop. C nomowblo nocrnegoBaTensHoro Bbibopa kHonok [Ynpasnexue] (ADMIN),
[CucTtema)] (SYSTEM), [MHdopmauuma o npubope] (INSTRUMENT INFO) ybeautech, 4To OOHOBNEHNE
MO npoLwno ycnewHo.
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11.5.2. Jo6aBneHue HOBbIX NapaMeTpPOB aHanu3a

B okHe [Hosbii napameTtp] (NEW REGISTRATION) moxHO gobasBuTb napameTpbl aHanusa 6e3 nonHoro
OBHOBIEHNSA NPOrpammei.

[Ona atoro HeobxoamMmo mcnonb3oBaTb napameTpudeckyto kapty «ITEM PARAMETER DATA SHEET» u
PYYHOWM CKaHep LWTPUXKoAA.

[ ITEM FARAMETER DATA SHEET |

PATHFAST XXXXXX

ITEM No:XX

Iterm Paramister Ver @ xxcxaxeaess

[ )

ORI T
@ 1
ORI LT
@ 10N

O NTTTTnG

/

LS| Medience Corporation

MapameTpudyeckas kapTa
Mpu NosBNEHUN HOBLIX peareHTOB NOSBMASTCA COOTBETCTBYIOLLME UM NapameTpuyeckue KapThbl.

1. Bbibepute kHonky [HoBbim napametp] (NEW REGISTRATION) B okHe [®amnoBas cnyxba] (FILE
UTILITY). BygeT BbiBEAEHO CreaytoLlee OKHO C COOBLLEHMEM (CM. PUC. HUXKE).

OOBABJEHUE MAPAMETPA, OKHO 1

FILE UTILITY

01/10/2015 17:51 | .

NEW REGISTRATION ¢ Hoebiii napamemp
CAUTION! BHrumaHue!
IT IS NECESSARY TO REBOOT Heobxodumo nepesazpy3ums
THE SYSTEM AFTER PROCESSING cucmemy nocnie dobasneHusi
NEW REGISTRATION. napamempa. [podomKums?

DO YOU WANT TO CONTINUE?

OK, OmmeHa
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2. Bbibepute kHonkn [OK] u [Qo6aeneHne napametpa] (ADDING ITEM PARAMETERS) B okHe [HoBbIW
napameTp] (NEW REGISTRATION). MNMpn atom Ha ancnnen 6yayT BbiBeAEHbI CrieaytoLmne oKkHa:

OOBABJIEHUE MAPAMETPA, OKHO 2

FILE UTILITY

01/10/2015 17:52
NEW REGISTRATION Hoewiti napamemp

ADDING ITEM PARAMETERS [lo6aeneHue napamempos

SHUT DOWN BbikntoyeHue

OOBABJIEHVE NAPAMETPOB, OKHO 1

NEW REGISTRATION

HANDHELD BARCODE READER NOW OPERATABLE Pyl ckaHep uimpuxxodos 2omos K
pabome. i
01/10/2015 17:53
ADDING ITEM PARAMETERS HobGaenerue napamempos

READ BAR-CODE DATA IN "ITEM c y 5

PARAMETER DATA SHEET" USING A Jumaume Wmpuxkoo ¢

HANDHELD BAR-CODE READER. napamempu4eCcKoU KapmoyKku ¢
MOMOUW{bIO PyHHOZ0 CKaHepa
wmpuxkooda.

0% 0%

\ |

READ BAR-CODE OF NO.1 Cyumatime wmpuxko0 Ne 1

ABORT OmmeHa

3. CnepnyiiTe BbIBOOAMMbBIM Ha OWUCMIIEA MHCTPYKUMSIM Mo oGpalleHuio C napameTpuyeckoil KapTO4Koin K
CKaHepoM LUTPUXKOZA.
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OOBABJIEHUE MAPAMETPOB, OKHO 2

NEW REGISTRATION

Py4Hol ckaHep wmpuxkodo8 20mos K
HANDHELD BARCODE READER NOW OPERATABLE pa6ome.

01/10/2015 17:34

ADDING ITEM PARAMETERS Hobaenetue napamempos

READ BAR-CODE DATA IN "ITEM -

PARAMETER DATA SHEET" USING A Cuumaime wmpuxkod ¢

HANDHELD BAR-CODE READER. napamempu4ecKou kapmo4ku ¢
MOMOWbIO PyHHO20 CKaHepa
wmpuxkooda.

176
17 % 17%
[ |
READ BAR-CODE OF NO .2 Cyumatime wmpuxkod Ne 2

ABORT OmmeHa

4. Tlocne 3aBepLUEHNS CHUMTbIBAHWSA BCEX LUTPMXKOAA Ha 3KpaHe NosiBUTCA NOATBepxaatolee coobLieHve
(cm. puc. Hmxe). Haxkmute kHonky [OK] ans 3aBepLueHus.

OOBABJIEHUE MAPAMETPOB, OKHO 3

NEW REGISTRATION

01/10/2015 17:34

ADDING ITEM PARAMETERS [HobaerneHue napamempos
BAR-CODE ENTRY COMPLETED c 5
NORMALLY. DO YOU WANT TO ADD THIS YumbigaHue Wmpuxkooa
DATA? 3aKOH4UI10Cb HOpMaJllbHO. Xomume

0obasumb OaHHbIE?

Test## Tecm (Ha3eaHue)

OK, OmmeHa

5. Oto BbiBegeT Bac B cregywulee okHo [[o6aBneHve HoBbix napameTpoB] (ADDING ITEM
PARAMETERS). lNocne goGaBneHnst Bcex napaMeTpoB HEOOXOOAMMO nepesarpy3utb NpuMbop KHOMKOW
[BblkntoueHne] (SHOOT DOWN) B rmaBHOM MEHI0.
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12. AHAJIN3 NPOBbLI C YOAJIEHHOIO OOCTYIA (ypoBeHb goctyna: 1 n Bbiwe)

B aTon rmaBe onucbiBaeTca npouedypa aHanmsa npo® nauueHToB MO 3anpocaM OT  YNpaBnsioLwero
KOMMbloTepa ¢ ucnonb3oBaHuem ID npobel (SID) B kavyecTBe nouckoBoro knova. O noaroToBke Kk aHanM3am

cMm. rnasy 5 «MogroToBKa K aHanM3aM M OCHOBHbIE onepauuny.

12.1. TpoBepkKa COCTOAHUA KarIMOPOBKN U KOHTPOJIA KayecTBa

1. TlpoBepbTe TFOAHOCTb AaHHbIX KanMbPOBKM M KOHTPONA KavecTBa ANs BCEX 3apermcTpvpoBaHHbIX
napameTpoB OKHE COCTOSHMS KanubpoBKM U KkoHTponsa kadectBa [CAL/QS STATUS],
napameTpbl B rnaBHOM MeH [AHanua/[nmaBHoe] (ASSAY/HOME).

KOHTPOIO Ka4yeCcTBa OTKIOYEHa, TO NPOBEPbTE TONbKO AENCTBUTENBHOCTb KanMbpoBKN).

MABHOE OKHO - COCTOAHUE KANNTMEPOBKU U KK

MapameTp

JloT peareHTa

¢i

Kanut
KK

ASSAY/HOME

PUSH START BLITTOM TO ASSAY

0102045 15:23

Haxmume KHOMKy 3arycka aHanusa

Tm CADIIN )

REAGEMT 15 SAMPLE INFO
|:Tn|

lyck, lNpos-ka, Hacmp-ku, Ynp-e

Cocm. peazeHma, VIHeh. o npobe

1011602014 ':.,.ﬂ-L 25 1':'2|:|15 2T DAYE e

/ l::l%’!\
[y

BbIbMpas
(Ecnu dyHKUMA BNOKMPOBKM MO

OcTaTo4HbIl CPOK, AHU

Cpok rogHocTn

Haszad

lpumeyarue: [lns mecmos,
omcymecmeytom, rocie

rnosiy4eHuem KomaHO

20e OelicmeumeribHbie OaHHble KanubpoeKku unu KOHMPOss Kadyecmea
3anycka nakema aHanuszoe 6ydem ebigedeHo coobuweHue 06 owubke.
Umobhb! npodomkums ebINONHEeHUe aHanu3os, ydanume 3anpoc 0ns amod no3uyuu. lNeped 3anyckom
aHanu3a rpobb! nayueHma 6bINoHUMe aHanu3 Kanubpamopos u/unu KOHmMposbHbIx npob. Meped
peKkomeHOyemcsi  rpoeepumsb
delicmeumesibHOCMb KalubposKU U KOHMPOJIS Kadecmea 07151 8Cex 3apeaucmpupo8aHHbIX Mecmos.

om ynpaernsarnuweco

Komribromepa

12.2. MNony4eHue nHcpopmaumm o npobde

NHgpopmauuio o npobe MOXHO MOMyYMTb MO 3anpocy K yNpaensiolemMy KOMMbOTEPY ¢ UCNonb3oBaHnem ID
npo6bl (SID) B KayecTBe KpuTepusi noucka. Huxke onvcaHa npouedypa MonyyeHus 3anpocoB WM ApYron

nHcopmaumm anst Npob NauneHToB.

