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1 BBegeHue

Bnarogapum Bac 3a To, 4TO Bbl BbiGpanu QlAstat-Dx® Analyzer 1.0. Mbl yBepeHbl, 4To 3Ta

cMcCTeMa CTaHeT HeOTbEMITEMOM YacTbio Ballen nabopatopuu.

B HacTosilwem pykoBoAacTBe onucbiBaeTca nopsgok pabotel ¢ QlAstat-Dx Analyzer 1.0 ¢
nporpammHelM  obecnedeHnem Bepcun 1.2 wnu  Gonee no3gHux Bepcuin.  [Mepen
ucnonb3oBaHnem QIAstat-Dx Analyzer 1.0 HeoGXOAMMO BHMMATENbHO O3HAKOMWUTLCA C
HacTosILLMM  PYKOBOACTBOM MNofb3oBaTensi, yAenuB ocoboe BHUMaHue WHdopMaLmK,
Kacatowerics TexHnku 6esonacHocTu. B uensx obecneyeHusa 6esonacHon paboTbl ¢ Npubopom
1 nogaepxaHus ero B 6e3onacHoM paboyeM COCTOSIHMM CTporo cobniopanTe MHCTPYKUMU Y

YKa3aHua no Ge3onacHocTy, coaepxalinecd B HaCcTodleM pykoBoACTBE NOsib3oBaTenA.

Mpumeyanue. MnnocTpaumn, copgepalimMecss B HacCTOALWEM PYKOBOACTBE, SIBMSIOTCS NULLb

npuMmepamu n moryTt ObITb pPa3HbIMU A4 pa3HblX TECT-CUCTEM.

1.1 O HacTosiweM pykoBoaCTBE

HacTosilee pykoBOACTBO Monb3oBartens cogepxut nHdopmaumio o QlAstat-Dx Analyzer 1.0,

KoTopas npeacTaBsneHa B criedytolmnx pasaenax.

® BaepeHwue

® Hdopmauusa no TexHuke 6esonacHoCTH

e OO6uee onvcaHne

® [lopsgok yCTaHOBKM

® BbInonHeHve aHanusa 1 NPoCMOTpP pPe3ynbTaToB
® OyHKUUM CUCTEMBI U ONLUUM

® Bo3moxHocTu nogkntodeHns k HIS/LIS

® TexHunyeckoe obcnyxnBaHune

® [louck 1 ycTpaHeHne HeNcnpaBHOCTEN

® TexHun4yeckume XapaKkTepucTtukn

MpunoxeHus coaepxat CneaytoLLyo MHPOPMaLMIO:

® YCTaHOBKa M HacTpoWka NpuHTEpa, BKNoYasi CIMCOK NPUHTEPOB, NpoLUeALnNX UCNbITaHNS
® [leknapauusi 0 COOTBETCTBUU

o OTxoabl 3MNEeKTPUYECKOro 1 aneKkTpoHHoro obopyanosaHus (Waste Electrical and Electronic
Equipment, WEEE)

PykoBoacTeo none3osatens QlAstat-Dx Analyzer 1.0  06/2020



[ ] OrpaqueHme OTBETCTBEHHOCTU
® JlvueH3noHHoe cornalleHue o6 ncnonb3oBaHum nporpamMmmMHoro obecneyeHus
e OrTkasoT npenocrtasneHna rapaHTvn7|

e CrnoBapb TepMUHOB
1.2 O6wada nigpopmaums

1.2.1 TexHuyeckas nogaepxka

KomnaHua QIAGEN ropauTtca ka4ecTBOM M ONepaTUBHOCTBLIO CBOEW TEXHUYECKOW NoadepKKu.
B noppasgeneHusix Hawew TexHWYeckow CcnyxObl paboTalT OnbiTHbIE  CMEeuManucTsbl,
obnapatowme OOLWIMPHBIMA MPAKTUYECKUMU W TEOPETUHECKUMU MO3HaHWAMKM B obnactu
MonekynsapHon 6uonorun n npumeHenns npoaykumm QIAGEN. Ecnn y Bac BO3HMKHYT BOMpOCHI
unu cnoxHoctu npu pabote ¢ QlAstat-Dx Analyzer 1.0 unu npogykumnenr QIAGEN B uenowm,
cpa3sy obpallanTech K HaMm.

Knnentel QIAGEN aBnstoTca Ans Hac BaXHbIM UCTOYHUKOM MHOPMauum O NpUMEHEHUU
HaLLel NPOAYKLMUN B CIIOXKHBIX M CrieumanbHbIX 3agadax. 3ta MHhopMaums nonesHa kak Apyrmm
uccneposarensam, Tak u cneumanuctam QIAGEN. MNMoatomy mbl 6yaem pagbl NonyyYntb OT Bac
ntobble NpeanoXeHNs OTHOCUTENbHO PaboThbl HaLLen NPOAYKLMK, @ TakKe OTHOCUTENBHO HOBbIX

NPUMEHEHWIN N METOAMK.
3a TexHu4ecKon noaaepKKon obpallarteck B TexHnYeckyto cnyxby QIAGEN.
Be6-canT: support.qiagen.com

Mpu obpalieHnn B TexHudeckyto cryx6y QIAGEN no nosoay cbGoes, noxanywcra, UmenTe
HaroToBe CreayoLLyo MHOPMaLWIo:

o CepwuiiHbI HOMEp, TUM, Bepcusi nporpammHoro obecnevenns QlAstat-Dx Analyzer 1.0 n

yCTaHOBINEHHbIE (hannbl onpeaeneHus TeCT-CUCTEMbI
e Kopa owmbku (ecrnv NpUMEHUMO)
® Bpewms, korga ownbka BO3HUKA BNepBbIE
® YacTtoTa BO3HVMKHOBEHUS OLLMOKK (T. €. BO3HWMKAET N OHa BPEMS OT BPEMEHW UMW MOCTOSHHO)
e doTorpadus, AEMOHCTpUpYOLAs ownbKy (MO BO3MOXHOCTW)

e [lakeT noaaepxku
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1.2.2 3asBneHue o NpyMHUMnNax KomnaHum

Komnanua QIAGEN npugepxvBaeTca MNpuHUMNEG COBEPLUEHCTBOBAHUS NPOAYKUMM NO Mepe
NoOSIBNEHNS HOBbIX MeToauk U komnoHeHToB. QIAGEN octaBnsieT 3a cobon npaBo M3MEHSATb
TEXHUYECKNE XapaKTEPUCTMKN usgenui B nobon MmomeHT. B uensax obecnedyeHus nonesHocTn un
a[eKBaTHOCTU [OKYMEHTauuMm Mbl NPUBETCTBYEM OT3bIBbl KIMWEHTOB Ha HacTosiee

pykoBoAcCTBO nonb3oBartens. Obpawariteck B TexHudeckyto cnyx0y QIAGEN.

1.3 HasHadeHue QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 npegHa3HayeH Onst AMarHOCTMKK in vitro n obecneynBaeT nony4veHue
pe3ynbTatoB  AuarHocTMkM. Bce aTanbl  aHanmusa  MOMHOCTbIO — ABTOMATU3MPOBAHbI:
ncnonb3ytotcsa kapTpuaku QlAstat-Dx Ans MonekynsipHOM OMarHOCTUKN U MeTod OBHapyXeHust

naTtoreHoB ¢ nomoubto NL|P-aHanu3a B peansHOM BpeEMEHMU.

Cuctema QlAstat-Dx Analyzer 1.0 npegHa3sHaveHa TorbKo Ans NpogeccroHanbHOro NpUMEHeHUs!

M HEe NoaxoauT Ana CaMoCTOATENIbHOro nposeneHna npouenypbl aHanm3a nauymueHTom.

1.3.1  OrpaHunyeHus Ha UCMonb3oBaHUe

® QIlAstat-Dx Analyzer 1.0 MOXHO MCNONBb30BaTb TOMLKO B COYETAHUUN C KapTpuaxamu ang
TecT-cuctembl QlAstat-Dx cornacHo MHCTPYKLUUSAM, COOAEPXKALUMCH B HACTOSLLEM
pyKOBOACTBE NONb30BaTENS, a TaKkKe B MHCTPYKUUWN MO NPUMEHEHUIO KapTpuaka Ans Tect-
cuctembl QlAstat-Dx.

o [Ina nogkntoyeHus QlAstat-Dx Analyzer 1.0 ucnonb3yinTe TonbKo kabenu, Bxoasiiune B
KOMMIEKT NOCTaBKN CUCTEMBI.

e Jlioboe cepBuCHOE 06CNyXMBAHWE UMM PEMOHT OOMMKHbI NPOBOANTLCS TOMNBKO
yMonHoMo4YeHHbIM nepcoHanom QIAGEN.

® B Bpems pabotbl QlAstat-Dx Analyzer 1.0 gomkeH Bcerga pacnonaraTbCsi Ha NOCKoW
rOpU30HTarnbHOWM NOBEPXHOCTW 6€3 YrroB 1N HaKMoOHOB.

® He npoBoauTe UUKN ¢ kapTpuaxem ans tect-cuctembl QlAstat-Dx, ecnu oH yxe Obin
YCMeLUHO UCMOMb30BaH, a Takke ecrnu Npu ero UCronb30BaHNM BO3HMKNA ownbka nubo
UMKI ObIrT BbIMOMTHEH HE MOSTHOCThIO.

o Ob6ecneybTe NPOCTPAHCTBEHHbIN 3a30p He MeHee 10 cM ¢ kaxaon cTopoHbl OT QlAstat-Dx
Analyzer 1.0 ans obecneyeHusi afekBaTHON BEHTUNSALMUN.

® Y6eputech, yto QlAstat-Dx Analyzer 1.0 pacnonaraetcs Bganu oT BbIXOAHbIX OTBEPCTUIA
CUCTEM ANst KOHAMLMOHNPOBAHMSA BO34yXa U TEMNOOOMEHHNKOB.

® He nepemelyarite npnbop Bo BPEMS BbINONHEHNS aHanNM3a.

® He mMeHANTe KOHUTypaumo CMCTEMbI BO BPEMSI BbIMOSTHEHWST aHanu3a.

® He GepuTech 3a CEHCOPHbIN 3KkpaH Npu nogbeme unu nepemetlieHn QlAstat-Dx Analyzer 1.0.
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2 WHdopmauusi no TexHuke 6e3onacHoCTr

Mepen ucnonb3oBaHnem QIlAstat-Dx Analyzer 1.0 He0GX0AMMO BHMMATENbHO O3HAKOMUTLCS C
HacToOsILLMM  PYKOBOACTBOM MNofb3oBaTens, yAenuB o0coboe BHUMaHWe WHdOopMaLmK,
Kacarowencsa TexHnkn 6esonacHocTu. B uensx obecneyeHms 6esonacHor paboTbl ¢ NpMbopom
N nopaepxaHus ero B 6e3onacHom paboyem COCTOSIHMM CTPOro cobnioganTe MHCTPYKUUM U

YKasaHua no Ge3onacHocTy, coaepxalipnecd B HacTodleM pykoBoACTBE NoJfib3oBaTens.

Besge B TekcTe HacToslero PyKOBOACTBaA MoJib3oBaTesid B Haanexauwmnx Mectax 4YeTko
YKa3aHbl BO3MOXHbl€ OnacHble (*)aKTOpr, KOTOpble MOryT HaHeCTu Bpea Nnoyb3oBaTeslito unu

NpUBECTU K NOBPEXAEHMI0 Npubopa.

Ecnn anI60p MCcnosib3yeTcAa He TakK, KakK npeayCcMoTpeHO npou3soguTenem, obecneunBaemas

o6opyaoBaHMEM 3aLLyTa MOXKeT ObiTb HapyLUeHa.

Besge B Tekcte pykogodcmea mnonb3oeamerns QIAstat-Dx Analyzer 1.0 wcnonb3ayloTcs

cneaytoLme Tunbl MHOPMAaLMOHHBIX COOBLLEHMI, Kacatowmxca 6e30nacHOCTU.

OCTOPOXHO! | Kntoueoe cnoBo « OCTOPOXXHO» ykasbiBaeT Ha cMTyauun, KOTopble
f MOFyT NPUBECTU K NONYYEeHUIO TPaBMbl BaMy UNWU APYrUMA NMLAMMU.

OnucaHns Takmx CVITyaLl,VIVI 3aKno4YeHbl B PaMKy, KaK NOKa3aHO HMXe.

BHUMAHUE! Kniouesoe cnoso BHUMAHUE ykasbiBaeT Ha cuTyauum, KOTOpble MOryT
j NPUBECTM K NOBpeXAeHUo Nnpubopa unu apyroro o6opyaosaHus.

OnuncaHna Takux cmyaumﬁ 3aKo4YeHbl B paMKy, KakK Noka3aHo HMXe.

BAXHO! KntoueBoe cnoso BAXKHO! ncnonb3yetcs Ans BolgeneHus
MHopMaLMn, UMEIOLLIEN KPUTMYECKOE 3HaYeHMe OIS BbINOSTHEHUSI

3a[aHuna Unu onTuMarnbHon paboTbl CUCTEMBI.

Mpumeuarue KntoueBoe cnoeo MpumeyaHue ncnonbayeTcs st 0603Ha4YeHUs1 NOSICHEHNI

U pasbACHEHWI, KacarloLLmMXCcs KaKoro-nmobo cnydad nunu 3agayu.

YkasaHusl, cogepxalumMecs B HacTOSILLEM PYKOBOACTBE, AOMOSHSIIOT, HO He 3aMmeHsitloT coboi

0ObIYHbIE npasuna TEXHUKN ©esonacHocTy, NPUHATBIE B CTPaHE Nonb3oBaTens.
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2.1 Hapgnexauwlee ncnonb3oBaHne

Ucnonb3ynte QIlAstat-Dx Analyzer 1.0 cormacHO WHCTPYKUMSIM HaCTOSILLEro PyKOBOACTBA.
HactoaTtenbHO pekomeHayeTcsl BHUMATENbHO 03HAKOMUTBLCS C MHCTPYKLUMSIMUM NO 3KCnyaTaumm

nepea Havanom akcnnyartaummn QlAstat-Dx Analyzer 1.0.

e Cnepgyinte BCEM MHCTPYKUMSM NO TeEXHWKe Ge3onacHocTu, HaHeceHHbIM Ha QlAstat-Dx
Analyzer 1.0, a Takxe npunaraeMbIM K HeMy.

® HeHagnexawee ncnonb3osaHune QlAstat-Dx Analyzer 1.0 unu HecobnogeHne NHCTPYKLUIA
MO ero YCTaHOBKE M TEXHUYECKOMY OOCIY)XMBaHMIO MOXET NPUBECTU K TPaBMaM, a Takke
nospexaeHuto QlAstat-Dx Analyzer 1.0.

e OJkcnnyataumsa QlAstat-Dx Analyzer 1.0 gomkHa ocyLecTBRAATLCA TOMNbKO
KBanuuumMpoBaHHbIM MEQULIMHCKM NepCcoHanoM, npoleilwnM Hagnexaiee obyveHume.

® CepsucHoe obcnyxmBanue QlAstat-Dx Analyzer 1.0 4OMKHO OCYLLECTBNSATHCS TOMBKO
YNONHOMOYEHHbIMK NpegcTasntenamm komnadum QIAGEN.

® He ncnonbayite QlAstat-Dx Analyzer 1.0 B HeGnaronpusTHbIX YCIOBMSX OKpyXXatoLLen
cpeAbl, 415 KOTOPbIX OH HEe NMPUCMOCOBEH.

e CobnioganTe AeNCTByOWME B BalLeM YUpEXAEHMM nNpaBuna MHHOpMaLnoHHON

6e30MnacHOCTU B OTHOLLEHU XpaHeHUda nepCoHalbHbIX AaHHbIX.

OnacHocCTb TpaBMbl 1 MaTepuanbHOro ymepﬁa

He otkpbiBanTe kopnyc QlAstat-Dx Analyzer 1.0. Kopnyc QlAstat-Dx
OCTOPOXHO!/

BHUMAHUE!

Analyzer 1.0 npegHasHadeH Ans 3alMTbl onepaTtopa, a Tawkke Ans
obecneveHnss Hagnexawen pabotel QlAstat-Dx  Analyzer 1.0.
ﬁ Wcnonb3oBaHne QlAstat-Dx Analyzer 1.0 6e3 kopnyca co3gaeT
OMacHOCTb NMOPaXEHUs1 ANEKTPUYECKMM TOKOM U BEAET K HENCNpaBHOCTU

aHanu3atopa QlAstat-Dx Analyzer 1.0.

OCTOPOXHOY/ OnacHocTb TPpaBMbl U MaTepuanbHOro ymep6a

BHUMAHME! Cobntoganite OCTOPOXHOCTb MPWU 3aKPbIBAHUW KPbILWKW BXOAHOrO nopta
Ans  kapTpugka BO u3bexaHue TpaBMbl, Harmpumep 3alleMIeHust
A nanbLeB.
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2.2 Mepbl NnpegoCcTopoXHOCTU Npu TpaHcnopTupoBke QlAstat-Dx
Analyzer 1.0

OCTOPOXHO! | OnacHoCTL TpaBMEI U MaTepnankHoro ylwep6a
BHUMAHME! QIlAstat-Dx Analyzer 1.0 — 370 Tskenbii npnbop. Bo n3bexaHune Tpaem, a
Tawke nospexaeHusi QlAstat-Dx Analyzer 1.0 cobniogainTe 0CTOPOXHOCTb
& npv ero Nnogbeme v Ucnonb3ynTe Hagnexalime MeToabl nogbemMa.

2.3 QJnekTpobe3onacHOCTb
anHVIMaIZTe BCe 06u.|,|/|e Mepbl 6630naCHOCTVI, OTHOCALLMECA K 3NeKTpNU4eCKum an60paM.

Mpexge 4yeM npuctynatb k pabotam no CEpBUCHOMY OOCNY>XUBaHWIO, OTCOEOUHUTE CETEBON
LUHYP OT PO3ETKM NUTaHWUS.

OnacHOCTb NopaXeHUs ANEKTPUYECKUM TOKOM
OnacHoe ans xu3Hu HanpsbkeHne BHyTpu QIAstat-Dx Analyzer 1.0. He

oTkpbIBayiTe kopnyc QlAstat-Dx Analyzer 1.0.

OCTOPOXHO! | Ceteoit kaBenb NUTaHWsi AOMKEH BbITb NOACOSAMHEH K CETEBOI po3eTKe

f ANEKTPONUTaHUA, UMEIOLLLEN 3a3EMNNSAIOLLMIN KOHTAKT (3a3eMJ'IeHVIe).

He npukacanWTecb HM K KakuM nepekniodatensam, a Takke K kabenam

NMNTaHNA MOKPbIMU pyKaMW.

He ncnonb3ayinte npubop BHE ykasaHHbIX YCMOBUIA MOAAYN NUTAHNS.

2.4 Xumundeckaga 6e3onacHoCTb

Wwmetotcs nacnopta 6esonacHoctn ([1B) Ha maTepuanbl, M3 KOTOpbIX W3rOTaBMMBaOTCS
KapTpuaxu. 3Tn nacnopta npegoctasnsaoTca komnaHnen QIAGEN no 3anpocy.

YTunusnpynte uMcnonb3oBaHHble KapTpumku ana TecT-cuctem QlAstat-Dx ¢ cobnogeHnem
BCEX FOCY[apCTBEHHbIX, PErMOHanbHbIX UM MECTHbIX HOPMATUBOB U 3aKOHOB B obnacTu

34paBOOXpaHEeHNA n ©e3onacHocTu.
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OnacHble XuMMUKaTbl
B cnyyae noBpexgeHus Koprmyca KapTpuaxa BO3MOXHA YyTeuka
OCTOPOXHO! XMMWYECKNX PeaKkTUBOB 13 Hero. HekoTopble peakTuBbl, UCNONb3yeMble B
ijE KapTpugxax gna Tect-cuctem QlAstat-Dx, moryt npegcraenstb
OMacHOCTb MNWN CTaHOBUTbCHA onacHelMu. lNpu paboTe ob6s3aTenbHbl K

NCMNONb30BaHMIO 3aLLMTHBLIE OYKK, NEPYATKM U NabopaTopHbIi xanart.

Puck noBpexaeHus QlAstat-Dx Analyzer 1.0
BHUMAHUE! He ponyckaiiTe nponuBaHUS XMMWYECKMX pPEaKTMBOB W APYrux
xupkocten BHyTpb wnm mn3 QlAstat-Dx Analyzer 1.0. TNoBpexaeHus,
& BO3HMKILME B pesynbTaTe MPOMMBAHUS  XXMOKOCTEW, BedyT K

aHHYNNPOBaHUIKO rapaHTUn.

2.5 bBuonorunyeckada 6e3onacHoCTb

Cam QIAstat-Dx Analyzer 1.0 n kapTpuku He cogepXaT MaTepuarnoB, NpeacTaBnsoLLMX
Ouonoruyeckyto onacHoctb. OgHako ¢ nNpobamu u peareHTamu, cogepXalummn martepuvansl U3
BUonorMyecknx MCTOYHWMKOB, criedyeT B obwem cnydae (B TOM uucre npu  yTunusaumu)
obpawatbca Kak C MoTeHumanbHO 6uomnornyeckn onacHbiMm MaTepuanamui. CMm. npasuna
nabopaTopHON TEeXHWKKM B6e30NacHOCTH, U3MNOXKEHHbIE B Takux nybnukauumsx, kak «bruonornyeckas
6esonacHOCTb B MuKpobmonormyeckux un GromeguumHckux nabopatopusix» (Biosafety in
Microbiological and Biomedical Laboratories) LeHTpoB KOHTPONs 1 NpodunakTuki 3abonesaHun

HauwmoHanbHbIX MHCTUTYTOB 3apaBooxpaHeHmns CLUA (www.cdc.gov/od/ohs/biosfty/biosfty.htm).

Mpobkl, uccnegyemele Ha QlAstat-Dx Analyzer 1.0, moryT cogepxaTtb BO30yanTenu MHMEKLNN.
lMonb3oBaTenn LOMKHbI NOMHUTL 06 OMACHOCTU ANS 300POBbs, KOTOPYIO NPEACTAaBMAT TakMe
areHTbl, 1 cobnogaTe COOTBETCTBYOLLME MpaBuna TEXHUKM 6E30MacHOCTM MpU NPUMEHEHUN,
XpaHeHun n yTunu3daummn Takux npob. Mpu paboTte ¢ peakTnBamu n npobamu MCMNoOnb3ynTe
cpefcTBa UHAMBMAYANbHOW 3aluThl, B TOM YWUCME OOQHOPA30BblE HEOMYAPEHHbIE NeEpYaTKy, U

TWaTenbHO MonTe PYKM NOCIi€ OKOHYaHUA Takux pa60T.

Bcerga npuHumante Mepbl  MPEAOCTOPOXHOCTM,  OMNWCaHHble B COOTBETCTBYIOLLMX
pyKoBOACTBaX, Takmx kak «3awwmTa paboTHukoB nabopatopuii OT MHAEKUMOHHBIX MOPAXEHWN,

06YyCrNOoBMEHHbIX UX NPOMECCUOHANBHON AEATENbHOCTbIO; YTBEPXKAEHHOE PYKOBOACTBO» (M29)
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(Protection of Laboratory Workers from Occupationally Acquired Infections; Approved
Guidelines (M29)) Clinical and Laboratory Standards Institute® (CLSI), u gpyrux

COOTBETCTBYHOLLUMX OOKYMEHTOB, BbllyCKaeMbIX crieayonmMmmn opraHmsaumnamm:

® OSHA® — Occupational Safety and Health Administration (CLUA)
® ACGIH® — American Conference of Government Industrial Hygienists (CLUA)

® COSHH — Control of Substances Hazardous to Health (Benuko6puTtaHus)

CobniopaliTe OCTOPOXHOCTb Mpu paboTe ¢ npobamu U KapTpumxamu Ans TeCT-CUCTEMbI
QlAstat-Dx, He ponyckas 3arpasHeHus QlAstat-Dx Analyzer 1.0 n paboyero npoctpaHcTea. B
crnydae 3arpsi3HeHust (Hanp., NpoTeYkn KapTpugka), npoBeauTe 4YUCTKYy U obessapaxvsaHue

3arpsisHeHHou 30Hbl 1 QlAstat-Dx Analyzer (cm. pasgen 7).

Buonoruyeckas onacHoCTb

Cobnitoganite OCTOPOXHOCTb MpW YCTAHOBKE KapTpumpkewn ans TecT-
OCTOPOXHO! cuctembl QlAstat-Dx ¢ wuHdwuumpoBaHHbiMM npobamn B QlAstat-Dx
Analyzer 1.0 n u3BneyeHun mx u3 Hero. [lonomka kapTpuaxa moet

& npueecTyn k 3arpsisHeHnto QlAstat-Dx Analyzer 1.0 1 30HbI BOKpPYT Hero.

C kaptpuoxamu ansi Tect-cuctembl QlAstat-Dx cnegyeTt obpaiyatbcs

Tak, Kak ecnu Gbl OHM coepxanu Bo3GyauTenu NHEKLIMN.

Puck 3arpsisHeHusi
HesamegnuTtenoHO M30NUPYWTE CROMaHHbLIA UMM UMeLWUA BUAUMbIE
noBpexXaeHus
BHUMAHUE! KapTpugx ans Tect-cuctembl QlAstat-Dx u ycTpaHute 3arpsisHeHus.
CooepxmmMoe KapTpuaxa, OaXe €eCnu OHO He SABMSeTCS UCTOYHWKOM
& MHMEKUMN, MOXKET pacnpocTpaHuTbCsi B Xode paboTbl B LITATHOM
pexvmMe 1 3arps3HNTb 0bpasupbl, aHann3 KoTopbix OyaeT NpoBOAUTLCA B
JanbHenweM, 4YTo npuBEeAeT K TMOMYYEHU JOXKHOMOMOXUTENbHBLIX

pe3ynbTaToB.

MHcTpykuum no ounctke n obessapaxmBaHnio QlAstat-Dx Analyzer 1.0 cm. B pasgenax 8.2 u

8.3 COOTBETCTBEHHO.
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2.6 YTunmnsauusa otxogos

Mcnonb3oBaHHble kapTpumku Ana TecT-cucTembl QlAstat-Dx v usgenus us nnactuka moryT
cofepxaTb oOnacHble XuMMuKaTbl uUnu Bo3dyauTenu uHdpekumn. CGop U yTunusauus Takux
OTXOA0B [OOMKHbI  OCYLUECTBNATLCA HaAnexawmm obpa3oM C cobniogeHnem  Bcex
roCyAapCTBEHHbIX, PEervoHanbHbIX W MECTHbIX HOPMAaTMBOB W 3aKOHOB B obnactu

34paBOOXpaHEeHnA n 6e3onacHocTu.

O6 yTunM3aumm OTXOOOB SMEKTPUYECKOro W 3reKTpoHHoro obopyposanus (WEEE) cm. B

npunoxexumn 11.3.

2.7 0O603Ha4veHnsa Ha QlAstat-Dx Analyzer 1.0

Ha npubope QlAstat-Dx Analyzer 1.0 w/vnn kaptpugxax ans tect-cuctembl QlAstat-Dx moryT

npucyTCTBOBaTL crieaytoLme o603HayYeHNs:

CumBon

PacnonoxeHue

OnucaHune

C€

MacnopTHasa Tabnnyka Ha 3agHen
CTOpOHe npubopa

3Hak CE gns EBponbl

D

MacnopTHasa Tabnuyka Ha 3agHen
CTOpOHe npubopa

Mapkumposka TUV cnyx6bl UV SUD,
NPOBOAALLEN UCTBITAHWSA NPOAYKLNN

MacnopTHas Tabnnyka Ha 3agHen
CTOpPOHe npubopa

3Hak CB gnsa ctpaH-uneHos IECEE

MacnopTHasa Tabnnyka Ha 3agHen
CTOpPOHe npubopa

3Hak RoHS gnsa KHP (orpaHnyeHuve
NPUMEHEHNS psiga ONacHbIX BELLECTB
B 9MEKTPUYECKOM W INIEKTPOHHOM
obopygoBaHum)

MacnopTHas Tabnnyka Ha 3agHen
CTOpOHe npubopa

BHMMAHUE!

OnacHo: onacHoOCTb TpaBMbl U
MaTepuansHoro yuwepba

MacnopTHas Tabnuyka Ha 3agHen
CTOpOHe npubopa

3rnak WEEE gnsa Esponbl

MacnopTHasa Tabnnyka Ha 3agHen
CTOpOHe npubopa

OdmumanbHbI NPOM3BOANTENNb

B
&
A
A
gie]

MacnopTHasa Tabnnyka Ha 3agHen
CTOpOHe npubopa

M3genve MeanumHCKOro HasHavyeHust
ONs AnarHocTuku in vitro

MacnopTHasa Tabnnyka Ha 3agHen
CTOpPOHe npubopa

Homep no KaTtanory

[sN]

MacnopTHas Tabnnyka Ha 3agHen
CTOpOHe npubopa

CepuiiHbii HoMep
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2.8 bBbe3onacHoCTb AaHHbIX

MNpumMeyaHue. HacToATENbHO  PEKOMEHAYETCS  BLIMONMHATb — PErynsipHoe  pe3epBHOe
KOMMpOBaHMe CUCTEMbl B COOTBETCTBUM C MpaBunamu Ballei opraHusaummn ans obecneyeHus

AOOCTYNMHOCTU OaHHbIX N npeaoTBpalleHna nx notepu.

QlAstat-Dx Analyzer noctaensietcs ¢ USB-Hakonutenem, KoTopbii NpeanoyTUTENbHO
MCnonb3oBaTb [AfS KPaTKOBPEMEHHOrO XpaHeHUs [aHHbIX W MepeHoca ObWuX AaHHbIX
(Hanpumep, CcoxpaHeHust pe3ynbTaToB, PE3EPBHOIO KOMWPOBAHWUSA CUCTEMbI U CO3[aHWA
apx1BOB, OGHOBMEHWNI CUCTEMbI UMM UMMOPTUPOBaHUS havina onpeaeneHnsi TeCT-CUCTEMBI).

Mpumeyanue. MpumeHeHne USB-Hakonutens uMeeT orpaHndeHnst (Hanpumep, 06beM namsiti

nnn puck HepeSaI’IMCbIBaHMH), YTO cnefyeTt NnpMHMMaTb BO BHMMaHME nepes ncnofib3oBaHUEM.

[nsa ob6ecneyeHus [0NroBpeMEHHON 6e30nacHOCTM AaHHbIX cobntoaariTe npaBuna XxpaHeHusa u

6e30MacHOCTN AaHHbIX, NPUHATLIE B Ballen opraHM3aumm B OTHOLLIEHUN YYETHbIX OaHHbIX.
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3 OOulee onucaHue

3.1 OnucaHune cuctemsbl

C nomouto QlAstat-Dx Analyzer 1.0, B coveTaHum ¢ kapTpuaxamun ans tect-cuctemsl QlAstat-
Dx, ocyliectBnsieTcss oObHapy>XeHNe HyKNeunHOBbIX KUCNOT NaToreHoB B Guonornyeckunx npobax,
B3ATbLIX Y Yenoseka, ¢ ncnons3osaxHnem lMNLP B peansHom Bpemenn. QlAstat-Dx Analyzer 1.0 1
KapTpWAXW BbIMOMHEHbI B BUAE 3aKPbITON CUCTEMBI, KOTopas obecneunsaeT NOAroToBky Npob n
nocnegyowne obHapyxXeHne n naeHTUUKaUMIO HYKNEeMHOBBLIX KUCNOT naToreHos 6e3 yyacTus
nonb3oBaTens. MNpobbl nomelwlaTca B KapTpuok Anst tect-cuctembl QlAstat-Dx, koTopbin
COOEPXUT BCE peakTVBbl, Heobxoaumble ANSA BblAENEHWS WM amMnnudUKaumMn HYyKNenHOBbIX
kmcnot u3 npobbl. 3admkcmpoBaHHble curHanel amnnudmrkaumm, nocTynarwowme B peanbHOM
BPEMEHU, MHTEPNPETUPYIOTCA BCTPOEHHLIM MPOrpamMMHbIM obecneveHnem, nocrne 4ero 0 HMX
coobLyaeTcs Yepes MHTYUTUBHO MOHATHbBIN MOMNb30BaTENbCKUI MHTEpPdeiiC.

3.2 OnucaHue QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 coctout u3 paboyero un 1 nnm 6onee (ao 4) aHaNUTUYECKNX MOAYIIEN.
Pabounin mogynb cOOEPXUT 3SnemeHTbl, obecrneyvBallLMe COEOUHEHWE C aHanUTUYECKUM
MooyneMm u B3aumogencteue nonb3oBatenst ¢ QlAstat-Dx Analyzer 1.0. AHanutudeckun
MOZyINb COAEPXWUT obopyaoBaHME U nporpaMMHoe obecneyeHne Ans NPOBeAeHMs npoueayp
aHanunsa u uccriegoBaHus npo6.

B coctaB QlAstat-Dx Analyzer 1.0 BxogaT cnegyoLime arneMeHTbl:

® CeHCopHbIV 3KpaH, obecnedvnBatoLLmMin B3aumoaencTeme nonb3osatens ¢ QlAstat-Dx
Analyzer 1.0

o CkaHep LUTPUX-KOOO0B ANst nOeHTUdMKauun Npobbl, NaumneHTa, NoNb30BaTeNs U KapTpuaxa
ans Tect-cuctembl QlAstat-Dx

® USB-nopTbl 4Ns1 OGHOBMNEHMUS! TECT-CUCTEMbI M CUCTEMbI B LIENTOM, 3KCMOpTa AOKYMEHTOB U
NOAKIMOYEHUsI NPUHTEPOB (OAMH — Ha NepeaHen CTOPOoHe, TP — Ha 3aJHEN CTOPOHE)

® BxoaHou NopT Ana KapTpuaxa Yyepes KOTopbI KapTpuakun anga tect-cuctembl QlAstat-Dx
yctaHasnusatotcsa B QlAstat-Dx Analyzer 1.0

o Pasbem Ethernet, obecneuunsaroLLmii ceTeBoe coeanHeHne
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Ha pucyHkax 1 u 2 nokasaHO pacrofnoXeHne pasnuyHbiX YHKLUMOHAmMbHbLIX 3NEeMEHTOB
QIlAstat-Dx Analyzer 1.0.

Pabouuit mopynb
AHanuTu4eckuin Moaynb

BxopaHow nopT Ansa kapTpumxa ﬁ
CeHCOpHbIii 3KpaH - - .
wmaﬂka

CkaHep LUTPUX-KOAOB: i :

KHonka BKIo4YeHUs/BbIKNIOYeHUS &

St BawwmTtHas Haknagka

WHAMKaTOp COCTOsHMA paGoyero Moayns -
USB-nopt
VIHAUKATOP COCTOSIHMA aHANUTUYECKOTO MOAY NSt BbiABUXHOM SILLMK C BO3AYLIHBIM (OUNETPOM

Puc. 1. QlAstat-Dx Analyzer 1.0: Bua cnepeau Pabounin Mogynb pacnonaraeTcs crneea, a aHanMTuyYeckuii Mogynb —
cnpasa.

BxogHom nopT Ans kapTpuaxa:

AHanuTU4eckun MoayInb

BeHTI/IJ'IﬂLl,I/IOHHbIe oTBEpPCTUA i
ﬂm

7
M-~
BblkntouaTens nutaHus | m|

Pabounii mogynb

USB-noptbl (3 wr.)

MocT anst aHanuTYeckoro/paboyero Moayns Pasbem Ethernet

Puc. 2. QlAstat-Dx Analyzer 1.0: Bupg c3agu Pabounii Mmogynb pacnonaraeTcsi cnpasa, a aHanuTu4eckuin mogynb —
cnesa.
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3.3 OnucaHune kapTpuoxa gnsa Tect-cuctembl QlAstat-Dx

Kaptpumpx ans tect-cuctembl QlAstat-Dx — aTo ogHOpa3oBoe YCTPOWCTBO, BbIMOMHEHHOE U3
nnacTtmMacchl, KOTOpoe MO3BOMSeT MPOBOAUTL MOMHOCTbIO aBTOMaTU3MPOBAHHbIE NpoLeaypbl
MonekynspHoro aHanusa. OCHOBHble (DyHKUMOHAarbHble OCOBEHHOCTWU KapTpuaXa Ans TecT-
cuctembl QlAstat-Dx: npurogHocTe Ans aHanusa npob pasHbiX TUNOB (Hamp., XWUAKUX Npob,
MasKoB), HanM4Me B repMeTUYHbIX pe3epByapax NpeaBapuTenbHO 3arpyXeHHbIX peakTMBOB Ans
aHanusa, 6narogaps koTopbiM obecrneuynBaeTcs MOMHOCTBIO aBTOMATUYECKoe BbIMOSIHEHUE
npoueaypsbl 6e3 yyactusi onepartopa. Bce onepauun noarotoBku 1 aHanusa npob BbINOMHATCA
BHYTPUY KapTpuoxa ansa tect-cuctembl QlAstat-Dx.