AHanusatop PATHFAST mMoxeT nony4aTb crieyoLyto nHdopmaumo o npobax:
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e |D nauneHTa
e ma nauneHTa

e [laTa poxaeHus (He oTobparxaeTcsa Ha aucnnee npubopa)
e [lon (He oTobparxaeTtcsa Ha aucnnee npubopa)
e Homepa TecTtoB (OTobpaxatotca Ha gucnnee npubopa Kak Koabl aHanm3oB)

1. B npaBom yrny naHenu Hasurauum B rmaBHoM MeHto [AHanua/[naBHoe] (ASSAY/HOME) pacnonoxeHa

kHonka [3anpoc] (QUERY).

. OTa KHOmMKa NosiBNSIETCA TOMbKO B TOM cny4vyae, ecnu B HaCTpOIZKaX CBA3n C ynpasBnAalLWnm

KOMMbIOTEPOM BbiOpaH pexum nepunogunyveckon cesasm ASTM.

OKHO AHANWUS / TMABHOE

ASSAY/HOME

PUEH START BUTTOMN TO ASSAY

DN 2015 10:48
3 (creck ) [serup | [ ADmin

[REAGENT sTATUS | [ SAMPLE INFO

KHonka nycka

cTnl

2. Bbibepute kHonky [3anpoc] (QUERY)ans Bxoga B OKHO 3anpoca.
coobueHune: «Cuntathb ID Npobbl pydYHbIM CKAHEPOM LUTPUXKOAAN:

3AMPOC, OKHO 1

ASSAY/HOME ,

Haxmume KHOMKy 3arycka aHanusa

lyck, lNpos-ka, Hacmp-ku, Ynp-e

Cocm. peazeHma, VIH¢h. o npobe

(Mapamemp)

Haszao

I'IpM 9TOM Ha 3KpaHe nodAaBUTCA

HANDHELD BARCODE READER NOW OPERATABLE..

Py4Holi ckaHep wmpuxko0o8 20mos K
pabome. ‘

01/10/2015 18:06 |

HOST QUERY

. 3anpoc

CAPTURE SID BARCODE DATA WITH
HANDHELD BARCODE READER.

SID

Cyumams 1D npobbi pyYHbIM
CKaHepoM wWmpuxkooa

ID npobsi

OmmeHa
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3. CuuTtaite WTpmxkoa npobbl, YToObI NONy4nTh 1D NPO6HLI.

CunTbIiBaHWE LWITPUXKOAA PYYHBIM CKAHEPOM

4. Ecnu ckaHep He MOXeT CYMTaTb LUTPUXKOA, UMK e Bbl XOTUTe BBeCTM |D Npobbl BpyyHYHO, HaXMuTe Ha
none eeoga ID npobbl, 4TOObl BLIBECTU HA AVUCNIEN MOMHYIO KNaBmnaTypy:

OKHO AHANTU3/TNABHOE - UH®OPMALINA O NMPOBE

ASSAY/HOME

01/10/2015 18:07
SAMPLE INFO. WUHpopmayusi o npobe

SID

{ ]CERJ ID npobbi
Jauislisgeelioie
a)wjle)ir)itiy)u)bie)e)iUi)
aslditigiiy sy
z)le)vjp)inm WU

Shift J Space J BS J

SN | Omuena

MonHas knaBmaTypa

=  [nuHa: 1 — 20 cMMBOIIOB C NOJHOW KraBuaTtypsbl. [lonyCcTuMbl BCE CUMBOJbI, BKINtoYas npobden.
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5. Haxwmute kHonky [OK] Ha nonHom knaBuaType Ans BbiBOAA NMoATBepxaaroLlero coobuieHus u nocne
noaTeepxaeHus (OK) nossutcst coobLieHne 06 yCTaHOBNEHUN CBA3U C BHELLHUM KOMMbIOTEPOM:

3ANPOC, OKHO 2 3ANPOC, OKHO 3

ASSAY/HOME ASSAY/HOME

HANDHELD BARCODE READER NOW OPERATABLE..

01/10/2015 18:08 | : 01/10/2015 18:07 |
HOST QUERY . 3anpoc HOST QUERY - 3anpoc
3anpocums
QUERY TO HOST COMPUTER WITH komnetomep 06 | COMMUNICATING WITH HOST...
FOLLOWING SID? ID rpo6I? Yemaroenerue
cesAsu...
sSID ID rpobebi
[ 12345678 } (12345678)

CANCEL OK, OmmeHa CANCEL OmmeHa

6. [locne ToOro, kak MHcopmaLms o Npobe ¢ ynpasnsALLero KomnbloTepa 6yaeT nonyyeHa, asBToMaTUYECKU
BbIBOAMTCS NoKa3aHHoe Hmke OkHO [MHdopmaumsa o npobax, okHo 1]. B atom okHe mapameTtpbl u ID
npo6 Mnu cooTBETCTBYIOLWME AaHHbIE O NaLUMeHTax paccTaBnalTCsa B nopsgke 3anpoca.

NHPOPMALIMA O NPOBAX, OKHO 1

SAMPLE
PUSH START BUTTONTO ASSAY Haxxmume KHOMKy nycka dns Hayana
aHanusa

0110/2015 14:40

lyck, Npos-ka, Hacmp-ku, Yrp-e

REAGENT STATUS ( SAMPLE INFO l Cocm. peazeHma, VIH¢h. o npobe
PATIENT £ 4
PATIENT Hcto 40 L2
MapameTp

PATIENT  Hecto 40.0%
PATIENT Hct% 40 09

Homepa PATIENT Heth 20.0%

KaHasnoe
PATIENT Hct®: 40.C%

BHumaHue: Ecnu 3anpocsi rosny4eHbl 0m yrpaesnsiouieeo KoMrsiomepa, Kaxxo0oMy mecmy HasHadyaemcs
Heu3MeHsiemMasl ro3uUyusi, KaK rokasaHo Ha pucyHke ebiue. Crnedyem ycmaHo8UMb Kapmpuodxu C
peaeHmamu u rnpobbl nayueHmMo8 coomeemcmeeHHO Ha3Ha4YeHHbIM Mo3UUUsIM.
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* Bbl MmoxeTe BbIOpaTh, kakas MHopmMauus 6ygeT nokasaHa B 3TOM OkHe B kadecTtse |ID (mogpobHee
cm. B pasgerne 10.6 «Hactpownkn JIUC»):
e IDnpo6bl  (SID)
¢ ID naumenTa (PID)
e lvsa naumeHTa

3anpocel, cogepxalme KOMOMHALMIO aHanM30B, KOTOPbIE HE MOTYT ObiTb BbINOMHEHBI O4HOBPEMEHHO. B
npnbope PATHFAST peareHTbl [OMKHbI UCMNOMb30BaTbCA B COOTBETCTBMM C  MPOTOKOSIOM,
YCTaHOBMEHHbIM Al KaXZoro peareHta. AHanmsbl, UCMOMb3YHOLME OOUH U TOT Xe MPOTOKOS, MOryT
BbINONHATECS OOHOBpPEMeHHO. Ecnu  aHanusbl BbIMOMHATBCA € MCMOMb30BaHUEM  PasnUyHbIX
MPOTOKOJI0B, OHW NPOBOAUTBLCA B OTAENbHbIX MakeTax aHan13oB.

protocol 3
protocol 2 | .
protocol 1 - TAT
+cTnl
* Myo
+ CK-MB
+ D-Dimer
+ NTproBNP

Ecnn oT ynpaensowero KkomnbloTepa OygeT MonyvyeH 3anpoc Ha psa aHanvsoB € pasHbIMU
npotokonamu eblinonHeHns, PATHFAST crpynnupyeT Ux B NakeTbl MO NPOKOraM U BbiBeAEeT rpynnbl Ha
avcnnen.