Kaptpugx ona Tect-cuctembl QlAstat-Dx npepsaputenbHO 3anpaBreH BCEMW peakTMBamMm,
HeobXoaMMbIMM AN BbINOMHEHUS UMKIa aHanu3a OT Hayana Ao KoHua. McknwoyaeTcsa kak
KOHTaKT Monb3oBaTensi C peakTMBamW, Tak W HEOOXOAMMOCTb BbIMOMHEHWUS Kakux-nnbo
MaHunynauuin ¢ Humu. Bo Bpemsa npouepypbl aHanu3a MaHunynsuMmM € peakTMBamu
OCYLLECTBNSAITCH BHYTPU aHaNMTUYECKOro MOAyrns MHEBMATUYECKN METOAOM MUKPOMIHONANKH,
6e3 HenocpeaCTBEHHOIO KOHTaKTa peakTuBoB c npusogamu QlAstat-Dx Analyzer 1.0. QlAstat-
Dx Analyzer 1.0 ocHalleH BO34yLWHbIMY hunbTpamu AN NOCTYNaLEro BHyTPb U BbIXOASLLETO
HapyXXy Bo3gyxa, 4To obecrneudvBaeT [OOMOMHUTEMbHYIO 3almTy OKpyXawowen cpegbl. [lo
3aBeplleHun Mpoueaypbl aHanu3a KapTpuox kapTpumk Ana Tect-cuctembl  QlAstat-Dx
MOCTOSIHHO OCTaeTCs repMeTMYHO 3aKpbiTbiM, Gnarogaps 4Yemy 3HauYMTENbHO MOBbILLAETCS
6e30MacHOCTb ero yTunusauuu.

MHoroaTanHbllii NpoLEecc aHanM3a aBTOMaTUYeCKU BbIMOMHSAETCS BHYTPWU KapTpumxa Ans TecT-
cuctembl QlAstat-Dx. MMpobbl 1 XMOKOCTU MNepeMeLLaloTcsl Yepe3 MNepeEXOfHYH Kamepy B
Hy>XHble MecTa NMHeBMaTU4eckum criocobom — noa AaeneHueM. ocne ycTaHOBKM kKapTpuapka
ana Tect-cuctembl QlAstat-Dx B QlAstat-Dx Analyzer 1.0 aBTOMaTU4ecku BbIMOSTHAKTCSA
cnepytoLLme aTanbl aHanmaa:

® PecycneHanpoBaHWe BHYTPEHHErO KOHTPOIS

® JInsupoBaHMe KNEeTOK MEXaHUYECKUMU U/UNTN XUMUYECKUMU cpeacTBamMm

® BblgeneHue HyKNeMHOBbIX KMCMOT C MOMOLLbI MeMBpaHbI

o CwMeluMBaHNE OYULLIEHHOW HYKIIEMHOBOW KUCMNOTbI C NMOMUIM3NPOBaAHHLIMY peaKTMBaMM
mMacTep-MuKca

® [lepeHoC 3afaHHbIX anNUKBOT 3MtoaTta/MacTep-M1Kca B pas3nnyHble peakLUoHHbIE Kamepbl

® [IpoBepka kayecTBa npoBeAeHUs MynbTunnekcHon MNLP B peanbHOM BpeMeHU B Kaxxaom
peakUMOoHHOW kamepe. [oBbIleHne ypoBHS chriyopecueHLUn, YKasbiBaloLEee Ha NPUCYTCTBME

LeneBoro aHanura, (bMKCVIpyeTCFl HenocpencTtBeHHO B Kaxgom peaKLI,I/IOHHOVI Kamepe.

OOuee yCTPOWCTBO KapTpuaXKa M ero OCHOBHble (PYHKLMOHANbHbIE 3MNEMEHTbl NoKasaHbl Ha

puc. 3 Ha crieqyloLlen cTpaHuLe.
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OCHOBHOW nopT

MopT ans maskoB

Puc. 3. ®yHKUMOHaNbHbIe KOMMOHEHTbI KapTpuaXa AnA Tect-cuctembl QlAstat-Dx

3.4 T[lporpammHoe obecneyeHme QlAstat-Dx Analyzer

MporpammHoe obecnevenne (MO) ana QlAstat-Dx Analyzer npegBaputenbHO YCTaHOBIIEHO Ha

cucteme. OHo BKItOYaeT TPY OCHOBHbIE (PYHKLUMOHArbHbIE rPYNMbI:

e O6wwme JKcnlyaTauMoOHHbIe beHKLI,VIVI NO3BONIAKOT BbINOSTHATL MPOCTYHO HaCTpOVIKy,

nposegeHne n Busyanumsaunio aHann3oB 1 COOTBETCTBYHOLLNX Ppe3yIibTaToB.

®  dyYHKUMM KOHDUTYPUPOBaHWS NMO3BOSISIIOT BLIMOMHATb HACTPOMKY CUCTEMBI (YNpaBrieHue
nonb3oBaTensamu, yrnpasreHme TeCT-CUCTEMaMU 1 YNpaBrieHne HacTPonKamm

annapaTHoro/nporpaMmmHoro obecneyeHunst)

[ ] KOHTpOJ’Ib npoeseaeHUa aHanm3a no3BondeT aBToMaTu4eCckm NpoBsoanTb HeobxoauMble

aHannTu4eckne atanbl, KOTOpble NpeacTaBnAlT cobon npoeeaeHne aHanumsa
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4 TlopssaoK yCTaHOBKU

4.1 TpeboBaHunsa K MECTY YCTaHOBKM

Bbibepute ans ycraHosku QlAstat-Dx Analyzer 1.0 4nCTyI0 1 CyXyto MIIOCKYIO NMOBEPXHOCTb Ha
nabopaTtopHom crtone. Y6eguTecb, 4TO B MecTe YycTaHOBKM npubopa HeT W36bITOYHbIX
CKBO3HSIKOB, Briar v Mbifnn, a Takke Y4TO OHO 3alUMLLEHO OT BO3AENCTBUS NPSIMOTO COMHEYHOro
CcBeTa, 3HauuTerNbHbIX MepenagoB TemnepaTtypbl, WCTOYHUKOB Tenna, Bubpauun u
anekTpuyecknx nomex. CeepeHns o macce n pasmepax QlAstat-Dx Analyzer 1.0, a Takke o
Hagnexalumx ycnoBusix ero akcnnyataumm (Temnepartype u BrnaxHoctu) cM. B pasgene 10. Co
Bcex cTopoH Bokpyr QlAstat-Dx Analyzer 1.0 gomkHbl GbITb 4OCTATOYHbIE MPOCTPAHCTBEHHbIE
3a30pbl Ana obecneveHns Hagnexallen BeHTUNAUMK, a Takke 6ecnpensaTCTBEHHOro AocTyna K
BXOAHOMY MNOPTY ANs kKapTtpugxa, 3agHen naHenu QlAstat-Dx Analyzer 1.0, Bbikntoyatento

NUTaHUS, KHOMKE BKIIOYEHUS/BbIKITIOYEHNS, CKaHepy WTPpUX-KoaoB U CEHCOPHOMY 3KpaHy.

MpumeyvaHue. [llepen ycrtaHoBkon u Havanom akcnnyatauum QlAstat-Dx  Analyzer 1.0
03HaKOMbTECh C ycnoBuamn akcnnyataummn QlAstat-Dx Analyzer 1.0 — cm. pasgen 10.

MpenaTcTBUA ANA BEHTUNALUK
na  obecneveHns  Hagnexailend — BEHTURAUMM  NOAAepxuBanTte
BHUMAHUE! | © Anexatl 4 AAeP
MUHUManbHbIM 3a3op B 10 cm nosagn QlAstat-Dx Analyzer 1.0 n He
& ponyckavite 6roKMPOBKY LIMPKYNALmMM Bo3dyxa nof npmbopom.
3anpeluaeTca 3aKkpbiBaTb BEHTUMSALMOHHBLIE 3a30Pbl U OTBEPCTUS Mprbopa.
OneKkTpoMarHUTHbIE MOMexXu
! .
BHUMAHME! He pacnonaraiite QlAstat-Dx Analyzer 1.0 B6-131 NCTOYHMKOB CUIBHOTO
A 3MEeKTPOMarHUTHOrO M3nyyYeHns (Hanp., HE3KPaHNPOBAHHBLIX UCTOYHMKOB
PY-n3nyyeHus): oHn moryT HapyLwmTb paboTty npubopa.
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4.2 [octaBka QlAstat-Dx Analyzer 1.0 n ero KOMNOHEHTbI

QlAstat-Dx Analyzer 1.0 pgocTtaBnsieTcsa B [LBYX OTAENbHbIX KOpobOKax, cogepXalux Bce

KOMMOHEHTHI, HeO6XO,D.I/IMbIe ana noarotoBkM CUCTEMbl K pa60Te n ee 3Kcnnyartauuu.

Co,u,epmmmoe KOpO6OK onucbiBaeTcA HUXe.

Copepxumoe KOpooku 1:

KomMmnoHeHT OnucaHune
.
AHanuTudeckuin mogynb, 1 wWr.
—
,'/, '//l)i
- -
_— C/ USB-HakonuTenb, 1 wwT.

Kabenb nutaHus, 1 wr.

MocT ansa aHanuTuyeckoro/aHanMTU4EeCKoro mMoayn4, 1 Wwr.

KoHueBow mMocT, 1 WT.
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KomnoHeHT OnucaHue

MHCTpyMeHT anst cOopku y3na «aHanuTuyeckuin Mogyrnb —
pabouunin mogynby», 1 WT.

3amiieBas candeTtka Ang aucnnes, 1 Wr.

MHCprMeHT ONA CHATUSA 3alUMTHBIX HaKnagok, 1 wr.

CopepKumMoe KOpooku 2:

KomMmnoHeHT OnucaHune

Pa6ouunin mogynb, 1 wr.

MocT gns aHanuTnyeckoro/paboyero moayns, 1 wr.
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4.3 PacnakoBka n yctaHoBka QlAstat-Dx Analyzer 1.0
OcTtopoxHo pacnakynte QlAstat-Dx Analyzer 1.0, cnegyst UHCTPYKUMSAM HUDKe.

1. [ocTtaHbTe aHanUTU4eCKnin mMoAaynb U3 ynaKOBO‘-IHOI;I KOpO6KI/1 N NOMECTUTE ero Ha PpoBHYHO

NOBEPXHOCTb. YAanute NpuKpensieHHble K aHanMTUYecKomMy Moaymo 3fIEMEHTbI U3
neHomMmatepuana.

Mpumeydanue. Mpu noabeMe 1 NepeMeLLEHNN aHanUTUYeckoro Moaynsi 6epute ero o6enmm
pyKamu, KaK nokasaHo Ha puc. 4.

OnacHocTb TPpaBMbl U MaTepuanbHOro ymepﬁa

OCTOPOXHOY QlAstat-Dx Analyzer 1.0 — aTo Tsxenbii npubop. Bo n3bexaHve Tpasm,
BHUMAHME! a Takke nospexaeHus QlAstat-Dx Analyzer 1.0 cobniopaiite
ﬁ OCTOPOXHOCTb MPU €ro noabemMe U UCMONb3ynTe Haanexawue MeTtoabl

nogbLema.

Puc. 4. Hagnexalyee obpalleHme ¢ aHanNUTUYECKUM MoAyneMm

2. YpganuTe 3aliMTHbIe Haknaaky ¢ GOKOBOWM CTOPOHbLI aHANMTUYECKOTO MOAYIS C MOMOLLbO
WHCTPYMEHTA NSt CHATUS 3aLUMTHbIX HAKNadok, BXOAsILLEro B kKomnnekT noctasku QlAstat-

Dx Analyzer 1.0 (puc. 5, cnegytowiasi cTpaHuua).
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Puc. 5. YaaneHue 3alMTHbIX HaKNagok.

3. [octaHbTe pabounii MoLynb U3 YNakoBOYHON KOPOBKU U MPUKPENUTE ErO K NEBOMN CTOPOHE
aHaNMTMYeCcKoro Moayrnsi. 3aTAHMTE BUHTbI C MOMOLLIbIO MHCTPYMeHTa a5 c6opku yana
«aHanMTMYeckmin Mogynb — paboynin MoAynb», BXOASLLEro B KOMMNeEKT noctaBku QlAstat-

Dx Analyzer 1.0 (puc. 6).

OnacHOCTb MexaHN4ecKkoro NoBpeXAeHWs
! . - .
BHAMAHWE! He octaBnante pabouni mogynb 6e3 onopbl U HE NPUCIOHANTE ero K
ij} CEHCOPHOMY 3KpaHy. OTO MOXET MPUBECTU K MOBPEXAEHNIO CEHCOPHOrO

3KpaHa.

Puc. 6. NMpukpenneHune paboyero Moayns K aHanUTM4YeCKOMYy MoAynio.

4. CHoBa npuvKpenuTe 3almMTHble HaKnagkM K GOKOBOW CTOPOHE aHanNMTU4eCcKoro Mogyrns

(puc. 7, cnegyowas cTpaHuiua).

PykoBoacTeo none3osatens QlAstat-Dx Analyzer 1.0  06/2020



Puc. 7. MoBTOpHOE NpuKpenneHne 3aWmnTHbIX HaKnaaokK.

5. lMopcoenomHute MOCT ANst aHanuTM4eckoro/paboyvero moayns Ha 3agHen ctopoHe QlAstat-

Dx Analyzer 1.0, 4tobbl coeguHUTL pabo4mni 1 aHanMTUYeckuii Mogynu (puc. 8).

Puc. 8. MoacoeanHeHne MocTa Ans aHanuTU4Yeckoro/paboyero mogyns.

6. lNoagcoegnHuTe KOHLEBOW MOCT Ha 3afHEN CTOPOHE aHanuTM4eckoro moayns (puc. 9,
cneayiouas ctpaHuua).
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Puc. 9. MoacoeguHeHne KOHLEBOro MocTa.

7. TMopcoepmHute kabenb NUTaHUs, BXoaawmi B komnnekT noctaBku QlAstat-Dx Analyzer 1.0,

K 3aHen naHenu aHanutudeckoro mogyns (puc. 10).

Puc. 10. MoacoeanMHeHue kabens nuTaHus.

8. lMopcoenmHute kabenb NUTaHUS K CETEBOWN pO3eTKeE.

9. BknounTte npnbop HaxaTueM BbIKINOYATENS NUTaHWSA Ha 3aQHEN CTOPOHE aHaNMTUYECKOro
Moayns — BbikMoYaTens HeobxoamMmo npueecTy B nonoxexue «I» (puc. 11). Yéeautecs,

YTO NMHOUKATOPbl COCTOAHUA Ha aHalMMTUYEeCKOM U pa60qu MoaynaAx ropAaT CUHUM CBETOM.
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Mpumeyanwme. Ecnn NHOMKATOP COCTOAHUA TOPUT KpaCHbIM CBETOM, 3TO O3Ha4YaeT, 4YTo

BO3HWKIT@ HEMCNPaBHOCTb aHalMMTU4eCkoro moayns. O6paTVITer 3a NOMOLLbK B TEXHUNYECKYHO

cnyx0y QIAGEN, BOCNONb30BaBLUNCH KOHTAKTHOM MHbopMaLmen B pasaerne 9.

MNpumeuanue. Mpubop 3anpeLyaeTcs pacrnonaraTtb Takum 06pa3om, YToGbl 4OCTYN K

BblKNtoYaTento nuTaHms obin 3aTpyaHeH.

Puc. 11. Hangure BbiknovaTenb NUTaHUA U NpUBeAuUTe ero B nosnoxeHue «l».

10. Tenepb QlAstat-Dx Analyzer 1.0 roToB K HacTpovike KOHUrypaLmm ¢ Lenbo
MCnonb3oBaHUsi No Ha3HayeHuto. CM. B pasgene 6.8 MHCTPYKLUMM MO HAacTPOoke napaMeTpoB

CUCTEMbI, yCTAHOBKE Ha CUCTEME BPEMEHW M AaTbl, @ TaKKe HaCTPOWke KOHUrypauum

CeTeBoro coeanHeHus.

4.4 YcTaHoBKa OOMOSTHUTENbHbLIX aHANUTUYECKNX Mop,yne|7|

OCTOpOXHO pacnakynTe AOMNONHUTENbHBIN aHAaNUTUYECKMI MOAYMb U YCTaHOBUTE €ro CornacHo

MHCTPYKUNAM HUXKE.

1. MoprotoBbTe QlAstat-Dx Analyzer 1.0 k ycTaHOBKE HOBOrO MOAYINS:

la.

1b.

1c.
1d.

BbIKniouMTE CUCTEMY HaXXaTMEM Ha KHOMKY BKITHOYEHMSA/BLIKIIOYEHMSA HA NepegHen
ctopoHe QlAstat-Dx Analyzer 1.0.

BblkntounTe Npmubop HaxxaTUeM BbIKMOYATENS NMUTAHUS Ha 3adHelN CTOPOoHe
aHanMTUYeckoro Moayns — BbIKMNoYaTens He0b6XxoaAMMO NpUBECTU B NonoxeHue «Ox».
YpanuTe kabenb nutaHus.

YaanuTe KOHLEBON MOCT C 3aHel CTOPOHbI aHanMTu4eckoro moayns (puc. 12,

crefytoulas cTpaHvua).
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Puc. 12. YaaneHue KOHLEBOro mocTa.

le. CHuMUTe 3alIMTHbIE HaKNaakn ¢ GokoBOM CTOPOHbI aHaNMNTU4YECKOro moayn4a: 3agecb

KPenuTCs AOMOSNTHUTENbHBIN aHanMTU4eCckuin moayns (puc. 13).

m

Puc. 13. YaaneHue 3aluTHbIX HaKNagok.

2. [ocTaHbTe AONOMHUTENbHBIN aHANMUTUYECKUA MOAYIb M3 YNaKoBOYHOW KOPOOKM 1
NMOMECTUTE ero Ha POBHYHO NMOBEPXHOCTb. YAanuTe NpuKpensieHHbIe K aHanmMTU4eckoMy
MOZYI0 3fIEMEHTbI U3 MeHoMaTepuana.

Mpumeuanue. MNpu nogbemMe 1 NepemelLeHNM aHanuTUYeckoro moaynsa 6epute ero obevmm
pykamu, kak nokasaHo Ha puc. 14 Ha criegytoLLeii CTpaHuue.

OCTOPOXHO!/ OnacHocTb TpaBMbl U MaTepuanbHoOro yuiepba
BHUMAHME! QlAstat-Dx Analyzer 1.0 — aT0 Tsbkenbivi Npubop. Bo n3bexaHne Tpaem, a
Takke nospexaeHuss QlAstat-Dx Analyzer 1.0 cobntogante 0CTOPOXHOCTb
& npu ero nogbLeEMe 1 UCMOoMb3ynTe Hagnexaiume MeToasl nogbema.
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Puc. 14. Hapnexallyee obpalleHne ¢ aHanUTUYECKUM MoAynemM

3. YpganuTe 3alMTHbIe Haknaaku ¢ GOKOBOW CTOPOHbI aHANUTUYECKOro MOAYS C MOMOLLbO
WHCTPYMEHTA ANS CHATUS 3aLUMTHbIX HAKNaZaoK, BXOAsLLEro B KoMnnekT noctasku QlAstat-
Dx Analyzer 1.0 (puc.15).

~

Puc. 15. YoaneHue 3aWmMTHbIX HaKnagok.

4. CoBMecCTUTE AONOMHUTENbHBIA aHaNUTUYECKUIA MOAYIb C YXKe MMEIOLLMMCS aHanuTUYecknum
moayrnem. 3aTaHUTe BUHTBI C MOMOLLIO MHCTPYMEHTa Ans cOOopKku y3na «aHanntuyeckui
MoZynb — pabounii Moaynb», BXoAsiLLero B komnnekt noctasku QlAstat-Dx Analyzer 1.0
(puc. 16).