BblIEOP AHAIIN30B, OKHO 1

3arpoc protocol 1 ASSAY/HOME “Omu napamempsi

THESE ITEMS CAN NOT BE ASSAYED TOGETHER.

T i smMecme He
*Cln :D Cclin aHanuaupyromcesi
+ Myo * Myo 01/10/2015 14:40
* CK-MB - CK-MB SELECT ITEM. Beibop

napamempa

- TAT

C ﬁ cTnl
protocol 2 |

- TAT

Ecnu Bbl BbIbepeTe nNakeT NepBOCTENEHHBIX aHANM30B M NogTBEPANTE CBON BbIGOp kHonkow [OK], To B
okHe [MHdopmauma o npobax, okHO 2] nosBMTCA coobLLeHWe, yBeJOMISAKOLWEE O TOM, YTO aHanmabl
3apesepBMpOBaHbI.
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BblEOP AHAINN30B, OKHO 2 NHPOPMALINA O MPOBAX, OKHO 2

ASSAY/HOME : SAMPLE

THESE ITEMS CAN NOT BE ASSAYED TOGETHER Smu napamempsb| PUSH START BUTTON TO ASSAY. ;Ha)mwume
He Mo2ym iKHOIMKY 3arycka
‘aHanu3a

01/10/2015 15:23 | :8Hanusuposambes 01/10/2015 17:27

00HOBPEMEHHO { :
SELECT ITEM. o l : ! CHECK T P Tm1 ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

(REAGENT STATUS | [ SAMPLE INFO. 1

cTnl PATIENT  Hct% 40.0%
0010807

M&(O PATIENT Hct% 40.0%
0010807

CK-MB PATIENT Hct% 40.0%
0010807

PATIENT  Hct% 40.0%

PATIENT  Hct% 40.0%

PATIENT  Hct% 40.0%

10. OTnoxeHHble aHanu3bl COXPaHSOTCS BO BHYTPEHHeW namstu npubopa u nocrne 3aBepLUeHUs NepBoro
LMKNa oHW BbiBOASATCS B OKHO [MHpopmaums o npobax, okHo 3].

3ABEPLUEHUE LWUKINA MHOOPMALINA O MPOBAX, OKHO 3
ASSAY COMPLETED. AHanus 3asepuwieH PUSH START BUTTON TO ASSAY. Haxmume
; KHOMKY
01/10/2015 18:12 01/10/2015 18:22 (3alycka
assay [EII3N [ | 1 I : CHECK I SETUP I ADMIN I""”a”“3a
’ 4 REAGENT STATUS ] ( SAMPLE INFO 1 (REAGENT STATUS] ( SAMPLE INFO 1 ....................................

TAT PATIENT Hct% 40.0%

LANE | PATIENT  Hct% 40.0%
0010807

0010807
Moyo PATIENT  Hct% 40.0%
0010807

CK-MB PATIENT  Hct% 40.0%

PATIENT Hct% 40.0%

PATIENT Hct% 40.0%

0010807
NOT USED PATIENT Hct% 40.0%
NOT USED PATIENT Hct% 40.0%
NOT USED PATIENT Hct% 40.0%

e Ecnu B namsatn coxpaHeHo Gonee OQHOro naketa aHanmsoB, TO OKHO [BbiGop aHanm3oB, OKHO 1]
NosIBUTCS CHOBA 411 TOro, YTOObl BbIOpaTh CrieayoLw il NakeT aHanm3os.
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11. Ecnn B okHe [MHopmauusa o npobax, okHO 2] (OCTalTCA He3aHsITble NMO3MLMKU, Bbl MOXETE 3anpoCcuTb
OT ynpaBnsoLLEero KoOMnbloTepa 3asBKy Ha Apyryto npoby.
Bbibepute kHonKy [UHdopmaumsi o peareHTax] (REAGENT STATUS) B MmeHw [AHanus/[naBHOE]
(ASSAY/HOME) 1 nosTopuTe warn 1 — 9, onucaHHble BbiLUE.

e Ecnu aHanusbl He MOryT GbITb MPOBeAEHbI OAHOBPEMEHHO, ByayT 3anofHeHbl cBOOOAHbIE MO3MLKK
APYroro nakeTa aHanu3oB. 3TV aHanusbl 6yAyT XPaHUTLCS BO BHYTPEHHEN NamsiTU NpOTOKonNa.

12. Ecnu 3anpoc OT ynpaBnsitoLLero KOMnboTepa He Nony4YeH UM nosly4eHo CrvKOM MHOro 3arnpocoB, Ha
OVcnnen BoIBOAATCS cnegyoLwme coodLleHuns:

= Ecnn 3anpoc He Nony4eH:

«3anpoc He nony4eH. MpoeepbTe ID Npobbi».
[NO ORDERS RECEIVED. CHECK SID]

" Ecnu nony4eHo CriMKoOM MHOro 3anpocoB:

«npeBbILIJeHO MakcunmMmalsibHoe 4uCno TEeCTOB.

aHanmsoB».

MepeHecute 3Ty npoGy B crnegywowuii naket

[EXCEED CAPABLE TEST NUMBERS. ASSAY THIS SAMPLE IN NEXT]

e  /36bITOYHbIE 3aNPOCHl XPAHATCH BO BHYTPEHHEN NaMATK.

Kpome Toro, ecrnv Bo BpeMsi CBA3W C yNpaensitoLLMM KOMMbIOTEPOM BO3HUKHYT OLUMOKK, Ha gucnnen
BbIBOAATCSH COOTBETCTBYIOLLME coobLleHms 06 owwmbkax U Koabl ownbok. Bonee nogpo6GHo cm. B
pasgene 14.4 «Coo6LeHnsa 06 owmbKkax».

13. MNocrne OKOHYaHMSA MOMYYEHUS KOMaHA OT YMNpaBnSAOLEro KOMMboTepa NpoBepbTe MHAOPMaLMIo ans
Kaxxgon npobbl B okHe [UHdopmauus o npobe]. [Ing npocmoTpa nogpobHOCTEN HAXMUTE HY>KHbIA HOMEpP
kaHana [LANE NO.], nocne yero 6ygeT BbiBegeHo OkHO [PegaktupoBaHue uHdopmaumm o npobel.

OKHO UH®OPMALINA O NMPOBE, PEOAKTUPOBAHUE

Homep
KaHana

SAMPLE

HANDHELD BARCODE READER NOW OPERATABLE

SAMPLE INFO.
ITEM cTnl
LANE B} 4
. 5 samPLE  PATIENT
~ TYPE WHOLE BLOOD
Hoto (40,0 )
sID (00228411303 )
PID 99999991
PATIENT  William. Ford
NAME
DEL :
——————  zmemeeesy |

Pyy4Hol ckaHep wmpuxkodo8 20mos K
pabome.

01/10/2015 19:31 [.

UHgbopmayus o npobe

lNapamemp
Jlom

lpoba

Tun npobsbi
emamoxkpum

ID npobs

ID nayueHma

Wmsi nayueHma

Yoanums, OK, OmmeHa

14. Ons yoanenus Hcpopmaumm o npobe BoibepuTte kHONKy [Yaanute] (DEL). Byget BbiBegeHo coobuieHue:
«Ypanutbe nHgopmauuo o nosmummn?» (DELETE LANE INFORMATION?).
Y106kl MoaTBEPAUTL yaoaneHue nHdopmaumm o npobe naumeHTta, HaxmuTe kHomky [OK]. Bbl moxeTe
npoeepuTb B OkHe [UHdopmaumst o npobax] (SAMPLE INFORMATION), 4to uHdopmaums B 3TOM

no3unumMun yaaneHa.
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e Ecnv BO BHYTpeHHel namsaATM npubopa UMelTCsl 3apes3epBMPOBaHHbIe aHamnusbl, KoTopble
COBMadaloT C rpynnoii, MOMeYeHHOW Ha yaaneHue, OHM aBToMaTMYecky ByayT nepeHasHayeHsbl
Ha Te XXe camMble KaHasbl.