Puc. 16. CoBmelieHue n KpensnieHne JOMNOJIHUTESIbHOro aHasiIMTU4eCcKoro moayns.
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5. CHoBa npukpenuTe 3allnTHble HaKnaaky K 6okoBoM CTOpPOHEe O0NOJTHUTENIbHOIo

aHanuTnyeckoro moaynsi (puc. 17).

Puc. 17. I'IoaTopHoe KpensieHue 3allUTHbIX HaKnagokK Ha AONOJSIHUTEesNIbHOM aHanUMTU4eCKoM moayne.

6. lMoaocoeamHnTe MOCT ANst aHANUTUYECKOro/aHannTUYecKoro Moayna Ha 3agHen CTOpOHe

QlAstat-Dx Analyzer 1.0, 4ToObl coeguHUTL ABa aHaNUTU4YecKkMx Moayns (puc. 18).

Puc. 18. MoacoeanHeHne MOCTa AN aHANUTUYECKOro/aHanMTMYeCKOro Moay s,

7. TopcoeanHUTe KOHLEBOM MOCT Ha 3aaHel CTOPOHe aHanuTuyeckoro Mogyns (puc. 19,

cnepyowias cTpaHuua).
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Puc. 19. NoacoeanHeHne KOHLEBOro MocTa.

8. TlNoacoepnHuTe Kabenb NUTaHUSA, BXOAALWMIA B komnnekT noctaBku QlAstat-Dx Analyzer 1.0,

K 3aHeNn naHernu nsHayanbHO UMEBLLErocs aHanutTuieckoro mogyns (puc. 20).

L

_'U.UJ.H'ILU pv ¥ u )

a0 |

[T |

Puc. 20. NMoacoeanHeHue kabens nuTaHus.

9. lMopcoepmHute kabenb NUTaHUS K CETEBOWN PO3eTKE.

10. BkntounTe npubop HakaTueM BbIKMo4aTeNs NMTaHUS Ha 3agHelN CTOPOHE aHanMTUYECKOro
MoAynst — BbIKIKOYaTeNb He06X0aUMO NPMBECTY B NonoxeHue «I» (puc. 21, cnegyowas
cTpaHuua). YoeamTech, YTO MHAMKATOPbl COCTOSHUS HA aHanMTUYeCcKoM 1 paboyvem
MOAYNSX FTOPSAT CUHUM CBETOM.
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Mpumeyanune. Ecnun nHankaTop COCTOAHUS rOPUT KPACHbIM CBETOM, 3TO O3HAYaEeT, YTO
BO3HUKI1A HEMCMPABHOCTb aHanuTuyeckoro Mmogynsi. ObpaTnTech 3a NOMOLLBIO B TEXHUYECKYHO
cnyx0y QIAGEN, BOCNONb30BaBLUNCH KOHTAKTHOM MHbopMaLmen B pasaerne 9.

Mpumeuanue. Mpubop 3anpeLyaeTcs pacrnonaraTtb Takum 06pa3om, YToGbl JOCTYN K

BbIKMOYaTENo NUTaHNA 6bin 3aTpyaHEH.

Puc. 21. Hangute BbiknovaTenb NMTaHUA U NpUBeAuUTE ero B nornoxeHue «I».

11. Tenepb QlAstat-Dx Analyzer 1.0 roToB K HacTpoWiKe KOHUrypaLmm ¢ Lenbio
MCMNONb30BaHUA No HasHavyeHuto. CM. B pasgene 6.8 MHCTPYKLUMM NO HAaCTpoVike NnapameTpoB
CUCTEMbI, YCTAHOBKE Ha CUCTEME BPEMEHM W [aThl, @ TAKKE HACTPOWKE KOH(Urypaumm
CeTeBOro COeiMHEHUS.

4.5 [loBTopHaa ynakoBka n TpaHcnoptuposka QlAstat-Dx Analyzer 1.0

[nsa nosTopHon ynakoBkn QlAstat-Dx Analyzer 1.0 ¢ uenbto ero TpaHCNOPTUPOBKM HEOBXOANMO
MCMonb30BaTb OpPUrMHasbHbIE YNakoBOYHbIE MaTepuanbl. Ecrnv opuriHanbHble ynakoBOYHbIE
maTtepwuanbl HedoCTynHbl, obpatutecb B TexHudeckyto cnyxby QIAGEN. MNepen ynakoskon
npubopa ybeautecb, Y4TO OH MOArOTOBMEH Haanexawum obpa3om (cMm. pasgen 8.2) u He

npeacTaenseT 6GnoNOrMYEcKon N XMMMYECKOWM OMacHOCTU.
Mopsipok NOBTOPHOWM ynakoBkM npubopa:

1. Y6eputecb, 4TO NMTaHue NpMbopa OTKIOYEHO (HAXXMUTE Ha BbIKMOYaTeNb NMTaHNS,

npueeas ero B nonoxeHue «Oy»).
OTcoenmHuTe ceTeBor kKabenb NUTaHNUsI OT PO3ETKM NUTAHUSA.
OTcoeaunHnTe ceTeBon kabernb NUTaHWA OT 3aHEN NaHeny aHanMTUYECKoro Moaynsi.

OTcoeamHUTE KOHLIEBOW MOCT OT 3a4Hel naHernu aHanMTU4eckoro Moayns.

a > w DN

OTcoegmHUTE MOCT ANsi aHaNMTU4eckoro/paboyvero Moayns, CoeaAnHALWMIN pabounii 1
aHanuTuyeckMn mogynu, ot 3agHen naHenu QlAstat-Dx Analyzer 1.0.
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6. YpanuTe 3alWuTHbIE Haknagku ¢ 6okosoi CTOPOHbI aHanNnUTn4ecKoro Mmoayna ¢ nOMoLbo
MHCTPYMEHTa ANnA CHATUA 3alUTHbIX HakKnagok.

7. C nomoLlbio MHCTPYMEeHTa Ans cOOpKM y3na «aHanMTuYeckuin Mogyrnb — paboumin Mogyrnb»
ocnabbTe ABa BUHTA, KOTOPbIMM paboynin MOAY b KPEnMTCA K aHanMTUYeckomy. Ynakynte
pabouunin Mmoaynb B NpeaHa3HavYeHHyo AN Hero Kopooky.

8. CHoBa npukpenuTe 3amTHbIE HaKNaaku kK GOKOBOW CTOPOHE aHanMTUYeCKoro Moayns.
YnakynTe aHanuMTu4eckuii Mogyrb BMeCTe C afieMeHTaMu 13 neHomatepuana B
npeaHasHa4YeHHyo Ans Hero Kopooky.
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5 BbInonHeHne aHanusa u NPOCMoTp
pesyrnbTaTtoB

MpumeyvaHue. Vnnioctpauum, cogepxalimMecs B HaACTOALWEM PYKOBOACTBE, ABMASNTCA NULlb

npuMepammn 1 MoryT 6biTe pa3HbIMU AN pasHbIX TECT-CUCTEM.

5.1 3anyck QlAstat-Dx Analyzer 1.0

1. HaxmuTte Ha KHOMKY BKNIOYEHUS/BbIKMIOYEHNS Ha nepeaHen ctopoHe QlAstat-Dx

Analyzer 1.0, 4tobbl 3anycTnTb cuctemy (puc. 22).

MpuMeyaHue. BoiknoyaTens NUTaHWs Ha 3aHEN CTOPOHE aHaNMTUYECKOro Moayns
[orkeH BbITb ycTaHOBMEH B nonoxeHue «I». Mpu npuBegeHWn BeIkNoYaTens NMTaHus B
nonoxexue «I» nHgukaTopel paboyero n aHanNUTUYECKOro Modynen 3aropatTCs CUHUM

CBETOM (T. €. NnTaHne CUCTeMbl BKJ'IIO‘-laeTCH).

Puc. 22. 3anyck npu6opa HaxaTuem KHOMKN BKITHOYEHUA/BbIKITIOYEHUS.

2. [Joxautecb 0T06pa)KeHVIF| rnaBHOro 3KpaHa,— NoOMMUMO 3TOro, MHAUKATOPbl COCTOAHUA
aHannTn4yeckoro 1 pa6oqero MOJJ,yJ'IGVI [OOJKHbI 3aropeTbCHd 3eJ1eHbIM CBETOM U NepecTaTb
MuraTb.

MpumeyaHue. MNMocne HavanbHOWM yCTaHOBKM 0TOBpa3nTcst akpaH Login (Bxoa B cuctemy).
Mogpo6GHee cm. B pasgene 6.5.

Mpumeyanue. MNocne ycnelwHon HadanbHow yctaHoBku QlAstat-Dx Analyzer notpebyetcs
BXO[ agMMHUCTPaTOpa B CUCTEMY ANS BbINONHEHWS NepBO HAaCTPOWKM NPOrpaMMHOro
obecneyeHus. Mpn nepBoM BXoAe B CUCTEMY B KavecTBe uaeHTudmkaTopa nonb3oBarens
ucnonb3yetcsi crnoo «administrator», 1 3T0 Xe CroBO ABNAETCHA NapofieM Mo yMONYaHuIo.
lMocne nepBoro Bxoaa B cMCTeMy naposb Heobxoammo cMeHnTb. Onumns User Access
Control (KoHTponb gocTyna nonb3oBaTtenen) akTuBupyeTca aBToMatudeckn. HactoarensHo
pekomeHAyeTCcs Co3AaTth No KpanHeln Mepe OA4HYy YYeTHYI0 3anuck nonb3osartens 6e3
dyHKUMM agMuHUCTpaTopa.
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5.2 TlogrotoBka kapTpumxka anga tect-cuctembl QlAstat-Dx

HocTtaHbTe KapTpumk ansa Tect-cucteMbl QlAstat-Dx m3 ynakosku. MNogpoGHee o BBeAeHMU
npobbl B KapTpumk ans Tect-cuctembl QlAstat-Dx, a Takke wHdopmaumio, OTHOCSLLYOCS
HEenocpeacTBEHHO K TECT-CMCTEME, C MOMOLLb KOTOPOW BLIMOMHAETCA aHanuM3, CM. B
WHCTPYKLUMN NO MPUMEHEHWIO ANS KOHKPETHOW TecT-cuctembl (Hanp., QlAstat-Dx Respiratory
Panel). MNocne BBegeHusa npobbl B kapTpumx ana tecT-cuctembl QlAstat-Dx ob6sasatensHo

ybeautech, 4To 06€e KpbILKN OTCEKOB Ans Npob NMOTHO 3aKPbIThI.

5.3 TMopsigok BbINONHEHUS NpoLeaypbl aHanmsa

Mpn paboTe c ceHcopHbiM 3kpaHom QIlAstat-Dx Analyzer 1.0 Bce onepaTtopbl AOMKHbI

ncnonb3oBaTb Haanexawne cpeacrea VIH,CI,VIBI/I/J,yaJ'IbHOVI 3alnTbl, B HaCTHOCTU NepYaTKun.

1. Haxmute kHomnky © Run Test (BbINONHUTL aHanNM3) B BEPXHEM NPABOM Yriy FMaBHOro

3KpaHa.

2. Tpwn nony4yeHnn CoOOTBETCTBYOLLEro 3anpoca OTCKaHMpyVITe NOEHTUDUKALNOHHBIN LUTPUX-

KoZ NpoGbl C MOMOLLbIO CKaHepa LITPUX-KO4OB, BCTPOEHHOIO B pabounii Moaynb (puc. 23).

Mpumeyanue. MNpu cooTBeTCcTBYIOLEN KOHUrypauun QlAstat-Dx Analyzer 1.0 Bo3moxeH
BBOZA MAeHTudurkaTopa npobbl C MOMOLLbIO BUPTYanbHOW KnaBnaTypbl Ha CEHCOPHOM
akpaHe. NogpobHee cMm. B pa3gene 6.8.3.

MpumeyaHue. B 3aBucuMOCTM OT BbIGBpaHHOM KOHMUIypaLumm CUCTEMbI HA 3TOM aTane
MoxeT noTpeboBaTbCsi BBECTU Takke naeHTUdukaTop nauueHTa. NogpobHee cMm. B
pasgene 6.8.3.

TEST DATA

4

Carcel

Puc. 23. CkaHupoBaHue naeHTU(PUKALMOHHOIO WTPUX-Koga npoo6bl.

3. Tlpuv nonyyeHUn COOTBETCTBYHIOLLLErO 3anpoca OTCKaHUPYMTE LUTPUX-KOA, Ha KapTpuake Ans
TecT-cuctembl QlAstat-Dx, koTopbin 6yaeT ncnonb3oBatbcs Npu aHanmse. o wrpux-kogy
kapTpuaxa ansa tect-cuctembl QlAstat-Dx QIAstat-Dx Analyzer 1.0 aBTomMaTuyeckm

onpeaenseT, Kakol aHanu3 HeobxoauMo BbINOMHUTL (pUc. 24, cneaytollasa cTpaHMua).
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Mpumeyanue. QlAstat-Dx Analyzer 1.0 He NpUHUMAaET KapTPUAXMN ONA TECT-CUCTEMbI
QIlAstat-Dx ¢ nctekwimm cpokomM roaHoOCTW, UCMONb30BaHHbIE KapTPUOXKK, a Takke
KapTpuaXv, NpeaHasHavyeHHble AN MeToAMK aHanunsa, He NpeayCMOTPEHHbIX
KOHurypaumen npmbopa. B Takmx cnydasx otobpaxkaetcs coobuieHme 06 ownbke.

MopgpoGHee cm. B pasagene 9.2.
Mpumeyanune. CMm. B pasgene 6.7.2 MHCTPYKUMU NO UMMOPTY M JobaBneHnto cuctem
aHanu3a B QlAstat-Dx Analyzer 1.0.

TEST DATA

4

o

Cancal

Puc. 24. CkaHnpoBaHMe WITpUX-KoAa KapTpuaxka ansa Tect-cuctembl QlAstat-Dx.

4. TMpwn HeobxoanmocTun BbIGepuTe HYXHbIN TUN Npobbl B cnncke (puc. 25).

admunistrator Run Test Module 1 14,42 201703-30
Ul administrator
Resp Panel

TEST DATA SAMPLETYPE

2430262~ o N

Resp Panel ~

Cancel
Select Samiple Type

Puc. 25. Bbi6op TMna npo6bl.

5. OTtobpasutca akpaH «Confirm» (MoareepanTb). MNpocMoTpuTe BBEAEHHBIE AAHHbIE U
BHECUTE HEOOXOAMMbIE U3BMEHEHUS, HAXXMMASH HA HY>KHbIE MOSsi HA CEHCOPHOM 3KpaHe 1

penakTupys aaHHble (puc. 26).
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admaistrator Run Test Module 1 1444 201703-30

Ul administrator
Resp Panel

TEST DATA

2430362 -

Resp Panel  ~ @
UTM™ v '

Cancel

Module 1 | Confirm Test Data or click any field to edit

Puc. 26. dkpaH Confirm (MoarBepanTb).

6. Korga Bce oTobpaxaeMble fAaHHble ByayT BepHbl, HaxMute © Confirm (MoaTeepanTsb).
[Mpu HeobXo0AMMOCTM HaXXMUTE Ha HYXXHOE Morie 1 OTpedakTUpPyMNTe ero CoaepPXXumoe unm

HaxxmMuTe Cancel (OTmeHa), 4TOObl OTMEHUTL aHanus.

7. Y6eputech, 4TO 06€ KpbILLKM OTCEKOB AN1s Npob — nopTta Ansi Ma3KoB 1 OCHOBHOIO nopTa
KapTpuaxa ans tect-cuctembl QlAstat-Dx — nnoTHO 3akpbIThl. Korga BxogHow nopT anst
kapTpugxa Ha QlAstat-Dx Analyzer 1.0 aBToMaTnyeckn oTKpoeTCs, BCTaBbTe TyaAa
KapTpuax anst tect-cuctembl QlAstat-Dx, Tak 4To6bI LITPUX-KOA Obin obpalleH BNeBso, a
peakUMOHHbIE KaMepbl — BHU3 (puc. 27).

MpumeyanHue. Ecnu k paboyemy Mogynto NOACOEANHEHO HECKONBKO aHanMTUYeCKUx
mopynew, QlAstat-Dx Analyzer 1.0 aBTomaTnyeckv BbIoMpaeT aHanMTU4eCKUii Mogynb, Ha
KOTOopom ByaeT BbIMOMHATLCA aHanma.

MpumeyaHue. Kaptpuax ans Tect-cuctembl QlAstat-Dx HeT Heob6xoaAMMOCTY 3a4BUraTh B
QIlAstat-Dx Analyzer 1.0. NpaBunbLHO NOMECTUTE €r0 BO BXOAHOW MOPT ANSA KapTpuaxa, u

QlAstat-Dx Analyzer 1.0 aBTomaTnyeckn 3aABMHET KapTpuaK B aHaNUTUYECKNiA Moayrb.

TEST DATA

]

Cancel

Puc. 27. YctaHoBKa kapTpuaxa ans tect-cuctembl QlAstat-Dx B QlAstat-Dx Analyzer 1.0.
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8.

10.

Mpn oBHapyxeHnn kapTpuaxa ans tect-cuctembl QlAstat-Dx QlAstat-Dx Analyzer 1.0
aBTOMAaTMYECKUN 3aKPOET KPbILLKY BXOAHOIO MopTa AN KapTpuaxa u HauyHeT LMK aHanmaa.

[nsa 3anycka umkna He TpebyroTca AONONHUTENbHbBIE ENCTBMS CO CTOPOHbI OnepaTtopa.

Mpumeuanmne. QlAstat-Dx Analyzer 1.0 He npyHUMaET KapTPUOX ANst TECT-CUCTEMBI
QIlAstat-Dx, OTNMYHBIN OT UCNONb3YEMOrO 1 OTCKaHMPOBAHHOMO Ha 3Tane NoAroToBKM K
npowenype aHanusa. B cnyyae yctaHOBKY He TOrO KapTpuaKa, KOTOpbIv Obln OTCKaHUMPOBaH,

BblgaeTcs coobLyeHve 06 owmnbke 1 KapTpUmK aBTOMATUYECKN BbIABUIAETCA HAPYXY.

I'Ipumeqarme. ﬂ,O 9TOro MOMeHTa npouenypy aHanm3a MOXXHO OTMEHUTb HaXXaTuem KHOMKAU

Cancel (OTmeHa) B TpaBOM HUXHEM Yriy CEHCOPHOro aKpaHa.

MpumeyaHune. B 3aBMCMMOCTM OT KOH(pMIypauum cuctembl OT oneparopa MoxeT

FIOTpe6OBaTbCF| NOBTOPHLIN BBOA Naponsi nonb3oBartens ang 3anycka npouenypbl aHanusa.

Mpumeyanue. Ecnu Bo BXoOHOM NOPT AN KapTpuaxka He ByaeT noMeLleH kapTpuax ans
TecT-cucteMbl QlAstat-Dx, KpbilLKa BXOLHOTO MopTa aBTOMaTUYECKU 3aKpoeTcs Yepes

30 cekyHa. Ecnu 310 npousonget, noBTOpUTE Npoueaypy HauynHas ¢ wara 5.