15. Ytobbl M3MEHWUTb 3Ha4YeHne remaTokpuTa Ans npobbl, HaXxXMUTE Ha norne BeBoda rematokputa (Hct%) un
BBeAMTE HOBOE 3Ha4yeHue C NosiBUBLLENCS LMPOBOK KnasuaTypbl.

e [onyctumbin untepsan: 0,000 — 60,0 (ucxogHoe 3Ha4veHue: 40,0).

= Ecnu npoba He pacno3HaHa Kak npoGa LenbHOW KpoBW, 3HAYeHWe remaTokpuTa Ha aucnree He
oTobpaxaeTcs.

BHumaHue: He pedakmupytime |D npobbi 8 no3uyuu, HazHa4eHHoU yrpasssitouuM KOMIIbIOmMepOoM.

16. BbinonHuTe Takyto e npoueaypy AN BCexX ocTanbHbIX Npo6 LenbHOM KpoBU.

17. MNocne npoBepkn BCEX AaHHbIX BEPHUTECH B OKHO [MHdopmaumsa o npobax] (SAMPLE INFORMATION)
ANS NOArOTOBKM K 3anycKy nakeTa aHanu3os.
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12.3. MNoaroTtoBka npubopa n npob
12.3.1. YcTaHOBKa KOHTeMHepa AnsA oTpaboTaHHbIX HAKOHEYHUKOB

lMepen noarotoBkoW Mpob M peareHTOB NPOBEpPbTE, HE COAEPXKATCHA U B KOHTEWHEPE WCMOSNb30BaHHLIE
HaKoHeYHWKK. Ecnn Heobxoanmo, ONOPOXKHUTE KOHTEMHEDP U YCTAaHOBUTE €ro Ha MecTo.

lMpumeyvaHue: KoHmeliHep Onsi ompabomaHHbIX HaKOHEYHUKO8 criedyem 3aMeHsimb 4depe3 Kaxoble 20
rakemoe aHasu308 Uru exeHeoes1bHO.

YcTaHoBKa KoHTelHepa ans oTpaboTaHHbIX HAKOHEYHWNKOB
12.3.2. MNogroTtoBKka Npo6

Tunbl Npo6 (UuenbHasi KPOBb, NMasMa WU CbIBOPOTKA), aHTUKOArynsiHTbl U 06bEMbl MPo6 3aBUCAT OT
KOHKpeTHoro TecTta. [ogpobHee CM. MHCTPYKLMM K COOTBETCTBYIOLLMM HabopaM peareHToB.

Mpu oT6ope npob n nx obpaboTke cneayvTe obLLMM MHCTPYKLMSAM MO TEXHUKE Be3onacHoCTU.
12.3.3. MNoaroroBKa KapTpuUaXKen ¢ peareHTaMM U UX yCTaHOBKa B npu6op

Mpn noaroToBke KapTpPUMKEN C peareHTamu Afs BbINOSIHEHMS aHanNu3oB cobntogante NpuMBeaéHHbIE HUXKEe
Mepbl NPeaoCTOPOXHOCTH:
e Bo un3bexaHune KOHTakTa C peareHTamu unu npobamu nonb3ynTechb 3aWUTHLIMU MepvaTkaMmu U
MacKoWn.
e BbinonHanTe aHanuabl BCKOpe MOCre M3BMEYEeHUs KapTpuaxen ns xonoguneHuka. He octaBnante
KapTPUIDKN BHE XONOAUNbHNKA Ha NPOOOIKUTENBHOE BPEMS.
e Crnepaynte VHCTPYKLUMAM, BIIOXKEHHBIM B HaOOpPbl peareHToB.

1. Wasenekute KapTpuoxXun Cc peareHTamMmn U3 xonoausnbHUKa. BcTtaBbTe KapTpunoXun B nasbl HYXHbIX CIOTOB
KacceTbl anA KaprMD,)KeVI 1 3aBMHbTE UX 00 ynopa.

Mpu ycTaHoBKe KapTpuaxelh B KacceTy cobGniogante criegylolme Mepbl NpPeaoCTOPOXHOCTY.
HecobniogeHne aTux NpaBun MOXET NPUBECTU K OLUIMBOYHLIM pesynbTaTam.

o [lepxute kapTpuku TONbKO 3a KpaW. He npukacanTecb nanbuaMmyn K 3aliMTHOM aroMUHUEBOW
donbre 1 CHETHON NYHKeE.
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e Cnegute, 4TOObI B CHETHYIO NYHKY HE Monaganv Kannm CrioHbl (Npu Belgoxe). ATO MOXET NPUBECTU
K OLLMBOYHbIM pe3ynbTaTam.

e He ucnonb3ynte KapTpPUIKN, €CAN OHW Cry4YanHO ynanu Ha non.

I'Iepe,u, BbINONTHEHMEM aHanuM3oB Yydannte nNy3blpbKW BO34yXa U3 d4YeeK KapTpuaxa u Kanim C

BHYTPEHHEN CTOPOHblI antoMUHMEBOW DOMbMK, OCTOPOXHO MOCTy4aB KapTPUOKEM O MIOCKYI0
NMOBEPXHOCTb.

BcraBka kapTpuopka c peareHTamm B KacceTy

2. C nomoLLblo NUNEeTKN unu gosaTopa BHecuTe Npoby B NyHKY Ans Npob Ha kapTpuaxe A0 METKM BHYTPU
nyHku. Mepen Havanom aHanusa yaanuTe 13 nyHKU Ny3blpbKy BO34yXa.

JNlyHkn ana npo6
Ha kapTpuaxax

BHeceHune npob B NyHkK

BHumaHue: Ecnu KomaHObI nosnyyYeHbl Om yrpasnsoueao KoMbomepa, KaxxooMy mecmy HasHayaemcs
Heu3sMeHsiemMasi ro3ulusi, Kak roka3aHo 8 OKHe uHgopmayuu o rpobax. Crnedyem ycmaHo8UMb
Kapmpuoxu ¢ pe2eHmamu U rpobbl NayueHmoeg coomeemcmeeHHO Ha3Ha4YeHHbIM MO3UUUSIM.
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3. OTkpoiTe nepeaHioto ABepLy NpMbopa 1 yCTaHOBUTE B HETO KacceTy C KapTpumKamu.

YcTaHOBKa KacceTbl C KapTpuaxamm B npubop
12.3.4. YcTaHOBKa ogHOpa30Bbix HakoHeuHukoB PATHFAST

McnonesyinTte B aHanusatope PATHFAST Tonbko cneuvanbHO npegHasHayeHHble Ans Hero ogHopasoBble
HaKOHEYHUKMN.

HakoHeuyHunkn PATHFAST
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1. WsBnekute HOBble HAKOHEYHWUKU U3 YNaKOBKM U YCTaHOBWTE UX B rHe3da Ons HAKOHEYHMKOB CTPOro
HanpoTUB YCTaHOBIEHHbIX pabounx kapTpumkein. CrapaiTecb u3beraTb 3arpssHEHUS WK
NOBPEXAEHNS KOHLIOB HAKOHEYHUKOB.

YctaHoBKa HakoHevyHukoB PATHFAST

2. [ocne ycTaHOBKM OOHOPa30BbIX HAKOHEYHWKOB B MX FHE3[a 3aKpownTe A0 yrnopa NepefHio Asepuy
npubopa.

3akpblBaHuWe nepeaHen aAsepupl
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12.4. 3anyck v BbINOSIHEHME NakKeTa aHanNu3os

12.4.1. 3anyck nakeTa aHanM3oB

1. D,J'Iﬂ 3anyckKa naketa aHaln3oB HaXXMUTe KHOMKY nycka @ B 0651aCTN NO43aroNoBKOB MEHHO.

BHumaHue: 3anyckalme aHanu3 rnpob HemedneHHO nocne ux nodzomosku. OcaxdeHue KpO8sHbIX
Knemok 8 npobax uenbHOU Kposu unu ucrapeHue npob Moxem rpueecmu K He8epHbIM
pe3ynbmamam aHanu3os.

lMepen HenocpeAcCTBEHHbIM HayanoMm aHanu3oB aHanudatop PATHFAST BbINONHUT HECKONbKO MPOBEPOK.
Mpn obHapyxeHMn KakMx-nMbo Henonagok OyoeT BbiBegeHO coobuieHne o6 owunbke. He otxoamTte oT
npubopa, 4Tobbl UMETb BO3MOXHOCTL NPY HEOBXOAMMOCTU NPEANPUHATL HYXXHblE OENCTBUS B 3aBUCUMOCTH
OT KOHKpeTHoro coobuweHusa o6 owwnbke. MNogpobHble cBegeHua 06 3aTMx coobuieHusix cMm. B rnaee 14
«YcTpaHeHMe HeUCNPaBHOCTEN Y.