Bo Bpems BbINOMHEHUSA aHanu3a ocTaBLLeecs BpemMs npouenypbl 0T06pa>KaeTcs'-| Ha

CEHCOpHOM 3KpaHe (puc. 28).

__':__
= = =

) "

TEST DATA Fon Towt

@

¥

Puc. 28. BbinonHeHne aHanu3a 1 oTo6paxeHue ocTaBLUErocs BpeMeHu npoueaypbl.

Mo 3aBepLueHMM Unkna aHanm3a oTobpaxaeTtcsi akpaH Eject (M3Bneyb) (puc. 29).

Haxmvute ‘& Eject (M3Breyb) Ha CEHCOPHOM 3KpaHe, YTOObI M3BIEeYb KaPTPUOK OIS TECT-
cuctembl QlAstat-Dx. YTunusunpyinrte kapTpuax BMecte ¢ 61Monormyecky onacHsIMm
oTxo4amm ¢ cobnogeHnem BCcex rocyaapCTBEHHbIX, PerMoHarnbHbIX U MECTHbIX HOPMaTVBOB

1 3aKOHOB B 00nacTu 3gpaBooxpaHeHnsa n 6esonacHocTu.

MpumeyaHmne. Korga BXogHOM NOpT AN KapTpUmKa OTKPOETCH 1 KapTpuax byaeT
BbIABUHYT HapYXy, KapTpuax ans tect-cuctemol QlAstat-Dx cneagyet nseneds. Ecnu
KapTpuax He ByaeT nssneveH B TedeHne 30 cekyHA, OH ByAeT aBToMaTU4eCKn 3aABUHYT
obpaTHo B QlAstat-Dx Analyzer 1.0 v kpbiLLKa BXOAHOrO nopTa AN KapTpuaka 3akpoeTcs.
Ecnu a1o nponsongeT, Haxmute Eject (M3Bneys), 4ToObl CHOBa OTKPbITh KPbILLKY BXOAHOTO

KOpTa Anda KapTpuoxa, n 3ateM U3BINeKnTe KapTpuox.
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MpumeyaHue. Micnonb3oBaHHbIe KapTpumkK anst Tect-cuctemsl QlAstat-Dx Heobxoammo
yoanatb B oTxoAbl. [TOBTOpHOE UCMNOMb30BaHNE KapTpUpKen Ansa npoueayp aHanuaa,
BbINOJIHEHNE KOTOPbIX ObINO HAYaTo, a 3aTeM OTMEHEHO ONEPaTOPOM, a TakxkKe Takux, npu

pa60Te C KOTOpbIMU Oblina BbIsIBNEHa oLMobKa, HEBO3MOXHO.

TEST DATA

Puc. 29. 3kpaH «Eject» (M3Bneub).

11. Mocne n3BneveHus kapTpuaxa anst tect-cuctemol QlAstat-Dx oTobpasnTcs akpaH
Summary (CogHble faHHbIe) ¢ pe3ynbTtatamu (puc. 30). MNogpobHee cm. B pasaene 5.4.

- e ]
adminisiratos Summary 17:35 20190206
LA administrator
R X
Run Test
TEST DATA QlAstat-Dx® Respiratory Panel
2430362
s @ influenzae e
i @ Rhinovirus/Enteravirus View
ar Results
e Adenovirus
Swab i @
None Dphions

Lag Out

B i epon 5] suve g

Puc. 30. 3kpaH «Summary» (CBoaHble AaHHbIE) C pe3yribTaTaMu.

5.3.1 OTtmMmeHa umkna aHanuaa

Ecnn npouepnypa aHanusa yxe ngeT, ee BbINONHEHUME MOXHO OCTAHOBUTb HaXKaTMeM KHOMKM
Abort (Mpepsatb) (puc. 31).

MpumeyaHue. Kcnonb3oBaHHble kapTpuaxm Ana Tect-cuctembl QlAstat-Dx Heobxogmumo
yoanate B oTxoabl. [MTOBTOpHOE WCMOMb30BaHWE KapTpumKen [nns npouedyp aHanuaa,
BbINOMTHEHNE KOTOpbIX ObINO HayaTo, a 3aTeM OTMEHEHO OrnepaTopoM, a TakkKe Takux, Mpu
paboTe ¢ KoTopbiMU GbiNa BblsiBEHa OLMBKa, HEBO3MOXHO.
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TEST DATA Fun Tags

Puc. 31. OTmeHa umkna aHanumsa.

Mocne npepbiBaHUst npouenypbl aHanu3a KapTpugx ans Tect-cuctembl QlAstat-Dx  He
noanexvT ganbHenwen obpaboTke, U ero Hemnb3si UCnonb3oBaTb NOBTOPHO. lMocne HaxaTtus
kHorkn Abort ([MpepBaTb) oTOGpaxaeTcs [UanoroBoe OKHO C 3anpocoM MOATBEPXKAEHWS

OTMeHbI aHanusa (puc. 32).

Please confirm you
wish to cancel the test.

@ Yes ® No

Puc. 32. [lnanoroBoe OKHO NOATBEPXAEHUA OTMEHbI LIMKNa aHanusa.

5.4 TlpocMoOTp pe3ynbTaToB

QlAstat-Dx Analyzer 1.0 aBToMaTU4YeCKU UHTEPNPETMPYET U COXPaHWUT pe3ynbTaTbl aHanuaa.
Mocne w3BneyeHus kapTpumka Ans TecT-cuctembl QlAstat-Dx aBToMaTtnyeckum oTobpasuTcs

akpaH Summary (CBogHble AaHHbIe) € pesynbTatamm (puc. 33).

MpumeyaHue. CM. BO3MOXHble pe3ynbTaTtbl, a TakKkKe WHCTPYKUMMN NO uHTepnpetTaumn

pe3ynbTaTtoB aHanns3a B UHCTPYKUMKN MO NPUMEHEHUIO KOHerTHOVI TEeCT-CUCTEMbI.
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HAvailable 2 Wiailabla 3 Available
Flun Test
TEST DATA QlAstat-Du® Respiratory Panel

123
£ @ influenza &
s @ coranavirus 229E

View
Results
Swab Nane @
Options

@ influenza &

= Log Cut
BT sumen package P Frist fesart 2] save meport

Puc. 33. MNpumep akpaHa «Summary» (CBoAHble AaHHble) C pe3ynbTaTaMu: Ha nNeBoW naHenn — «Test Data»

(CBepeHus 06 aHanu3e), Ha OCHOBHOM NaHenn — «Summary» (CBoAHble AaHHble) aHanu3a.

B ocHoBHoOW YacTu akpaHa Ans 0TobpaxeHus pe3ynbTaToB UCMOMb3YHTCS LBETOBAs KOAUPOBKa

1N CUMBOIbI U 0T06pa)Ka}OTC$| cnegywuime Tpn cnucka:

® [lepBbIi CNNCOK COAEPXUT AaHHbIe 060 BCex 0bHapyXeHHbIX B Npobe u
NaeHTUOULMPOBAHHBIX MAaTOreHax,— Ha3BaHWe Kaaoro Takoro naTtoreHa BbIBOAUTCA Ha
3KpaH B KpacHOM LBeTe, 1 nepes HUM otobpaxkaeTcs 3HaK +]

® Bropoli cnucok cogepxut gaHHble 060 Bcex naToreHax, AN KOTOpbIX MNoMyYeH
HEeoAHO3HaYHbIN pe3ynbTaTt. HasBaHMs Taknx NaToreHoB 0TOBPaXaloTCs B XeNToM LBeTe, 1
UM NpeaLecTByeT BONPOCUTENBHbLIN 3HAK

® TpeTui CNCOK — 3TO NepeyveHb BCex NaToreHoB, aHannsupyembix B npobe. HazsaHus
oBHapyXeHHbIX B Mpobe 1 naeHTUMMLMPOBAHHBLIX NATOreHOB OTOBPaXXatTCs B KPACHOM
uBeTe, U Nepes HUMK OTOoOpaxaeTcsi 3HaK -+ HasBaHusa naToreHoB, BKIMIOYEHHbIX B
aHanus, Ho He obHapy>eHHbIX B 06pasLe, oTobpaxatloTcs B 3eMeHOM LBeTe, U nepeq HUMU
oTobpaxaeTtcsa 3Hak . [1aToreHbl, ANA KOTOPbIX NONyYEH HEOAHO3HaYHbIN pedynbTar,
oTOBpaxaloTCsa B XeNTOM LiBETE, 1 UM NpeALlecTBYeT BONPOCUTENbHbIN 3HaK

Mpumeyanune. OGHapyxxeHHble B Npobe 1 naeHTdLMpOoBaHHbIE NaToreHsl 0TobpaxalTca BO

BCEX CnucKax.

Ecnu aHanu3 He yganoch ycnewHo BbINOMHUTL, 0TobpasuTca coobuweHne «Failed» (Cbon) c

cootBeTcTBYtowmM Error Code (Kog owwmbkn).
B neBoi 4Yactu akpaHa otobpaxatotcs crneaytowme Test Data (CeBegeHunst 06 aHanmse):

e Sample ID (ID npobbl)
e Patient ID (ID naumeHTa) (Npy HanNM4MM TakoBOro)
® Assay Type (Tun TecT-cuctembl)

® Sample Type (Tun npobbi)

PykoBoacTeo none3osatens QlAstat-Dx Analyzer 1.0  06/2020



Hannune [octyna K OononHUTENbHbIM OaHHbIM o6 aHanuse 3aBMCUT OT npas, MMerwmnxca y
onepartopa. Takue [aHHble MOXHO MPOCMOTPETb Ha BKMadkaX, OTKPbIBAEMbIX B HWXKHEW 4acTu

3KpaHa (Hanp., KpMBble aMmnnudmKaLmm1, KpMBble NaBrneHus n NoapobHble cBeaeHns 06 aHanuse).

[aHHble aHanM3a MOXHO 3KCMOPTUPOBAaTbL HaXkaTMeM KHoMku Save Report (CoxpaHuTb OTYeT)

Ha HWKHEW NaHenu aKpaHa.

OT4eT TakKe MOXHO OTMPaBUTb Ha MPUHTEP, HaxaB kHomky Print Report (Mevatb oTyeTa) Ha

HWXKHEN naHenu akpaHa.

MakeT nogdepxku Ans BbIGpaHHOM Cepumn UnNuM Ans BCEX HeyAadHbIX Cepuin MOXHO CO3AaTh,
HaxaB Support Package (MakeT nogaepxku) Ha HWXHEH naHenun akpaHa. Ecnu Heobxogmma

noaaepkka, oTnpaBbTe NakeT NOAAEPXKKN B TeXHUYecKyto cryx0y QIAGEN.

5.4.1 T[lpocMOTp KpUBbLIX amnnndukasmm

[ns npocmoTpa KpuBbIX amniMduKaumm, OTHOCALLMXCA K aHanusy, HaXMuTe Ha BKNagKy |i

Amplification Curves (Kpvsble amnnudukauun) (puc. 34).

Mpumeyanne. OT1a d)yHKLI,VIﬂ MOXeT ObITb OOCTynHa He Anda BCeX TeCT-CUCTEM.

asministraton Aemglification Curves 1056 20200518
FFLJ
L aiiite £ Available O Available t Available °

Run Test

-] enza il View

Results

PATHOGENS  CONTROLS @

Coronavinus 2298 :
None .. - : Optians
Lin : .

- : Log Out
BT soppor Pacage I} Print Repont [E] seve nepost

Puc. 34. dkpaH «Amplification Curves» (KpuBble amnnudunkaumm) (Bknagka PATHOGENS (MATOrEHbI)).

CneBa oTobpaxaeTca noapobHas wHOpMauuMsi O naToreHax, BKMYEHHbIX B aHanus, u

KOHTPOSSIX, a B LLEHTPe — KpMBble amnindukaummn.

Mpumevanune. Ecnn Ha QlAstat-Dx Analyzer 1.0 skmioveHa onuma User Access Control
(KoHTpone pocTyna nonb3oBaTenen) (cm. pasgen 6.5), To akpaH Amplification Curves
(KpuBble amnnudwmkaumm) [OCTYNeH TOMbKO ofnepaTtopaM C COOTBETCTBYHLUMMMW NpaBamu

aoctyna.

Haxmute Ha Bknagky PATHOGENS (MATOIEHBbI) cnea, 4Tobbl BbIBECTM Ha 3kpaH rpadukm,
COOTBETCTBYIOLME MaToreHam, BKIOYEHHbIM B aHanu3. Ytobbl BbIOpaTb MaToreHsbl,
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0T06pa>KaeMb|e Ha rpaq)vn(e amnnmcbmxau,mw, HaXXMuUTe Ha Ha3BaHUA HYXHbIX MaTOreHoB.
MoxHo Bbl6paTb OAWMH MaToreH, HeCcKONbKO MaTOreHoB WM HW OAHOro natoreHa. Kaxgomy
naTtoreHy B  CMUCKe Bbl6paHHbIX npuceanvBaeTcAaA  LUBeT, COOTBeTCTByPOLLWII7I KpVIBOI?I

aMmnnundmrkalmm ang aToro natoreHa. HEBbI6paHHbIe naToreHbl OTO6pa)KaIOTC$| B CE€pPOM LBETE.

Mo HasBaHMEM Kaxgoro nartoreHa OTO6pa)Ka}OTCF| COOTBETCTBYHOLWNE 3Ha4YeHudA Crmu

dnyopecueHLMM B KOHEYHOW TOYKE.

Haxmute Ha Bknagky CONTROLS (KOHTPOIM) cneea, 4TtoObl NMpOCMOTPETHL KOHTPOMW U
3adaTb KOHTPONW, oTobpaxaemble Ha rpadumke amnnndmkauum. Ytobbl BbIGpaTe KOHTPOMb UNn

OTMEHUTb ero BbIGOp, HAaXMWUTE Ha KPYr psgoM € ero HassaHuem (puc. 35).

) b
| Available £ Available wJ Available “T Available

Run Test
CONTROLS

i |

o Log Dut
BT sweeon Package & Frint Report B save feport

Puc. 35. 9kpaH «Amplification Curves» (Kpuble amnnucukaumm) (Bknagka CONTROLS (KOHTPOIN)).

Ha rpacuke amnnudukaumm otobpaxatoTcs KpuBble N5 BolGpaHHbIX NaTOreHOB UMW KOHTPOIEN.
[Ona nepekntoveHns mMexay norapudMUYEcKon U FIMHENHOW LuKanamm Ha ocu Y UCMOoMnb3ynte

kHonku Lin (JlunenHas) n Log (JTorapudmmyeckas) B HUXXHEM NEBOM yriy rpadpuka.

Lkanbl no ocam X n'Y perynupyroTcsa ¢ NOMOLLbIO . CUHUX CEeJIeKTopOoB, pacrnoJioXKeHHbIX Ha
Kaxkgon ocu. Yp.epmmsaﬂ CUHWNI CENeKTOp HaXkaTbliM, NnepemMecTnuTe ero B Hy>xHoe MeCTo Ha OCWU.
YTtobbI BEPHYTbLCA K 3HA4YEHMSIM MO YMOSYaHUIO, NEPEMECTUTE CUHUIN CENEKTOP B TOYKY Hayana

koopauHar.

5.4.2 TlpocMoTp KpUBbIX NNaBneHus

Onsa NpocMOTpa KpUBbLIX NnaBneHndA, OTHOCALWNXCA K aHanndy, HaXxXMuUTe Ha BKIaaky Melting

Curves (KpvBble nnaBneHus).

CneBa 0T06pa>|<aeTC$| I'IO,EI,pOGHaﬂ MHOpMaLMa O naToreHax, BKMIOYEHHbIX B aHanus, u

KOHTPONAX, a B LEHTPEe — KpuBble NiiaBneHuns.

MpumeyvaHue. Bknagka Melting Curves (KpuBble nnaBneHusl) OOCTYNHa TONbKO AMsl TecT-

CUCTEM, B KOTOPbIX BbINONMTHAETCA aHann3 nnaesrieHna.
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Mpumevanune. Ecnn Ha QlAstat-Dx Analyzer 1.0 BkmtoveHa onuua User Access Control
(KoHTponb poctyna nonb3oBartenen) (cm. pasgen 6.5), To akpaH Melting Curves (KpuBble

I'IJ'IaBJ'IeHVIFI) OOCTYyneH TOJbKO onepaTtopam C COOTBETCTBYHOLWMMU NpaBaMn OocTyna.

Haxmunte Ha Bknagky PATHOGENS (MATOIEHbI) cnea, 4To6bl BLIBECTM Ha 3KpaH AAHHbLIE O
naToreHax, BKIIIOYEHHbIX B aHanu3. YTtobbl 3agatb OTOOpakaemble KpuBble MNaBMeHus,
HaXXUMaWTe Ha KPYXXKW PSAOM C Ha3BaHUSIMM COOTBETCTBYIOLUMX naToreHoB. MoxHO BbiOpaThb
OOMH NaToreH, HeCKOSNbKO MaToreHoB WM HW OAHOro nartoreHa. Kaxgomy natoreHy B crivcke
BblIOpaHHbIX NprCBavBaeTCAa LBET, COOTBETCTBYIOLUMIA KPUBOW NNaBneHnsa AN 3TOoro naToreHa.
HesblbpaHHble naToreHbl oOTOOpaxalTCca B CepoM LUBeTe. Temnepatypa nMnaBreHus

0T06pa>|<aeTC$| noa Ha3BaHUEM KaXXOoro natoreHa.

Haxmute Ha Bknagky CONTROLS (KOHTPOIW) cnesa, 4TOGbl NMPOCMOTPETb KOHTPOMMU U
3agaTb KOHTpOmnu, oTobpaxaemble Ha rpaduke nnaeneHus. YTobbl BbIOpaTb KOHTPOMb WK

OTMEHUTb ero Bbl60p, HaXXMUTe Ha Kpyr paAgoMm C ero HassaHueMm.

KoHTponu, npowepwmve aHanus, otobpaxarlTca B 3ereHOM LBeTe 1 nomevarTcs kak «Passed
Controls» (Mpowealwme KOHTPONW), a KOHTPOMM, QANs  KOTOpbIX mpou3owen cbon,
oTobpaxaloTcs B KpacHOM uBeTe M nomevatoTca kak «Failed Controls» (Henpowegwme

KOHTpONnw).

LWkanbl no ocam X n Y perynvmpyroTcs ¢ NOMOLLbHO . CUHUX CENEKTOPOB, PACMONIOXEHHbIX Ha
Kaxxaomn ocu. YaepvBas CUHUI CENEKTOP HaXaTblM, NEPEMECTUTE ero B Hy>KHOE MeCTO Ha OCMU.
UToObl BEPHYTHCS K 3HAYEHWUSIM MO YMOJTYaHUIO, NEPEMECTUTE CUHUI CENEKTOP B TOYKY Havana

koopauHar.