2. Bo BpeMA BbINOJIHEHUA aHalMM30B Ha avcnnen GWJ,QT BbIBOOUTbCA crneayouiee OKHO:

OKHO AHANKX3 NPOB

RTINS Ndem aHanus, asepweHue yepes 15
MUH
OAHN204S 18:34
L. Awanus, Mpos-ka, KHorka ocmaHoeKu
REAGEMT STATUS SAMFLE INFO
Cocm. peazeHma, VIH¢h. o npobe
cTnl PATIERT
Homep 201112150001 ‘\\
KaHana cTnl FATIENT -
201112190002 Tun npoBbi
MapameTp
cTnl FATIEMT
201112150003
cTnl FATIEMT
ID npobe 301112180004
MOT LSE
NOT USED

o [locne 3anycka naketa aHanu3oB aHanusaTop PATHFAST npoBepseT KapTpuKu C peareHTamu,
napameTpbl 1 TUMbI NPO6 (LenbHas KPOBb UMW ApYroe) B KaXA0W NO3vMuun 1 BbIBOAMT MHopmMaLmio,
nokasaHHyl0 Ha pucyHke Bblwe. Ecnn npoba He pacnosHaHa Kak uenbHas KPOBb, 3Ha4YeHue
rematokpuTa (Hct%) ana Heé He nokasbiBaeTcs.

e HaxaTume KHOMKN OCTaHOBKM | u B 06nacTv noasarofioBKOB npuBeaeT K npepbiBaHUIO npolecca
aHanmsa. I'IpM 9TOM Ha gucnrnee noaBmuTcA 3anpoc Ha noareepXxageHune rnpepbiBaHnA.

3. [aHHble 0 Npobax MOXHO pedakTMpOBaTb MOCHe 3anycka nakeTa aHanun3os.

Ons atoro BbibepuTe kHonky [KaHan (Ne)] (LANE NO.) B okHe [MHdopmaums o npobax] (SAMPLE
INFORMATION) u BbinonHuTte warn 2 — 6 pasgena 6.2 «PegaktTupoBaHue AaHHbIX Ans NpoobI».
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BnumaHue: He pedakmupytime ID npobbi 6 no3uyuu, HazHadyeHHoU yrpasnsowuM KOMIbHMepOoM.

lMpumeyvaHue: Cnedyem 3asepuwiumb pedakmuposaHue OaHHbiXx Ornisi npob 00 OKOHYaHUST 8bIMOSTHEHUS
nakema aHanu3os. Ecrnu Ha MOMeHM OKOHYaHUs aHasu3o8 Ha oucrinee 6ydem omobpaxxambCsi OKHO
pedakmuposarus [PedakmuposaHue] (EDIT INFORMATION), usamepeHHble pe3yrnbmamel Ha rnedams
He eblgodsimcs. [Ipubop ebieedem coobweHue ¢ 3anpocoMm, b6ydeme nu Bbi npodomkamb
pedakmupogaHue OaHHbIX unu Hem. Cnedylme UHCMpyKuUsIM, nosensowumMmcs Ha oucrinee.
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12.4.2. BbiBOA pe3ynbTaToB

Mocne 3aBeplueHWst MakeTa aHanu3oB M3MEpPeHHble pe3ynbTaTbl pacrneyaTbiBaldTCA Ha BCTPOEHHOM
npuHTEpPE, U Ha ancnnen BoiBoanTCS rnaBHoe okHo [AHanus/naBHoe] (ASSAY/HOME).

Mpumeyarue: Ecnu npubop HacmpoeH Ha MEepPechiiKy pes3ynbmamoe Ha 6HEeWHUU KOMIbomep, ama
nepecsinika ocyuiecmensemcsi o Hadana pacrnedamku.

Hwxe nokasaH npumep pacnevaTku pesynbTtaTta Ans npobbi.

PacnevaTka gaHHbIX

DATE: 01/10/2015 14:55
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: 12/12/1965
PATIENT SEX:M

INSTRUMENT SERIAL: 1511D2600
PROGRAM VERSION: 4.0.0
OPERATOR ID: USER1

REAGENT LOT: 1011610219
CALIBRATED ON: 01/10/2015

OnucaHue

«— [aTta n BpemMs Ha4yana aHanusa

« ID npobsl

«— Homep kaHana

« MapameTp

«— PesynbTaTt B eAnMHULAX U3MepeHus

« lMpumeyaHusa, pasgensoTcs 3anaTbiMu

< Tun npoObl: (LenbHas KPOBb, 3HAYEHNE reMaToKpuTa)

« lMpoba (MauwneHT)

N+« ID nauueHTa

WHdopmMaumsa o naumeHTe (Mms, aata poxaeHus, non)

C ynpasnaowero kKomnbotepa

«— CepuiiHbIi Homep npubopa

< Homep Bepcum nporpammHoro obecneyeHns
«— ID onepartopa

< Homep nota peareHTOB

« [aTta kannbpoBkun
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12.4.3. YTnnusauus ucnosib30BaHHbIX KapTPUAXen U HaKOHeYHUKOB
1. YTunusauusa ncnonb3oBaHHbIX HAKOHEYHUNKOB:

M3BnekuTe KOHTEVIHep ana OTpaGOTaHHbIX HaKOHEe4YHUKOB U3 an6opa n yTVIJ'IVI3VIpyl7ITe MCNoJib30BaHHbIE
HaKOHEeYHUKW. I'Ip|/| yTunnsaunmm HakOHEeYHUKOB cnep,y|7|Te COOTBETCTBYHOLLMM HOpMaTMBamMm yTunmsauumu
Ouonorudecknx oTxonos. [Nocne OMOPOXHEHNA ONATb YCTaHOBUTE KOHTEVIHep B I'Ipl/l60p.

Mpumeyarue: KoHmeliHep 0ns ompabomaHHbIX HAKOHEYHUKO8 criedyem 3aMeHsimb yepes Kaxoble 20
rakemoe aHasnu308 Urnu exeHedesnbHo.

MNaBneyeHne KOHTeIZHepa and OTpa6OTaHHbIX HakKOHe4YHUKOB

2. YTunusaums Ncnosib3oBaHHbIX peareHTHbIX KaprVIﬂ)KeVIZ

W3BneknTe KacceTy Anst kKapTpuaxken n3 npubopa 1 BbiHbTE U3 HEE UCMOSb30BaHHbIE KAPTPUMXKK, crierka
NPUNOAHSIB KapTPWUAXK 3a Kpah M MoTAHYB Ha cebs. [JelcTBYWTE OCTOPOXHO, 4YTOObI He MponuUTb
peareHTbl. [pu yTUNusaummn KkapTpumken cnegynte MECTHbIM HOpMaTuBaM yTunmsauum ronornyeckmx
OTXO[OB.
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13. TEXHUYECKOE OBCJTYXUBAHUE

B maHHoOM rmaBe onucaHbl Npoueaypbl NEPUOANHECKOTO TEXHNUYECKOTO 0BCNY)XMBAHUS U 3aMEHbl PacXoOHbIX
maTtepuanoB. [lpy BbINOMHEHUN TEXHUYECKOrO OBCAYXMBAHMSA BbIKNOUMTE MpMOOP Y NONb3ynTECH
COOTBETCTBYIOLLMMW CpeaCcTBaMU 3aLLMTbI (MepyaTtku, ovku, nabopaTtopHble xanaTbl U T.4.).

Mpnbop, KoMNNekTyLmne 1 pacxogHble MaTepuansl Heobxoammo cogepxaTtb B yictoTe. [Ins 3anucen 060
BCEX BbINOMHEHHbLIX npoueaypax Beaute «XKypHanm TexHUu4Yeckoro obcnyxmBaHus», obpasel, KOTOporo
npuesenéH B pasgene |V BBogHon Yactu HacTosiwero PykoBoacTsa.

Mpouenypa ouncTtkm npubopa onucaHa B n.13.1.1. «ExxeHepenbHoe TexXHUYecKoe OOGCRyXuBaHUE» U
13.1.2. «kExxemecsiuHOe TeXHU4YEeCKoe 06CcnyKuBaHue».

Ona ounctkm npubopa wucnonb3ymTe TONMbKO Cpeacta, nepeyvcrnieHHble B rnaee 13 «TexHu4veckoe
obcnyxuBaHme». Ecnm Bbl  HamepeHbl  ucnonb3oBaTb  ApyrMe  cpeactea, NpeaBapuTEnbHO
NPOKOHCYNbTUPYNATECH C ANCTpUbbIoTopomM PATHFAST.

Ecnun npnbop HyxgaeTtcs B pemMOHTe unu 3ameHe obpawantecb Kk guctpnbbiotopam PATHFAST B Bawwen
cTpaHe. lNepea Tem Kak OTNPaBuUTb NPUOOP B PEMOHT UMM Ha 3aMeHy, noXanyncTta, NpoBeAnTe ero O4UCTKY
cornacHo n.13.1. «TexHn4yeckoe ob6cnyxuBaHue, BbINOJSIHAEMOE Nofib3oBaTenemy».

13.1. TexHu4yeckoe obcnyxnBaHue, BbLINOJIHAEMOE NoJib3oBaTesiem
13.1.1. ExxeHepenbHoOe obcnyxnBaHue

1) 3ameHa koHTelnHepa na oTpaboTaHHbIX HAKOHEYHUKOB:
KoHTeliHep ans oTpaboTaHHbIX HAKOHEYHWUKOB CIEAYeT 3aMeHsITb Yepes kaxable 20 nakeToB aHanM3oB
UNN exxeHenensHo, B 3aBUCUMOCTM OT TOrO, YTO NMPON30MAET paHbLLe.

2) Yuctka KacceTbl 4Ns KapTPUOXKENR:
MpoTpuTe KacceTy TKaHb, CMOYEHHOMW STUMOBBLIM CMUPTOM.

3) YuncTka noBepxHOCTU paboyen NnaTtopmbl:
MpoTpuTe NOBEpPXHOCTb paboyen NnaTtdopMbl TKaHb, CMOYEHHON 3TUNOBLIM CIIMPTOM.

KoHTeiiHep Ana oTpaboTaHHbIX HAKOHEYHUKOB KacceTta ansa kapTpuoxeit
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Mrnbl npoOGOHNKOB

Pa6oyas nnatdopma

MoacTaBka nop,
HAKOHEeYHUKN

13.1.2. ExxemecsiuHOe o6cnyKuBaHue

Cne,qyroume npouenypbl HEeoOXOAMMO BbIMNOSHATL EXXEMECSAYHO.

1)

2)

3)

YuncTka npnbopa cHapyxu:

MpoTpuTe kopnyc npubopa CHapYXW TKaHbK, YMEPEHHO CMOYEHHOW HENTpanbHbIM MOKLLUM
CpPeaCTBOM.

BHumaHue: He dornyckalime nonadaHusi Morouje2o cpedcmea eHympb npubopa.

YucTka urn npobonHMKoB:

Cnerka npoTpuTe wrmbl NPOOOMHMKOB MO O4Yepeau TKaHblo, YMEepPeHHO cMmoyeHHon (6e3 kanenb)
3TMNoBbIM cnUpToM. KoHubl Mrm NpoGOMHMKOB OYeHb OCTpble, OEWCTBYMTE C OCTOPOXHOCTbIO! Bo
nsbexaHue 3arpas3HeHus urn NpoboNHNKOB NpUKacanTecb K HUM TOMbKO B NepyaTkax.

YUncTka NoacTaBKM NO4 HAKOHEUYHUKU:

MpoTpuTe NOBEPXHOCTb MOACTABKM MO HAKOHEYHUKU TKaHblO, YMEPEeHHO CMOYEHHOW 3TUIIOBbIM
cnupToMm. [ns YACTKM THE3A USHYTPW UCMOMb3YiTe BaTHbIA TAMMOH HAa Masioyke, CMOYEHHbIN 3TUMOBbLIM
cnuptom. Bo wu3bexaHne nNepekpecTHOro 3arpssHEHWs WCMOMb3ynTe ANA Kakdoro rHesfga HOBbIV
TaMIOH.
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N

XKK-gucnnen ¢
CEHCOPHOWN NaHenbto — P ATHEAST [NepenHsasa oesepua

13.2. TMpouee
13.2.1. 3ameHa 6ymaru B npuHTepe
[nsa 3ameHbl 6ymaru B npyHTEPE HEOOXOAMMO BbINOMHUTL CEeayoLWyo npoueaypy:

3ameHa bymaru B npuHTEpE

1. OrTkpoviTe KpbILWKy NpUHTEpPa (BHWU3Y CNeBa Ha nepegHen naHenu npubopa), HagaBuB Ha €€ cepeaviHy.

2. TloTaHMTe 3a py4Ky B LieHTpe, YTOGbl OTKPbITh KpbIKYy GymarodepxaTens NpuHTepa, Kak nokasaHo Ha
PUCYHKE HUXE.

& BHumaHwue: [lenctBynTe OCTOPOXHO BO n3bexaHne TpaBmbl 3ybuamm pesaka.
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4. V3BnekuTe MCMOMb30BaHHbLIA PYNOH Bymarn M BCTaBbTe HOBbIN PYMNOH Tak, 4YTOObl CBOBOAHLIN KOHEeL,
pacnonarancs cBepxy. 3aTtem 3akpouTe KpbllKy Oymarogepxartens v oTopBuTe MULIHIOW Oymary o
3ybubl pe3aka.

5. 3akponTe KpbiLWKy NpUHTEpPA.
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13.3. PeKomeHnyemaﬂ nepnoanN4IHOCTb TEXHNYECKOro 06C.l1y)KMBaHVI$I

Ona obecneyeHusa onTumanbHOro kadectsa pabotel Bawero aHanuszatopa PATHFAST pekomeHnayeTcs
NpoBOANTb MEpPUOONYECKOE TexHMYeckoe OOCnyXMBaHME, BbINOMHAEMOEe MpPeAcTaBuUTENEM CEPBUCHOMO
ueHTpa PATHFAST. [nsa yTouHeHus nogpobHOCTEN M COCTaBneHus pacnucaHusa obpatutecb K Bawemy
anctpunbbtotopy PATHFAST.

1) PekomeHaoyemoe nepuogmnyeckoe TexHnyeckoe obcnyxmeaHue:
e OO6was npoBepka ABMXEHNS MEXaHNYECKNX Y3r10B
e [lpoBepka NO3NLIMOHMPOBAHMNS
e [lpoBepka oNTUYECKON CUCTEMBI
e [lpoBepka BEHTUMATOPOB
e [lonHasa unctka npmbopa
e [pyroe, ecnv HeobxoaMMo

2) PekomeHayemas 3ameHa y3nos:
e BosgywHbi mnbTp:
1 pa3 B roa npu cpeaHen MHTEHCUBHOCTU MCMNOMNb30BaHMS.

o [lpuBoaHble peMHu aBuratenen ocen P u Z:
1 pa3 B 2 roga vnu yatle, B 3aBUCUMOCTU OT MHTEHCUBHOCTU UCNONb30BaHUS.

o VY3en A03aTOopoB:
1 pa3 B 3 roga unu vaule, B 3aBUCMMOCTM OT MHTEHCUBHOCTU UCMOSb30BaHMS.

13.4. CamonpoBepka

PATHFAST umMmeeT yHKUUIO CaMONPOBEPKU, 3arnyckaeMon B aBTOMaTUYECKOM pexunme vepes 3afaHHble
BPEMEHHbIE MHTEpPBarbl UMM MPOU3BOSIbHO, ecnu 3To Heobxogumo. lMogpobHocTM cm B pasgene 11.4.4
«CamonpoBepkan.