5.4.3 TlpocmMoTp nogpobHbIX cBeAeHUn 00 aHannse

Ona npocmoTpa Gonee noapobHbIX AdaHHbIX O pesynbTaTax HaxmuTe B Test Details
(MoopoGHble ceefeHUs 06 aHanmae). MpPOKPYTUTE CTpaHULY BHU3, YTODObLI MPOCMOTPETL OTYET

MOJTHOCTbIO.

B ueHTpe akpaHa oTobpaxatoTcsa criegytowme Test Details (MogpobHble cBeaeHus o6 aHanuse)

(puc. 36, cnepgyollasi cTpaHmua):

User ID (ID nonb3oBaTens)

Cartridge SN (CepuiiHbIi HOMep KapTpuaxa) (CEpUNHLIN HOMEP)

Cartridge Expiration Date (Cpok rogHocTK kapTpuaxa)

Module SN (CepuitHbIn Homep Mogyns) (CepUHbBIN HOMEP)

PykoBoacTeo none3osatens QlAstat-Dx Analyzer 1.0  06/2020

45



® Test Status (CocTtosHne aHanusa) (Completed (3aBepLueH), Failed (C6on) nnu Canceled
(OTmeHeH [onepaTopom]))

® Error Code (Kog owmnbkn) (ecnv npumeHnmo)

® Error Message (CoobLyeHne 06 owmbke) (ecnvm npuMeHnmo)

® Test Start Date and Time (Jata 1 Bpems Hayana aHanu3aa)

® Test Execution Time (Bpemsi BbINONHeHWsi aHanmaa)

® Assay Name (Mima TecT-cuctembl)

® TestID (ID aHanusa)

® Test Result (Pe3ynbTat aHanusa) (ans kaxagoro aHanuTa, obLmin pesynbTat aHanusa:
«Positive» (MonoxwutenbHbii) [pos], «Positive with Warning» (MonoxutensHeii ¢
npegynpexgeHuem) [pos*], «Negative» (OTpuuaTtenbHbin) [neg], «Invalid»
(HepenctBuTenbHo) [inv], «Failed» (C6on) [fail] nnn «Successful» (YcnewwHo) [suc].
Moppo6Hyto MHpopMaLMI0 O BO3MOXHbBIX pe3ynbTaTax U ux nHTepnpetauumn cm. B
WHCTPYKLUMW NO NPUMEHEHMIO KOHKPETHOW TECT-CUCTEMBI.)

® [lepeyeHb aHanuToB (List of analytes), Bkno4eHHbIX B @aHanu3 (CrpynnMpoBaHHbIX No
ogHoMy 13 criegyowmux napameTpoB: «Detected Pathogen» (O6HapyxeHHbIN naToreH),
«Equivocal» (HeonpeneneHHbii pesynbTtaT), «Not Detected Pathogens» (HeobGHapyxeHHble
naToreHsl), «Invalid» (HegencrteutensHo), «Not Applicable» (HenpumeHnmo), «Out of
Range» (BHe guanasoHa), «Passed Controls» (Mpoweamne koHTponu) n «Failed Controls»
(Henpoweaiume koHTponu)), co 3HaveHusamu Ct 1 donyopecLeHLmnn B KOHEYHOW TOYKE (ecnn
[OOCTYMHO ANsi TECT-CUCTEMbI).

® [lepeyeHb koHTponel (List of controls) co 3HauyeHnamn Ct n donyopecueHLMn B KOHEYHOM

TOuKe (ecnv JOCTYMHO AN TeCT-CUCTEMBI).

Available

Run Test

TEST DATA TEST DETAILS

kgt administratar e

TITTTTTTT
View
Results

©

Opticns

RP

Log Dut

chacpt @ Priot fleport [E] zvee nepert

Puc. 36. Mpumep 3akpaHa co cBegeHnsasmu o6 aHanuse (Test Data) Ha neBon naHenu u NoapPo6GHbLIMKU CBeAEHUAMM

06 aHanu3e (Test Details) Ha ocHoBHOW naHenu.
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5.4.4 TlpocMOTp pesynbTaToB NpeaLwecTBYOWMX NpoLeayp aHanmsa

[na npocmoTpa pesynbTaToB MpedlecTByOWUX Mpoueayp adanus3a, COXPaHeHHbIX B
XpaHunuiie pesynbTaTtoB, HaXmute @ view Results (MpocmoTp pesynbTaTtoB) Ha MaHenu
rmaBHOro MeHto (puc. 37).

? A

Log Out
Puc. 37. Mpumep akpaHa «View Results» (MpocmoTp pesynbTaToB).

[Ona «kaxgoro BbINOMHEHHOrO aHanu3a f[OocTynHa cnegywowaa uHdgopmauua (puc. 38,
cnepyoLLas cTpaHuua):

e Sample ID (ID npobbl)

® Assay (TecT-cuctema) (UMS TECT-CUCTEMBI)

® Operator ID (ID onepatopa)

® Mod (Mog) (aHanuTu4eckuin Moaynb, Ha KOTOPOM BbIMOSHANCHA aHanus)
e CraTtyc 3arpy3kv (BMOMMO TOMbLKO MpU akTMBauum B HacTpornkax HIS/LIS)
e Date/Time (JaTta/Bpems) (oata v Bpemsi 3aBepLUeHUst aHanu3aa)

® Result (Pe3ynbTar) (Mcxoq aHanu3sa: «positive» (nonoxutensHeln) [pos], «pos with warning»
(nonoxuTenbHbIV ¢ NpegynpexaeHem) [pos*], «negative» (oTpuuartensHeiin) [neg], invalid

(HepevicTBuTENbHO) [inV], «failed» (cbown) [fail] nnun «successful» (ycnewHo) [suc))

Hpumeanue. Bo3amMOXxHble ucxogbl 3aBUCAT OT KOHerTHOVI TEeCT-CUCTEeMbI (T. €. HeKoTopble
ncxoabl MoryT ObITb HenpuMeHuMbl K onpeneneHHbIM TeCT-CVICTeMaM). Cwm. WHCTPYKUMIO MO

NPUMEHEHNIO KOHKPETHOW TECT-CUCTEMBI.

Mpumevanune. Ecnn Ha QlAstat-Dx Analyzer 1.0 skmtoveHa onuma User Access Control
(KoHTponbk goctyna nonb3osartenein) (cMm. pasgen 6.5), To AaHHble, K KOTOPbLIM y Mofib3oBaTenNs
HeT JocTyna, CKpbIBalOTCS U BMECTO HUX OTOOpaxatTCsi 3BE3404KN.
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Bbibepute oguH unu Gonee pesynbTaToB aHanu3a HaxaTWeM Ha Cepblit Kpyr cnesa oOT
naeHTuukaTopa npobbl. PSaom ¢ BbiGpaHHLIMU pe3ynbTaTamy 0TOGpasuTcs ranouka. [ns
OTMeHbl BbiGOpa pe3ynbTaToB aHanu3a HaxumanTe Ha 3Ty ranodky. BbiGpaTe Becb cnmcok
pesyrbTaToB MOXHO HaxaTvem Ha kpyr ¢ @ ranoukoi B BepxHeii cTpoke (puc. 38).

l-:-_l E‘ !":I“..‘ [ ==
A £ doralusle | Avaiable SF Availaide °

o 3 ; e " Fusn st

@ rertragen [ - D s

Puc. 38. Mpumep BbIGopa Test Results (Pe3ynbTaThl aHanusa) Ha akpaHe «View Results» (MpocmoTp pesynbTaTtoB).

HaxmnTe Ha CTpoKy pe3ynbTaToB aHanu3a B NobOOM mecTe, 4TOObl MPOCMOTPETL pesynbrar
KOHKpPETHOro aHanusa.

HaxmuTte Ha 3aronosok ctonbua (Hanp., Sample ID (ID npobbl)), 4Tobbl OTCOPTUPOBATL CNNCOK
B BOCXOASILLEM WM HUCXOASLLUEM NOPSiAKE MO COOTBETCTBYHOLEMY napameTpy. Cnucok MOXHO
OTCOPTMPOBATL TOJLKO MO OAHOMY CTONGLY 3a OAWH pas.

B cton6ue Result (Pe3ynbTaTt) oTobpaxaeTcs pesynbTaT Kaxgoro aHanmsa (tabn. 1).

prmeqaﬂue. BoamoxHble mMcxogbl 3aBUCAT OT KOHKDETHOVI TEeCT-CUCTEeMbI (T. €. HeKoTopble
ncxoabl MoryT ObITb HenpuMeHnMbl K onpeaeneHHbIM TGCT-CI/ICTeMaM). Cwm. WHCTPYKUMIO MO

NPUMEHEHMIO KOHKPETHOW TECT-CUCTEMBI.

Ta6nuua 1. OnucaHune peynbLTaToB aHanu3a

Ucxop PesynbTar OnucaHue

Positive (MonoxutenbHbIi) e Kak MMHMMYM Ans o4HOro aHanuTa nosnyyYeH NonoXuTenbHbIN
pos pesyrnbTart

Positive with warning el Kak MMHMMYM s 04HOro aHanuTa nosy4eH NONoXWUTeNbHbIN

(MonoxuTenbHbIN ¢ " pos* pesynbTaT, 04HaKo NPU aHanmae KOHTponsi npousoLuen coon

npeaynpexaeHuem)

Negative (OTpuuatenbHbiin) AHanuToB He obHapyxeHo
neg

Failed (C6oit) e BbINONHWTL aHanu3 He yaanock, NOCKONbKy BO3HMKNA olmnbka
fail Unn aHanua 6bin OTMEHeH nonb3oBaTtenemM

Invalid (HegevicTBuTENBHO) e PesynbTaT aHanusa HegencTBUTENEH
inv

Successful (YcnelwwHo) ° Pe3ynbTaT aHanusa nonoxutenbHbI NMM60 oTpuLaTEnNbHbIN, HO Y
suc nonb3oBaTensi HET NpaB AOCTyNa AMNs MPOCMOTPa pe3ynbTaToB

MNpumeyvaHme. MoapoGHOE onvicaHve pe3ynbTaToB AMs BbIMONHAEMOrO aHanm3a CM. B UHCTPYKLUM MO NPUMEHEHWMIO TeCT-
CUCTEMBI.
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Y6eputecb, uto k QIAstat-Dx Analyzer 1.0 nogknioyeH npMHTEP M YTO YCTaHOBIEH
Hagnexawun gpaneep. Haxmute Print Report (Mevyatb otyeTta), 4ToObl HanevaTaTb OTYeT(bl)

0 BbIOpaHHOM pesyrnbTaTe (pesynbraTax).

Haxmnte Save Report (CoxpaHuTb OT4eT), 4ToObl coxpaHuTb OT4eT(bl) O BbIGpaHHOM

pesynbTaTte (pesynbTartax) B ¢popmate PDF Ha BHewHem USB-HakonuTene.

MpumeyaHne. PekomeHayeTca wucnonb3oBaTb noctaBnsemMbin  USB-Hakonutenb  Ans
KpaTKOBPEMEHHOIO XpaHeHWss U nepeHoca [AdaHHbiX. [MpumeHeHne USB-Hakonutens umeet
orpaHuyeHusi (Hanpumep, obbeM MamMATM UMM  PUCK Nepes3anucbiBaHus), YTO crnegyet

npuHMMaTb BO BHUMaHWe nepen ncnosib3oBaHUeMm.

Bbibepute TMn otyeta: «List of Tests» (Cnuncok aHanmsoB) nnun «Test Reports» (OTyeThbl 06

aHanm3sax).

Haxmunte Search (Mowuck), 4ToGbI BLINOMHMTE MOUCK pe3ynbTaTtoB aHanu3a no Sample ID (ID
npobel), Assay (Tect-cuctema) u Operator ID (ID onepatopa). Beegute wuckomyto
nocrnenoBaTenbHOCTb CMMBOSIOB C MOMOLLBK BUPTYyanbHOW KnaBuaTtypbl U HaxmuTte Enter
(BBog), 4TOGLI Ha4yaTb novck. B obnactu pesynbTaTtoB novcka oTo6GpasATCst TOMbKO 3anuc,

coaepxalime NCKoMyto nocrienoBatesibHOCTb CUMBOIOB.

Ecnn «k CMUCKY pe3ynbTaToB MNpUMEHEH dunbTp, TO MNOUCK 6y,u,eT NMPUMEHEeH TOJIbKO K

otdun bTPOBaHHOMY CMNUCKY.

YoepxuBante HaxaTblM 3arofloBok cTonbua, 4Tobbl NPUMEHWUTb UILTP Ha OCHOBE
COOTBETCTBYHOLLEro napameTpa. [na HeKOTOpbIX MapameTpoB, Takux kak «Sample ID» (ID
npobel), oToOpaxaeTcs BupTyanbHas kKnaeBuaTtypa, MO3BONSOWAs BBECTU  UCKOMYIO

nocrneaoBaTenibHOCTb CUMBOSIOB B KayecTBe (hunbTpa.

Onsa apyrux napameTpoB, Hanpumep «Assay» (TecT-cucrema), OTKpblBaeTCA ANanoroBoe OKHO
C nepeyvyHeM HasBaHWI TEeCT-CUCTEM, COXPaHEHHbIX B XpaHunuwe. Beibepute ogHy unu 6onee
TecT-cucTeM, 4ToObl HaWTW TOMbKO Te MpouUedypbl aHanu3a, KoTopble Obiv BbIMOMHEHbI C

ncnonb3oBaHMeM 3TUX CUCTEM.

Cumon T cnesa OT 3arornoBka ctonbua nokasblBaeT, 4To GunbTp no 3TOMY CTOJ'I6L|,y

aKTUBEH.

YT06bI yOpaTh chuneTp, HaxXmMmMTe Remove Filter (Y6paTb ounbTp) Ha naHenu NoAMEHIO.
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5.4.5 O3kcnopt pesynbtatoB Ha USB-Hakonutenb

Ha no6on Bknagke skpaHa View Results (MpocmoTtp pesynbtaToB) BblibepuTe onuuio Save
Report (CoxpaHuTb O0T4eT), YTOObI 3KCMOPTUPOBATL U COXPAHWUTL KOMUIO pe3ynbTaToB aHanmsa
B chbopmaTe PDF Ha USB-HakonuTene. USB-nopT HaxoauTcsa Ha nepegHen ctopoHe QlAstat-Dx
Analyzer 1.0 (pwuc. 39).

MpumeyaHue. PekomeHayeTcs ucnonb3oBaTh nocraensemoli USB-Hakonutenb ans
KpaTKOBPEMEHHOIO XpaHeHWs 1 nepeHoca AaHHbIX. [MpumerHeHne USB-HakonuTens nveet
orpaHuyeHus (Hanpumep, o6beM NamsATy UK PUCK NepesanncbiBaHns), YTO crieayeT

npuHMMaTb BO BHUMaHMe nepen ncnosib3oBaHUeMm.

Puc. 39. PacnonoxeHue USB-nopra.

5.4.6 TlleyvaTb pesynbtaToB

Y6eputecb, uto k QIAstat-Dx Analyzer 1.0 nogknioyeH npMHTEP M YTO YCTaHOBIEH
Hagnexawwmn pfpavieep (nogpobHee o6 ycTaHOBKe ApanBepoB CM. B MpunoxeHun 11.1).
Haxmute Print Report ([eyaTb oTyeTa), 4TOOblI OTNPaBUTL KOMUIO Pe3ynbTaToB aHanusa Ha
npuHTEP.

5.4.7 CospgaHue nakeTta noanep>km

Ecnun Heobxoguma TexHudeckas noaaepKka, MOXHO CcOo3AaTb NakeT NoAOEPXKKW, BKIOYAIOLLMA
BCIO Heobxoaumyk wHdopmaumio o umknax obpaboTku, cucteme U dannbl XypHana
TEXHUYECKOro COCTOSIHUA, U OTMpaBUTb ero B TexHudeckylo cnyx0y QIAGEN. Onsa co3gaHusa
naketa nopaepxkn Bblibepute Bknagky Support Package (Maket nopaepxku). lMosiButcs
OMarnoroBoe OKHO, B KOTOPOM MOXHO €CO34aTb MakeT NOAAEPXKKN AN BbIOpaHHOro aHanusa unm
BCEX HeyaayHblX aHanu3os (puc. 40). CoxpaHuTte nakeT nogaepxkn Ha USB-HocuTtene. USB-
nopT Haxoautca Ha nepepgHen ctopoHe QIAstat-Dx Analyzer 1.0 (puc. 39, npegbigylias
cTpaHuua).
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SELECT RESULTS TO INCLUDE

Selected Test v

All Failed Tests

iﬁh Create ® Cancel

Puc. 40. Co3naHue nakeTta noanepxku

MpumeyaHue. PekomeHayeTcs ncnonb3oBatb nocrasnsiembln USB-Hakonutenb ans
KpaTKOBPEMEHHOrO XpaHeHus 1 nepeHoca AaHHbIX. MpumeHeHne USB-HakonuTensa nveet
orpaHuyeHust (Hanpumep, o6bem NamATU UK PUCK Nepe3anuncbiBaHus), YTo criegyeT

NPpUHMUMaTb BO BHMMaHUE nepen ncrnojibsoBaHneMm.

Mpumeyanune. Ecnv Heobxoarma TexHUYeckas nogaepxka, ybeautech, YTo NakeT NOAAEPXKKMN
€03[aH cpasy nocrne BO3HMKHOBEHWS npobnemsl. BBMAy orpaHMyYeHHOro obbema xpaHunuiia u
HacTPOWK/N CUCTEMBI, CUCTEMHBbIE haiinbl 1 dansbl XypHana TEXHUYECKOro COCTOSIHUSA 3a
COOTBeTCTByPOLU,VIVI BpeMeHHOIZ nepuog moryt ObITb aBTOMAaTUYECKN yAaneHbl Npu npoaomkeHnn

MCnoJsib3oBaHUA CUCTEMbI.
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6 DPyHKUUN CUCTEMBI 1 ONLNA

B aTom pasgene onucbiBaloTcs BCe AOCTYMNHble (yHKUMOHaNbHble anemeHTbl QlAstat-Dx
Analyzer 1.0, a Takke onuuu, nNO3BOMsOLME HacTpamBaTb npubop B COOTBETCTBUM C

I'IOTpe6HOCT$|MVI nonb3oBaTtens.

6.1 [naBHbIN 3KpaH

Ha rmaBHOM 3KpaHe MOXHO NPOCMaTpMBaTh AAHHBbIE O COCTOSHUKN aHANUMTUYECKUX MOAYNEen 1
nepexoAnTb K pasHbIM pasgenam nornb3oBaTenbckoro nHtepdenca (Login (Bxoa B cuctemy),
Run Test (BbinonHutb aHanua), View Results (MpocmoTp pesynbtaTto), Options (Onuun) u
Log Out (Bbixog)) (puc. 41).

MaHenb o6Lero coctosHMs

MaHenb cocTosHMA K —
[=o——r—rm
\ F 5 P MaHenb rnaBHOro MeH
Avail Available T Awnilable ST wlable

moaynen

esses
CHAGEN

Options

N

O6nacTb COAEePXUMOro MaHenb NoaAMeHo

Puc. 41. FnaBHbIN 3KpaH Ha ceHCOpHOM 3KpaHe QlAstat-Dx Analyzer 1.0.
MaBHbIN 3KpaH COAEPXKUT CneayoLmne 3reMeHThbl:

e [laHenb obLLero cocTosiHUA

® [laHenb cocToaHUS Moayren

e [laHenb rmaBHOIO MEHI

e O6nactb cogepXmmoro

® [laHenb MeHI0 BKNagok (0TobpaxeHne Heobs3aTenbHO, B 3aBUCMMOCTHY OT 3KpaHa)

® [laHenb NOAMEHIO N NaHenb UHCTPYKLMIA (OTO6pa)KeHVIe Heobs3aTenbHO, B 3aBUCUMOCTU OT

3KpaHa)
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6.1.1 TlaHenb oOLLEero CocToAHUS

MaHenb O6LIEro COCTOSHUS COAEPXUT MHDOPMaLMIO O COCTOSIHUM cucTembl (puc. 42). Cnesa
oTobpaxaeTcss uaeHTUdUKaTOp Monb3oBaTens, BbIMOMHMBLLENO BXoA4 B cuctemy. o LeHTpy

0T06pa>|<aeTC$| 3aroyioBOK 3KpaHa, a cnpaBa — CUCTEMHbIE AaTa U BpeM4.

administrator 14:39 2017-03-30

Puc. 42. NaHenb o6LLero cocTosiHus.

6.1.2 [laHenb COCTOAHUA MoAynen

Ha naHenu coctosHus B Moaynern oTobpaxalTcs AaHHble O COCTOSIHAM KaXKAoro MMeroLLerocs
B CMCTEME aHanuTm4eckoro moayns (1—4) — B COOTBETCTBYIOLUMX MOMAX COCTOSIHUS (puc. 43).
B none otobpaxaetcs Hagnucb «Not Installed» (He yctaHoBneH), ecnu gns 3ToM No3vumu
aHanNUTUYEeCKM MOAYMb OTCYTCTBYET.

L i LU L

_I Available

OTmeTKa BpemMeHun
MHaukaTop BbINONHEHUS

JInHuna 1
4 JInHua 2
Ul administrator

Resp_3018_19c¢c

Homep aHanutuyeckoro mogynsi

Puc. 43. NaHenb cocTosiHUA MoAaynen.

HaxmMmute Ha none HYXHOro aHanMTU4YecKoro MOoAyns Ans poctyna k 6onee nogpobHoun
nHgpopmaumu. CocTosHMS Mogynen, KoTopble MOryT oTobpaxaTbCsl B sivelike COCTOSIHUA Ha

naHenun CoCTOAAHMS: MoaYNs, NpeAcTaBneHbl B Tabnuue 2 (cneayoLwas cTpaHuua).
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Ta6nuua 2. CocTossHUsA Moaynewn, KOTopble MOryT oToGpaXaTbCs B NONAX COCTOSAHUA

CocTtosiHue

OnucaHue

Not installed (He yctaHoBneH)

Excluded (McknioueH)
Error (Owwm6ka)

Initializing (MHMumanusaums)

Available (QocTyneH)

Test running
(BbinonHsieTcs aHanua)

‘l Ul administrator
Resp_3018_19¢

Test completed
(AHanu3 3aBepLueH)

Ul administrator
Resp Panel

Eject cartridge
(N3Bneyb KapTpuaX)

[N 3TON NO3MLMKM aHanNUTUYECKUIA MOAYIIb HE YCTAHOBIEH.

AHanUTUYECKMin MOZYTb UCKIIOYEH MOMb30BATENEM C MOMOLLbIO NOMb30BATENBCKUX
HaCTpOeK.

[na aHanuTU4Yeckoro Moaynsa 3adukcUpoBaHa cepbesHas ombka.
AHanUTUYecKnin Moaynb HaxoamTCst B HepaBboyem COCTOSHUN.

AHanuTnyeckmn MOZAYIb 3anyCcKkaeTca U BbINONMHAET npouenypy camoanarHoCTUKA.

AHanuTUYeckuin Modynb AOCTYNEH ANsS HOBOW Npoledypbl aHanusa. Ha
aHanUTUYecKoM Modyre B HAaCTOSILUMIA MOMEHT NpoLeaypa aHanusa He
BbINOMHSETCS, B HETO HE YCTaHOBMEH KapTpumk Ans TecT-cuctembl QlAstat-Dx, n
KpbILLIKA BXOAHOTO MopTa AfA KapTpumka 3akpbiTa.

Monb3oBaTenb ¢ NnpaBamu «administrator» (agMUHUCTPATOP) B HACTOALLNIA MOMEHT
npoBoauT npoueaypy aHanusa «Resp_3018_19c» Ha aHanuTuyeckom moayne 1. flo
3aBepLUeHns npoueaypbl aHanusa octaeTcs 32 MUHyThl 14 cekyHA.

Monb3oBaTenb ¢ NnpaBamu «administrator» (agMuHMCTpaTOp) 3aBepLUN aHanNM3
«Resp Panel» Ha aHanuTuyeckom moayne 1.

CocTosiHue npoLeaypbl aHanvsa oTobpaxaeTcsi Ha UHAVKATOPE BbIMOSHEHWS B
COOTBETCTBYIOLLEM Mose:

TEST COMPLETED (AHANN3 3ABEPLLEH) — aHanu3 ycnewHo BbINOMHEH.

TEST FAILED (CBOW AHAJIM3A) — aHanu3 3aBepLUeH, 0AHaKO Npou3oLLIa oLwneKa.

TEST CANCELED (AHAIT3 OTMEHEH) — aHanu3 oTMeHeH nonb3oBaTenem.

Mocne yaanenus kapTpumka Ansa Tect-cucteMbl QlAstat-Dx 1 3aKpbITUS KPbILLKK
BXOAHOrO NopTa AN KapTpuaxa aHanuTuiecknin modynb 6yaeT cHoBa AOCTYMEH.

B aHanuTu4eckom mMoayre HaxoauTcs kapTpuoxk ans Tect-cuctembl QlAstat-Dx, n

KpbiLLKa BXOAHOrO nopTa Anst KapTpuaxa 3akpbiTa, HO aHanu3 B HacTOSLLMIA MOMEHT
He BbIMONHAETCS. Takoe BO3MOXHO B CrEAYHOLLMX CUTyaLmsaX:

® KapTpumx He 6bin yaaneH nocne M3BneyeHust 3-3a OTMEHbI UMW 3aBepLIEHUs

npoueaypbl aHanuaa.

® [luTaHune cuctembl GbINo BbIKMHOYEHO, Korga KapTpumxK Haxoauncsa BHYTpU

aHanumTu4eckoro moayns.

6.1.3 [laHenb rmaBHOroO MEH

B 1abn. 3 nokasaHbl onuumu, OOCTYynNHble Yepe3 NaHeNb rmaBHOro MeHHo.

Ta6bnuua 3. Onuumu Ha NaHesnun rMaBHOro MeH

Nmsa KHonka OnucaHue

Run Test ° 3anyck nocneaoBaTenbHOCTY BbINOMHEHNs aHanusa (cM. pasgen 5.3).
(BbInonHuTh aHanms) MporpammHoe obecreveHne QlAstat-Dx aBTomaTuyecku BoIGMpaeT AOCTYMHbIN
aHanUTUYECKUIN MOAYb U 3anyckaeT NocneaoBaTenlbHOCTb NOArOTOBKY K aHanmay.

View Results OTkpbITHe 3kpaHa View Results (MpocmoTp pesynbTatoB) (cM. pasgen 5.4).
(MpocMoTp pesynbTaTos)

Options (Onuum) @ OToBpaxeHune noameHto Options (Onuwn) (cM. pasgen 6.4).

Log Out (Bbixopa) @ BbinonHeHune BbixoAa Nonb3oBaTens U3 CUCTeMbI (OMLUMSA aKTUBHA, TOSNbKO ecnu

BkItoveHa dyHkumsa User Access Control (KoHTponb gocTyna nonb3oBatenen)).
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6.1.4 Ob6nacTb cooep>XMmMoro

WHdopmauus, otobpaxaemas B OCHOBHOW 06nactu COAEpXMMOro, Bapbupyetcs B
3aBUCMMOCTU OT COCTOSIHMS MOSIb30BaTENbCKOro MHTepdenca. B aton obnactn otobpaxatoTtcs
pesynbTaTbl, KpaTKue CBedeHWs, MnapameTpbl KOHMUrypaumm W HacTPOWKM Mpu Bxode B

pasnun4yHbie pexnmbl 1 Bbl60pe ANeMeHTOB MEHH0, OMNMnUCbiBaeMbIX HUXeE.

B 3aBMcrMOCTM OT coAepXMMOro MoryT BbiTb 4OCTYMHbI AOMOSIHUTENbHbIE ONUUWM — Ha NaHenu
MEHIO BKNagok M B MeHio Options (Onumum). Ooctyn Kk nogmeHto Options (Onuun)
OCYLLECTBNSIETCS NyTEM HaxaTus Ha kHornky Options (Onuwun) (puc. 44).

Fun Test

Fesults

02000 ©

Archive  User  Assay  Sydem  Charge Opticns
Resills  MGMT  MGMT  Confiy Passwesd

Log Dut

Puc. 44. floctyn k noagmeHto «Options» (Onuun).

6.2 JKpaH BXxoga B CUCTEMY

Ecnu BkntodyeHa dyHkumss User Access Control (KoHTponb goctyna nonb3oBatenen) (cwm.
pasgen 6.6), 10 pgna pgoctyna Kk dyHkumam QlAstat-Dx Analyzer 1.0 Heobxopguma
naeHTudMKaumsa nons3osartenen nyTeM BXoga B CUCTEMY.

BAXHO! [lpy nepBoM Bxoge B CUCTEMY B KkayecTBe WAeHTMdMKaATopa MNonb3oBaTens
ucnonb3yetcst cnoeo «administrator», n 3To e CNoOBO SIBNSIETCS NaponemM Mo YMOMNYaHuIo.

[Nocne nepsoro Bxoga B CUCTemMy naposib HeobXoaNMO CMEHUTD.

Mpumeyanue. MNocne ycnelwHon HavdansHow yctaHoBkn QlAstat-Dx Analyzer aBTomatuyecku
aktuBmpyetcs onumsa User Access Control (KoHTponb gocTyna nonb3oBaTtenen).
MpumeyaHune. HacToATeENbHO pEKOMEHAYETCA NPY NepBOM BXOAe B CUCTEMY CO34aTb MO

KpanHen mepe OOHY YYEeTHYI0 3anncb nosnb3oBaTternd, He UMeLY nNpaB adAMUHUCTPAaTOpPa.
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O6nacTb cofepXkMMOro 3KpaHa BxO4a B CUCTEMY COAEPXKMT TEKCTOBOE Mone Ansi BBoga
noeHTugukaTopa none3oatens (User ID) (puc. 45). Ecnn BbiOpaHa onuusa Show previous
user logins (Moka3biBaTb NOrMHbI NpeablAyLUMX MOofb3oBaTenen), To oTobpaxaeTcs Takke

CMNCOK K3 NATK npeablayLwmx nonb3oBaTtenen, ycnewHo BXOOUBLUUX B CUCTEMY.

Mpumeyanue. T[lukTorpamMma Bxoga B CUCTEMY QAN crheuuanucta Mo  CepBUCHOMY
06CnyXMBaHWIO B HWXKHEM MPaBOM Yriy 3KpaHa AOMKHA UCMONb30BaTLCS TONBbKO NEPCOHanoMm,
YyNONMHOMOY€eHHbIM komnaHuen QIAGEN.

He user Login 1240 200190218

User |0 Password

Puc. 45. 9kpaH Bxopa B cuctemy.

BeeguTte umsa nonb3oBaTtens, Haxas Ha OOHO U3 UMEH B CMIUCKE UM HaXaB Ha TeKCTOBOe nore
User ID (ID nonb3oBatensi), Kyaa Hy>KHO BBECTVM UMS C NMOMOLLbIO BUPTYarbHOM KnaBuaTypbl.
Koroa umsa nonbsosaTtens GyneT BBedeHO, MOATBEPAMTE BBOA HaKaTMEM Ha rariouky Ha

BMPTYyanbHOW knaBsuatype (puc. 46).

No user Legin 16.38 201703-30

useriD | |abuser Pazaword

X space iV

Puc. 46. BupTyanbHas knaBuaTypa Ha CEBHCOPHOM 3KpaHe.

Ecnn BbiOpaHa onuusa Require password (3anpawwuBate naponb) (cM. pasgen 6.6), To
0TOOpas3saTCcs TEKCTOBOE Mofie Naponsi U BUpTyanbHas krnasuatypa Ans ero Beoga. Ecnu
naposb He TpebyeTcs, TO TEKCTOBOE Nose napons 6yaeT HeakTUBHbIM.
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B cnyyae ecnu nonb3osaTtenb 3abbll CBOM Mapofib, CUCTEMHBIN aAMMHUCTPATOP MOXET
BbINONHUTL COpOC Napons.

MpumeyaHue. B cnyyae ecnu agMuHUcTpaTop 3abbin CBOWM Napofib, ero napornb MOXeT ObITb
cbpoweH Tonbko TexHuyeckon cnyxbon QIAGEN,— ans atoro HeobxoauMm BbI3OB MHXeHepa
no TtexHmyeckomy obcnyxuBaHuio QIAGEN Ha wmecto akcnnyataumm npubopa. [Mostomy
pekoMeHAyeTCs co3faBaTb OOMOMHUTENbHbIE YYETHBIE 3anncy Nonb3oBaTenen.

B uensix 6esonacHocTn, ecnu naponb TpWXXAbl BBOAUTCA HeENpaBUIiibHO, CUCTEMA GHOKMpyeTCﬂ
Ha OAHY MUHYTY, Nocne 4ero MOXXHoO CHOBa NonbIiTaTbCA BOVITM B cucTemy.

MpumeyaHue. Cobnitoparite 4eNCTBYOWME B BaLLEM yYpeXaeHUM npasuna UHGMOpMaLMoOHHON
6€30nNacHOCTV B OTHOLLEHNW XpaHEHWS NepCoHarnbHbIX OaHHbIX.

MpumevaHmne. HacTtoaTenbHo pekomMmeHgyeTca  ucnonb3oBaTb HaLEXHbIN naposyib B
COOTBETCTBMU C NpaBuiiaMn yCTaHOBKN naposien B Ballen opraHmMsaumm.

6.2.1 BbIxoa u3 cMCTeMbI

Ecnu BkntoveHa dyHkuma User Access Control (KoHTponb gocTyna nonb3oBateneit) (cwm.
pasgen 6.6), nonb3oBaTeny MoryT BbIXOAWTb U3 CUCTEMbI B MOOGON MOMEHT C MOMOLLbIO ONuuK
Log Out (Bbixog) Ha naHenu rmaBHoro MeH. CM. nogpobHee B pasgene 6.1.3.

Mpy HacTynneHMn BpeMeHW aBTOMAaTWYECKOrO 3aBepLUEHWst ceaHca nonb3oBaTenu OyayT
aBTOMaTU4YECKW OTKIIOYaTLCA OT CUCTEMbI. OTO BPEMSI MOXHO HaCcTPOUTb B 06nacTy HacTpoek
General (O6wwe) B meHio Options (Onuwuu) (cm. pasgen 6.8.3).

6.3 OJKpaHHas 3acTaBka

OkpaHHas 3actaBka QIAstat-Dx oTobpaxaeTcsa npu OTCYTCTBUM LENCTBUA CO CTOPOHbI
nonb3oBaTens B TeYEeHWe OonpenerieHHoro nepuoga BpeMeHW. OTOT BPEMEHHON MHTepBan
MOXHO HacTpouTb B MeHto Options (Onuuu) (cM. pasgen 6.4).

Ha akpaHHOM 3acTaBke OTODpaxaloTCA AaHHble O AOCTYMHOCTM aHanuTUYeckux Mogynew, a
Takke Bpems 0O 3aBepLueHus npoueaypbl aHanmaa (puc. 47).

MNpumeyanue. lMpy BLINOMHEHUM TaKUX onepauuii, Kak OBHOBMEHME CUCTEMbI, pe3epBHOe
KOMMpOBaHWe, BOCCTAHOBIIEHME, CO3AaHNe U OTKPbITUE apXuBa, OMuUMU SKPaHHOM 3acTaBKu M
aBTOMaTMYECKOTO BbIXOoA4a W3 CUCTEMbl MOryT OblTb OTKMOYeHbl. W3 cooGpakeHuii
MHOPMaLIMOHHOM 6e30MacHOCT PpeKOMeHAYEeTCs He OCTaBMsATL cucTemy 6e3 npucmMoTpa B 3T
Bpemsi.
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Puc. 47. OkpaHHas 3acTaBKa, Ha KOTOPOW oToGpaXaeTcA OAWMH AOCTYMHbLIA aHaNUTUYECKU MOoAYynb.

6.4 MeHto onuun

Hoctyn k meHo Options (Onumu) ocyllecTBnsieTcs Yepes naHenb rnaBHOrO MeHw. B Tabn. 4
npeacTaBneHbl ONuMKn, AOCTyNHbIE AN nonb3oBaTtens. HegocTynHble onuun otobpaxatoTcs B

Cepom uBeTe.

Ta6nuua 4. MeHio onuui

Nms KHonka OnucaHve

Archive Results O [ocTynHo Ans agMMHUCTpaTopa, cneuuanucta no 06CnyxmBaHuo u
(ApxuBupoBaHue cneuvanucToB no nabopatopHoMy Haf3opy

pesynbTaToB)

User Management @ [locTynHo nonb3oBaTensM ¢ NpaBamu Ha ynpaeneHne nonb3oBaTensmv n
(YnpaBneHve npocunamu nonb3oBaTenen.

nonb3oBaTensamm)

Assay Management [ocTyrnHo nonb3oBaTensM C NpaBamu Ha ynpaeneHne TecT-cucTemamu.
(YnpaBneHue TecT-

cuctemamm)

(=

System Configuration [locTynHo nonb3oBaTensM ¢ NpaBamMu Ha HACTPOINKY KOHMUIypaLum CUCTEMBI.
(KoHdburypauus

CUCTEMBbI)

e

Change Password HocTtynHo, ecnu BkntoveHa yHkums User Access Control (KoHTponb
(CmeHuTb naponb) [OCTyna nonb3oBaTtenen).