Ecnn Bo Bpemsi camonpoBepku OyaeT BbIsSIBIIEH Kakon-nvbo oTkas, obopydoBaHusi, TO AanbHenlee
npoBefeHWe aHanM3oB Ha Hem GyaeT 3abnokupoBaHo. Ecnn Takoe nponsonaeT, noxanyicra, obpaTutech K
BaLleMy MOCTaBLUUKY.
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14. YCTPAHEHME HEUCIMPABHOCTEN

OTa rmaBa COAepXuUT CBedeHus O Kogax npumedaHuin n cooblieHnsix 06 owmnbkax. [Npy BO3HWMKHOBEHMM
Kakmx-nmbo npobnem cHavyana obpaTtutech K AaHHoW rnase. Ecnu npobnema coxpaHaeTca unm He onucaHa
34ecb, obpaTuTech 3a KOHCynbTaumen k Bawemy guctpubbiotopy PATHFAST.

14.1. BBepeHmue

Mpn obHapyxeHUn kakmx-nnbo owmnbok aHanmsaTop PATHFAST reHepupyeT Tak HasbiBaeMble «KOAbI» U
«coobueHns o6 owwnbkax». Kogbl — 3TO cocTosdwmne M3 OOHOW Mnu AByxX OyKB npumeyaHws, KoTopble
[o0aBnsaTCA K pe3ynbTataMm Npu nevyaTn 1 BbIBOASATCA Ha AWCIEN.

14.2. TMpumeyaHus

B Tabnuue Huxe npueeaeHbl Koabl npwmeanvu?l, Mx onncaHua n pekomeHayemble OEencTBus Nonb3oBaTens.

Tao6nuua 14-1. Kogbl npyumMmeyaHun

Kopn encTeus
OnucaHue O6paboTka AaHHbIX NpuGopom A
npumeu. nonb3oBaTens
K pesynbTaty nobaensercs Kog
S Mpoba He obHapyxeHa npvMeYaHusi, BMECTO AaHHbIX MoBTOpuTE aHanu3
neyaTaroTCs 3BE30YKN
K pesynbTtaty nobaensercs Kog
NT HakoHe4HWK He oOHapyxeH npuMeYaHusi, BMECTO AaHHbIX MoBTOpUTE aHanu3
neyaTaroTCs 3BE30YKN
. K pesynbTaTy gobaBnsercs Ko,
HeT npurogHon kannbposku Ans pesy YA A
NC npuMeYaHusi, BMECTO AaHHbIX MoBTOpWTE KANMBPOBKY
3aBepLleHns aHanmsa .
neyaTtaroTcs 3BE3004YKM
. K pesynbTtaty nobaensercs kog Cesikutech ¢ Balumm
BTOpWYHEIN curHan Huxe 3apaHee
ED 330AHHOIO 3HAYE npuMeYaHns, BMeCTOo JaHHbIX ONcTpnbbLIOTOPOM
HHOTO 3Ha4YeHus .
A rnevyaTtaroTCAa 3BE30YKN PATHFAST
Cesikutech ¢ Balumm
Temnepatypa 6noka Harpesa L K pesynbTtaty nobaensetcs kog
H1 CINULLIKOM BbICOKast npuMeYaHus ANCTPUOLIOTOPOM
P PATHFAST
Ceskntechb ¢ Bawwmm
Temnepatypa 6noka HarpeBa T K pesynbTtaty nobaensetcs koa
H3 CINULLKOM BblCOKast npumeYyaHus AVCTPUOLIOTOPOM
P PATHFAST
Ceskntechb ¢ Bawwmm
Temnepatypa 6noka Harpesa L K pesynbTtaty nobaensertcs koa
L1 c o aka cua ONcTpnbbLIOTOPOM
JIMLLIKOM HU3Kas npumMeyvyaHusa
P PATHFAST
Cesxutechb ¢ Bawunm
Temnepatypa 6roka HarpeBa T K pesynbTaty nobaensercs kog
L3 CINULLIKOM HM3Kas npuMeYaHus ANCTPUOLIOTOPOM
P PATHFAST
K pesynbTtaty nobaensercs koa Ceskutech ¢ Bawum
Ownbka gaTymka pacnos3HaBaHus
UK 1006b1 npuMeYaHusi, BMECTO AaHHbIX ancTpunbbioTopom
P nevyaTarTCs 3BE3004KN PATHFAST
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Kopn encTeus
OnucaHue O6paboTka AaHHbIX NpUGopom A
npumeu. nonb3oBaTens
Cnvwkom cnabbii curHan Cesbkutech ¢ Bawwmm
ER cBeToAmMoaa AaTtyvka BbinonHeHne aHanusos 6yaeT npepBaHo | AMCTPUOLIOTOPOM
pacno3HaBaHusl Npobbl PATHFAST
PesynbTaT aHanuaa Bbl4UCAEH CO
K pesynbTtaty nobaensercs Kog
DF 3HayeHnem remaTtokpuTa no Het
npyMeyaHus
YMOMNYaHuio
PesynbTaT Ans KOHTPOSbHOM NPOOkLI
K pesynbTtaty nobaensaercs Kog
OR BbIXOAMT 3a npeaenbl 4oNyCTUMOro MosTOpuTE aHanus
npumeYaHus
WHTEepBana
MprmMeyaHne K gaHHbIM,
nepecyYnTaHHbLIM MO HOBOM
RS P y Het Het
3Ha4YeHuIo remaToKpuTa, Npu ux
nepechIsike Ha KOMMbOTEP
. . K pesynbTaTty gobaBnsercs Ko,
AHOMarbHbIA NMIOMUHECLIEHTHbIN pesy. ya A
AE curkan npuMeYaHns, BMeCTo JaHHbIX MoBTOpuTE aHanu3
neyaTarTCs 3BE3004KN
K pesynbTtaty nobaensaercs kog Cesikutech ¢ Balumm
HC Owmnbka BbIYNCINIEHMSA reMaToKpUTa | NPUMEYaHNUs, BMECTO AaHHbIX ONcTpnbbioTOpOM
neyaTaroTCs 3BE30YKN PATHFAST
Owwbka BbluMcneHus, oTnnyHasa oT | K pesynbtaty gobasnseTcs kog Ceskutech ¢ Balumm
Cl OLUMOKWN BbIYMCIIEHUS FeMaToKpuTa | NPUMEYaHNsi, BMECTO AaHHbIX ancTpmnbbioTopom
HC neyaTaroTCs 3BE30YKN PATHFAST
K pesynbTaTy gobaBnseTcs Ko, Ceskntechb ¢ Bawwmm
Owwrbka NoO3nLMOHNPOBaHMSA pesy va A
BE npumMeyaHns, BMECTO AaHHbIX AncTpnbbioTopom
POTOYMHOXMUTENSA ..
nevyaTtarTcsa 3BE304KN PATHFAST
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14.3. Kopabl oLLIMGOK KanMbpoBKU

Ecnn kanubpoBka 3aBepwmnacb HeygadHo, K pes3ynbTaTy Ha neyatu pobaensawTcs Koabl OLWMOOK
KanmbpoBKK, cocTosILLMeE U3 ABYX LMdp.

Tabnuua Hwxe CcCoAepXnUT CnMUCOK KoaoB ownbok KaﬂM6pOBKM C X onucaHnaMmm " pekoMeHagyembiMU
OencTBMAMN Nonb3oBaTens.

Ta6nuua 14-2. Kogbl oluM60K KanubpoBKH

Koa DencrtBua
OnucaHue O6paboTka AaHHbIX NpUGopom
OoLINGKHM nonb3oBaTtens
3HaueHve koadduumeHTa Bapmaunm Kann6poska HenpurogHa. HenpurogHelie MoBToDUTE
01 CV% pns CAL1 npeBbillaeT [JaHHble COXpaHeHbl BMECTe C KOaOM - pOBK
npenycTaHoBMEHHbIN nNpeaen OLMBKM poBKY
3HayeHune koacbdpuumeHTa Bapmaumm Kanubposka HenpurogHa. HenpurogHeie HoBTopuTe
BTOPUT
02 CV% pns CAL2 npeBbillaeT [JaHHble COXpaHEeHbl BMECTE C KOAOM a6 pOBK
npenycTaHoBMEHHbIV nNpeaen OLUMGKM POBKY
Mpu 2-ToyeyHoN kannbpoBke cpeaHee Kannbposka HenpurogHa. HenpurogHeie HoBTopyTe
BTOPUT
03 ana CAL1 npeBblwaeT JaHHble COXpaHeHbl BMECTE C KO4OM a 6po
N KanmbpoBk
npenycTaHoBMEHHbIV nNpeaen OLUMGKM PoBKY
Mpun 1-To4yeyHoM KannbpoBke cpeaHee
anst CAL1 meHblUe npegycTaHoBneHHoro | Kannbposka HenpurogHa. HenpurogHelie MoBToDUTE
04 npeaena unu npu 2-To4eyHomn OaHHble COXpaHeHbl BMECTE C KOLOM a 6po
KanmbpoBk
kannbposke cpegHee ans CAL2 MeHbLUe | owmnbKn POBKY
npenycTaHoOBMNEHHOro npeaena
Mpun 1-TouyeyHon kannbpoBke cpeaHee
ana CAL1 6onblue npegyctaHoBneHHoro | Kannbpoeka HenpurogHa. HenpurogHble HoBTopuTe
. BTOPUT
05 npegena unuv npu 2-To4eyHomn OaHHble COXpaHEeHbl BMECTE C KOLOM a6 pOBK
kannbposke cpeaHee ans CAL2 Gonblue | owmnbKn POBKY
npenycTaHOBMNEHHOro npeaena
AbcontoTHOe 3HadeHue chakTopa
. | Kanubposka HenpurogHa. HenpurogHele
kanmbposku b «Cal F b»npwn 2-ToueyHon MosTopuTe
06 [JaHHble coxpaHeHbl BMecTe C KoaoM
KanmbpoBke NpeBbILIAEeT 3aJaHHoe KanmbpoBky
owmnbkm
3HayeHue
BTopuyHbIn curHan 6onblue
Kann6poska HenpurogHa. HenpurogHeie
npeaycTaHOBIIEHHOO Npeaena, a ero MosTOpUTE
07 [aHHble COXpaHeHbl BMECTE C KO4OM
OTHOLLEHME K NEPBUYHOMY CUrHany oLnBK KanmbpoBky
MeHbLLE NpeayCTaHOBIIEHHOIO Npeaena
Kanubposka HenpurogHa. HenpurogHeie [NosTOpuTE
08 Owwnbka BbIYUCTIEHMS P pyron puron P
OaHHble HE COXPaHEHbI KannobpoBKy
Mpwn aHanuse kannbpaTtopoB Kanubposka HenpurogHa. HenpurogHeie MosTopuTe
09 creHepupoBaHo XoTsi 6bl 0gHO JaHHble COXpaHeHbl BMECTE C KOAOM
KanmbpoBky

npuMmedaHume

OLLMOKKM
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Kopn encTeus
OnucaHue O6paboTka AaHHbIX NPpUGopom A
OoLINGKHM nonb3oBaTtens
. KanubpoBka HenpurogHa. HenpurogHsle
Owwnbka npeobpa3oBaHNs ATANIOHHOMN P P P MosTOpUTE
10 N . [aHHble COXpaHeHbl BMECTE C KO4OM
KanmbpoBOYHOW KPUBOW KanmbpoBky

OLLMOKK
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14.4. CooOLieHuna oo owwmobKax

Ecnun obHapyxeHbl owmnbkn Bo BpeMsi paboTsl n/unu cbon npnbopa, Ha agucnnen BolBOAATCHA cooblieHns ob

oLwmbkax.

CoobueHua o6 owmbkax MOryT cogepxaTb ykasaHusi Ha AanbHeunwue npeanpuHUMaemMble OevcTBus. B
Tabnuue Hwxe NpuBedeHbl BO3MOXHble coobLleHnss 06 ownbkax BMECTE C MX BO3MOXHbIMU MPUYMHAMMK U
AEeNCTBUSIMM NoSb3oBaTens.

Tao6nuua 14-3. CoobLlieHnsa 06 owmnbKax

Korpa Bo3HukaeTt CoobweHune Bo3MOXHble NPUYUHbBI DencTBUA nonb3oBaTtens
BbinonHeHue ABNORMAL DARK B cueTHonM nyHke HabnogaeTca
CURRENT y A 3ameHuTe KapTpuaxX

aHanmaa

(AHOmManbHOe cBeYeHue)

aHoMalbHO€e cBeYeHne

BbinonHeHne
aHanusa

LUMINESCENCE ERROR
(Ownbka nromMuHecLeHLMN)

B cueTHOM nyHKke HabnopgaeTca
aHoManbHO Bbicokas
TNIOMUHEecLeHUnS

3ameHuUTe KapTpuoxK

BbinonHeHue
aHanusa

PMT FITTING ERROR
(Ownbka nonoxeHus
doToyMHOXKMTENS)

dOTOYMHOXUTESb HE MOXET
NpaBUMbHO 3aXBaTUTb CYETHYHO
NYHKY

3ameHUTe KapTpuoxK

YaaneHHbI gocTtyn

RECEIVED ASSAY ITEM
DOES NOT EXIST
(3anpawwvBaemsbiii TECT HE
cyLlecTByeT)

TecT, 3anpalumBaembIi
YNpaBnsoLLUM KOMNbIOTEPOM, HE
3apervcTpuMpoBaH B aHanunsaTope
PATHFAST

BeinonHute gobaeneHve
napameTpa/ 3TanoHHy
KanmbpoBKy 3anpaLumMBaemoro
TecTa

YaaneHHbl gocTyn

COMMUNICATION ERROR
(Ownbka cBA3n)

CBA3b C ynpaBnsioLmm
KOMMbIOTEPOM HE MOXET BblTb
ycTaHoBneHa

MpoBepbTe kabenb CBA3M U
rOTOBHOCTb KOMMblOTEPA

3anuwuTe Ko oLnBKN u

MHuumanusaums SYSTEM ERROR 10001 — O6GHapyxeHa owwmnbka npu
CUCTEMBbI 10020 MHUUManu3aumm cuctemsl caspkuTeC C BalmM
anctpubbiotopom PATHFAST
3anuwuTe Koz oLnbKu n
Onepauun ¢ SYSTEM ERROR F0050 — | O6HapyxeHa owmbka npu A
dannamm FO0053 onepaumax ¢ hannamm CBAXMTECH C Bauum
anctpmnbsiotopom PATHFAST
3 0
YnpaeneHne SYSTEM ERROR M0100 — | O6HapyxeHa owumbka asuratenem C::;;“;Li?g:ﬁ:“n K
arte M0107 a OB Mo3 OHMpoBa
aBuratensamm U 4aTYUKOB NO3MLMOHNPOBAHKS AMCTPUBLIoTopoM PATHFAST
YnpaBsneHue O6HapyxeHa olunbka MmexaHuama 3anuwimnTe Ko oLnbkn n
P SYSTEM ERROR D0150 — Py A
nosatopamu unu DO151 [03aTopoB cBshxkuTecCh ¢ Bawimm
HaKOHeYHKamu (acnupauwus/gosmpoBaHue) anctpubbiotopom PATHFAST
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Korpa Bo3HukaeTt

Coob6LieHue

Bo3MOXHblIe NPUYUHbI

DeicTBUA nonb3oBaTtens

YnpasneHue coTo-

SYSTEM ERROR P0200 —

O6HapyxeHa owmnbka

3anuwuTe Kof oLnBKN 1
CBSXKUTECH ¢ Balumm

P0203
YMHOXUTENEM (HOTOYMHOXUTENS AVCTPUBLIoTopoM PATHFAST
3 6
YnpaBneHune SYSTEM ERROR T0250 — | O6HapyxeHa owwmnbka JaTynkoB anNLLIATE KOR OLMbKn
cBSXMTECh ¢ Balwmm
HarpeBaTenamm T0251 Temnepartypsbl

auctpunbbiotopom PATHFAST

YaaneHHbI goctyn

SYSTEM ERROR H0350

CB43b € ynpasnsoLmm
KOMMbIOTEPOM HEe MOXET BbITb
yCcTaHoBMneHa

[MpoBepbTe NpaBUbHOCTb
NOAKIoYEHUS Kabens cBa3un

YaaneHHbI gocTyn

SYSTEM ERROR H0351

HeT oTBeTa OT ynpasnsioLLero
KOMMbloTEpa

MpoBepbTe rOTOBHOCTbL
yNpaBnsioLLEro KOMMbIoTepa

OTHoCcuTCS K
KOMaHae npoTokona

SYSTEM ERROR S0400 —
S0412

Owunbka BbINONHEHMS NPOTOKONA

3anuwmTe Kog owmnobkn 1
cBsKuTECh C Bawum
anctpmnbsiotopom PATHFAST
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