()

6.5 Archive results (ApxuBrMpoBaHue pesyrnbTaToB)

ApXxvBUpOBaHME BbIOpPaHHbLIX pe3yrbTaTOB MOXET MPOBOAUTLCA C MNPUMEHEHWEM OMNUUM
nocrnegoBaTenbHOro yaaneHus anst ocsoboxaeHns obbema namstn QlAstat-Dx Analyzer vnu
nytem cobntogeHns npaBus Balen opraHn3aumMm B OTHOLLUEHUWN XPaHEeHWUs! AaHHbIX. APXMBHbIE
JaHHble coaepXxaT BCE BaXHble [aHHble UUKMOB aHanusa (Hanpumep, AaHHble KpUBbIX,
pesynbTaTbl ANs KOHKPETHbIX aHanuMToB, 00WMe AaHHble O pesynbTaTax U T.A.) U OOCTYMHbI
Ans npocmotpa B nioboe Bpems Ha kaxgom npubope QlAstat-Dx Analyzer (cm. pasgen 6.5.2).
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[ocTtyn K dyHKUMM apXMBMPOBaHUA MOXHO Nony4uTb Yepes meHto Options (Onuun). BoamoxHo

KaK co3faHune apxuBoOB C onuumen yoaneHuna nnum 6e3 Hee, Tak U 3arpy3kn apxumea.

MpumevaHmne. Bo Bpemsi npocmoTtpa pe3ynbTatoB aHanu3a B apxuBe OOCTyMNMHa TOJIbKO

orpaHuyeHHasi yHKLMOHanbLHOCTL (NogpobHas nHopMaums npeacTaeneHa B pasgene 6.5.2).

6.5.1 CosgaHue apxuBa
6.5.1.1 CospnaHue apxmBa 6e3 (pyHKLMM yaaneHus

Ons co3pgaHust  apxmBa  Heobxogumo  BbiOpaTb  pe3ynbTaTtbl, KOTOpble  noanexaT
apxuupoBaHuio. BuibepuTe yHkumio Create Archive (Co3gaTtb apxvB) 1 ycTaHOBUTE pUnbTp
Ha >Xenaewmble AaTbl Hayana M OKOH4YaHWsi. Ha akpaHe oTo6pasnTCsi KONMMYECTBO BbIGPAHHBLIX
pe3ynbTaTtoB. B oanH apxmB MOXeT ObITb BKNOYeHO 0 250 pe3ynbTaToB.

Ona cosgaHna apxvBa MOXHO BblbpaTb TOMbKO yxe 3arpyeHHble B HIS/LIS pesynbrathl u
pe3ynbTatbl C WUCTEKWMM cpokom pdencteus. Haxmute HIS/LIS Uploaded (3arpyxeHo B
HIS/LIS), uTobbl akTMBMpPOBaTL 3Ty ONUMIO, a 3aTem HaxmuTe Create Archive (Co3gaTb apxuB)
(pwc 48).

administrater Archive Results 14:20 2020-05-25

“I ? (J 4 ‘,
Available /. Available J  Available T Available

Run Test
ARCHIVING Create Archive

Craata Atehis 5 Start Date  2020-05-24 >

View
Results

[ + . .
Open Archive 5 Start Time 14:20 >

End Date  2020-05-25>

©

End Time 14:20 >
Opti
HIS/LIS Uploaded > Gl

Remove Results >

©

0 Results Selected

® Cancel

Log Out

Puc. 48. Onuuu co3paHmnsa apxmBa

MpumeyaHue. PekoMmeHayeTcs ncnonb3oBatb nocrasnsiembin USB-Hakonutenb ans
KpaTKOBPEMEHHOro XpaHeHus 1 nepeHoca AaHHbIX. [MpumerHeHne USB-HakonuTens nveet
orpaHuyeHust (Hanpumep, o6bem NamATU UK PUCK Nepe3anuncbiBaHus), YTo criegyeT

NPpMHMUMaTb BO BHMMaHUE nepen ncrnojibsoBaHneMm.
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MpumeyaHue. Bo Bpemsi cosaaHns apxmea PyHKUUS 9KpaHHOW 3acTaBku HeakTuBHa. Ecnn
BKkrtoveHa onumns User Access Control (KoHTponb gocTyna nonb3oBateneit), TO NOBTOPHOIO
BXOAa B cucTeMy Ans ayTeHTudukauum none3osatens He TpebyeTcsi. Bo Bpems cozgaHus

apxvBa He pekomeHayeTcsl octaBnATb QlAstat-Dx Analyzer 6e3 npucmoTpa.

6.5.1.2 Co3spaHue c¢anna apxuBa ¢ hyHKUMEN yaaneHus

BAXHO! ApxuBupoBaHHblE N yaaneHHble pesyrnbTaThl Oonblie He oToGpaXxalTcsl B cucTemMe
QlAstat-Dx Analyzer u He BknovaloTca B (bann pPe3epBHOrO KOMMPOBAHMSA CUCTEMBI.
HactosiTenbHO  pekomMeHOyeTCA BbINOMHATL PE3epBHOE KOMMPOBAHME CUCTEMbl  Mnepen
NpoAoMKeHNeM Co3aaHus apxmBHoro canna c dyHkumen ypaneHus. OnucaHve cosgaHus

pe3epBHON KOMUK cUCTEMbI NpeacTaBneHo B pasgene 6.8.9.

Ecnu BblbpaHHble pe3ynbTaThl NOANEeXaT apXMBMPOBaHWIO U yaaneHuio u3 cuctemsl QlAstat-Dx
Analyzer, npogomkante co3gaHue apxuea, Kak onucaHo B pasgene 6.5.1.1, n aktusupyinTe

byHKUMIO yaaneHus.

Bbibepute onuuio Remove Results (Yaanutb pesynbTaTbl) U akTuBupyiTe ypaneHue. Ecnm
cosfaHune danna apxmea NpOLUMO YCMeLHO, TO BbiOpaHHble pe3ynbTaThl byayT aBTomaTnyecku

yaaneHsl n3 cuctembl QlAstat-Dx Analyzer (puc 49).

administrater Archive Results 14:21 2020-05-25
L e e |
- r r
] Available ) Available \_% Available /l Available
Run Test
ARCHIVING Create Archive
. Start Date  2020-05-24 > Hemove (
Create Archive > Results ;B
Open Archive 5 Start Time  14:20 > Select to remove View
corresponding results Results

End Date  2020-05-25> from this analyzer after

hi reated.
End Time  14:20 > archive was create

©

P Options
HIS/LIS Uploaded > Warning:
Removed results can only
Remove Results > be viewed on QlAstat-Dx

0 Results Selected

|J Create Archive ® Cancel

-
L=}
[T=]
o
c
=3

Puc. 49. OkpaH onuuu yaaneHus pesynbTaToB

Mpumeyanue. YoaneHHble pesynbtaTthl 6onblue He oTobpaxatoTes B cucteme QlAstat-Dx
Analyzer. Nocne ycnewHoro yganeHmsa MyHKUUM nevatn 1 CocTaBneHns oT4eTa, a Takke
3arpy3ku B HIS/LIS HegocTynHbI.
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MpumeyaHue. PekomeHayeTca ucnonb3oBaTb nocraensemblt USB-Hakonutenb Ang
KpaTKOBPEMEHHOIO XpaHeHusi U nepeHoca AaHHbIX. MNpumeHeHne USB-HakonuTens nmeet
orpaHuyeHust (Hanpumep, o6bem NamsATU UK PUCK Nepe3anuncbiBaHusl), YTo crieagyeT

NnpuHMUMaTb BO BHUMaHUE nepen ncrnojib3oBaHneMm.

MpumeyaHue. Bo Bpems cosgaHns apxmea PyHKLMS 9KpaHHOW 3aCTaBku HeakTuBHa. Ecnn
BKkntoveHa onumns User Access Control (KoHTponb gocTyna nonb3oBateneit), To NOBTOPHOIO
BXOAa B CUCTEMy Ans ayTeHTudukauum none3osaTens He TpebyeTcsi. Bo Bpems cozgaHus

apxvBa He pekomeHayeTcs octaBnsaTb QlAstat-Dx Analyzer 6e3 npucmoTpa.

6.5.2 OTKpbITME apxuBa

dannbl apxvMBoB, CO3aHHbIe C MOMOLLbIO Tekyllen unu bonee paHHWX BEpPCU MPUKIIaAHOIO
nporpammHoro obecnedeHns QlAstat-Dx, oTkpbiBaloTCsa Tonmbko Ans npocmoTpa. Haxmute
Open Archive (OTkpbITb apxvB) u 3arpy3ute >xernaembli cavn apxuea. [locne ycnewHomn
3arpyskn apxuea Haxmute View Archive (MpocmoTtp apxusa). Bo Bpems npocmoTpa
apXMBMPOBAHHbBIX PE3YyNbTaTOB 3aMyCK HOBbIX LMKIIOB HEBO3MOXEH. 3akponte dann apxuea,
BblibpaB kHonky Close Archive (3akpblTb apxvB), 4TOObl BEPHYTLCA K CTaHAApTHOW paboTe
(puc. 50).

Available L. Available J Available T Available

2 e
The archive has been loaded successfu
b View
Archive

ARCHIVING

lick View Archive' to browse the content

Click Tlose Archive’ to regain regular functionality. °

Ciese
Test | Done Archive

Puc. 50. 3kpaH OTKpbITUS apxuBa

MpumeyaHue. PekomeHayetca wucnonb3oBaTb noctaBnsembin  USB-Hakonutenb Ans
KpPaTKOBPEMEHHOIO XpaHeHWst M nepeHoca AaHHbiX. [NpumeHeHue USB-Hakonutens umeet
orpaHuyeHus (Hanpumep, oO6bEM NaMsaTU WM PUCK Nepes3anucbiBaHus), 4YTO crneayet

npuHMMaTb BO BHUMaHMe nepen ncnosib3oBaHUeMm.
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6.6 User Management (YnpasneHue nonb3oBatensmm)

MpuknagHoe nporpamMHoe obGecrneveHne QlAstat-Dx siBnsieTcs rMBkum U noaaepuBaeT
pasHble CcueHapuu ucrnonb3oBaHua. [na ynpasneHust Monb3oBaTensamMyM M UX MnpaBamu

OOCTYMNHbI cnefyruine pexxmmbl:

® Pexum «Single User» (OanH nonb3oBaTens): ®yHkumsa User Access Control (KoHTpornb
AOCTyna nonb3oBaTenein) BbIKMYeHa, U KOHTPONb Nofib3oBaTenen, BXOAALWMNX B CUCTEMY
Ha QlAstat-Dx Analyzer 1.0, He ocyliecTBnsaeTcs. Bce yHKUMN U PYHKUMOHamNbHbIE

anemeHTbl QlAstat-Dx Analyzer 1.0 gocTynHbl BceM nonb3oBaTensmM 6e3 orpaHN4eHui.

® Pexum «Multi-User» (MHoro nonb3osatenen): ®yHkuus User Access Control (KoHTpornb
AOCTyna nonb3oBaTenei) BKYeHa, 1 NoNb3oBaTeny AOMKHbI BXOAUTL B CUCTEMY, Npexae
YeM BbINOMHATL kakue-nnbo gerictemsa Ha QlAstat-Dx Analyzer 1.0. HaGop aencteui,
KOTOpble UM paspeLLaeTcs CoBepLUaTb, OrpaHNYeH 1 3aAaeTcst B COOTBETCTBUM C UX
nonb30BaTENLCKMMMN NPOUNAMU.

Mpumevanune. Onuusa User Management (YnpaBneHne nonb3oBaTensiMu) AOCTYMHA TONbKO

nonb3oBatenam c npodunsamu «Administrator» (AgmuHuctpatop) u «Laboratory Supervisor»

(PykoBoautenb nabopatopum).

Mpumevanue. OyHkuma User Access Control (KoHTponb pJgocTyna nonb3oBaTtenen)
BKITIOYAETCA M BbIKMoYaeTcss B obnactm Hactpoek General (OOwwue) B pasgene System

Configuration (KoHdurypauus cuctemsl) MeHio Options (Onuun).

Onuma User Management (YnpasneHve nonb3oBaTensiMu) Mno3BOnseT nonb3oBaTensm C
npocpunamm «Administrator» (Agmunuctpatop) u «Laboratory Supervisor» (PykoBoguTenb
nabopatopumn) 0o6aBnATe B CUCTEMY HOBbIE YYETHbIE 3anUcu Nosnb3oBaTenen, 3agasaTth nNpasa

n I'IpOd)I/IJ'II/I nonb3oBaTenen, a Takke aAKTUBMPOBATb N eaKTUBMNPOBATb UX Yy4ETHbIE 3arnuncu.

MpumeyaHue. HactoAaTenbHO pekomeHayeTcs BKMo4mTb dpyHkumio User Access Control
(KoHTponb goctyna nonb3osaTtenen). B ogHononb3oBaTenbCkoM pexume nonb3oBaTernb
obnapaeT BceMu npaBamu agMUMHUCTpaTopa 6e3 KOHTPONs Nofb3oBaTenen, KoTopble BXOAAT B
cuctemy QlAstat-Dx Analyzer. Bce dyHkUMM 1 xapakTepucTukun 6yayT AOCTYMNHbI 6e3
orpaHuyeHuii. Kpome Toro, HacToaTeNbHO PEKOMEHAYETCS NP NEPBOM BXOAE B CUCTEMY
co3gaTb No KpariHen Mepe OfHy y4YeTHyto 3anuce 6e3 npas agMuHucTpaTopa. Ecnv oguH
nonb3oBaTenb QlAstat-Dx Analyzer coBmeLLaeT pa3nuyHbie NoNb3oBaTENbCKME PONn, B TOM
yucne ponb agMUHUCTPaTOpPa, CYLLECTBYET BbICOKUIA PUCK, YTO ecrnv nonb3oBaTtens 3abyaeT

naposb, 4OCTYN K NporpaMmMHOMY obecneyeHnto 6y£l,6T MONMHOCTbIO 3a6J'IOKVIDOBaH.

B tabn. 5 nokasaHbl npodunu nonb3osaTenen, goctynHole Ha QlAstat-Dx Analyzer 1.0.
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Ta6nuua 5. NMpodunu nonb3oBartenen, AocTynHble Ha QlAstat-Dx Analyzer 1.0

Mpodumnb MpaBa Mpumep
nonb3oBaTens
Administrator MonHbI Habop OTBeTCTBEHHbIN 3a annapaTypy/UT
(ABMUHUCTPaTOp)
Laboratory Add new users HavanbHuk nabopartopuu
Supervisor Introduce new assays in the assay collection
(PykoBoauTenb
nabopatopuh) MpoBeneHve npoueayp aHanmsa Y npocmoTp

pe3ynbTaToB BCEX NOMb30BATENEN, @ TakKe Co3haHue

nakeToB NOAAEPKKM
Advanced User Running assays Mukpo6uonor, nabopaHT
(MpopBuHyTbIlf MpocMoTp NoAPOBHBIX AaHHBIX COBCTBEHHBIX aHaNM30B
nonb3oBaTerns) (Hanp., KPMBbLIX aMANUUKALAN 1 T. [.) U CO3AaHIe

nakeToB NOAAEPXKKN
Basic User Running assays MeguumHckuii paboTHUK (Hanp.,
(Monb3osaters MpPOCMOTp OBLLUMX AaHHBIX COBCTBEHHBIX aHANM30B MeantitckasiceCTp a3 Epati; Bpat

6230B0T0 YPOBHA)  (anp. | MONOKUTENBHBLIX/OTPULATENbHLIX peaynbTaTop)  OCOLEN MpakTvki)

1 CO3[aHMe NakeToB NOAAEPKKM

6.6.1 [ocTyn K cnucky nonb3oBaTtenemn 1 ynpasneHne nm

Onsa pgocTyna K cnvcky nonb3oBaTteneit CUCTeMbl U yNpaBreHnss UM HeOBXOAMMO BbIMONHUTL
creaywole oencTens:

1. Haxmwute Ha kHonky Options (Onuun), a 3atem Ha kHornky User Management (YnpasneHue
nonb3oBaTensmun), 4ToObl HACTPOUTL KOHMUIypaumio Ang nonb3osaTtenen. B obnactu
cofepxumoro Ha gucnnee otobpasutcs akpaH User Management (YnpasneHve
none3oBaTtenamu) (puc. 51).

admaistrator User MGMT 1449 201703-30
| Available °
Run Test
USER
administrator > e
technician >
View
labuser > peat
Options
Log Qut
28 add User & cancel

Puc. 51. 3kpaH «User Management» (YnpaBneHue nonb3oBaTensmm).
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BbiGepuTe 3anuck nonb3oBaTtensl, k KOTOpol TpeGyeTcsl NPUMEHUTE (OYHKLIO YNpaBreHus,

B CM1CKe B NIeBOM cTonGue obnacTu cogepxumoro (puc. 52).

admistrator User MGMT 1449 201703-30

Available °

Run Test

USER USER OPTIONS
administrator » e
technician > -
labuser » i Results
User Active @
Options

Assign user profile >

Assign Assays > @

Aoeau Staticticre » Log Out

28 add user E s & cancel

Puc. 52. BbiGop nonb3oBaTenen u ynpaBneHne umu.

2. [Mo mepe HeobxooMMOCTU BbibUpanTe ANs BHECEHUS UBMEHEHWUI CneyoLLme onumm

O
O

User Name (Mima nonb3oeatens): ObecneymBaeT NPOCMOTP UMEHM MONb30OBaTENS.
Password (Maponb): lNo3BonseT cMeHWUTb Naporb AN nonb3oBaTens

User Active (Monb3oBaTtenb aktuBeH) (yes (aa) /no (HeT)): Mo3BonseT cMeHnTb cTaTyc
nonb3oBaTerns ¢ akTUBHOrO Ha HEaKTUBHBIA U HA06OPOT. HeakTnBHbLIE NoNb3oBaTeNy He
UMEIOT NpaBa BXOAWTb B CUCTEMY U COBepLUaTh Ha Hel Kakne-nmbo AenCcTBuS.

Assign User Profile (HasHaunTb npodunb nonb3oBatens): No3sonseT HasHauUTb
nosb3oBaTento HOBbIM Npodunb (Hanp., «Administratory (AoMmuHucTpartop), «Laboratory
Supervisor» (PykoBoautens nabopartopum), «Advanced User» (MpoaBuHyThIN
nonb3oBaTenb), «Basic User» (Monb3oBaTens 6a30Boro ypoBHs)). BbibepnTe HY>XHbIN

npocunb nonb3oBaTens B CNUCKE B NPaBoOi YacTu obnacTtu cogepxumoro (puc. 53).

admuistrator User MGMT 1203 20170703

Available °

Run Test
USER USER OPTIONS USER PROFILE

administrator > Administrator e
> T

technician Laboratory Supe..

View
ppan =, [ — AdvEn Ry N Results
User Active Basic User @
Service Technician Options

Assign user profile >

Assign Assays >
Assay Statistics > @
Log Out
28 add user B save & cancel

Puc. 53. HazHauyeHue nonb3oBaTensam npodunen.
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Assign Assays (HasHauuTb TecT-cucTemsl): [o3BONSIET, BOCMONb30BaBLUMCL 6a30M
AaHHbIX TECT-CMCTEM, 3adaTb AN NOMb30BaTeNns TeCT-CUCTEMbI, KOTOPbIE NMONb30BaTENto
paspeLuaeTcs Ncnonb3oBaTh Ansi aHanusa. Beilbepute TecT-cuctembl B cnncke B NpaBom
yacTu obnactu cogepxumoro (puc. 54).

adimnistrator User MGMT 1445 20170330
Available °
Run Test
USER USER OPTIONS ASSAYS
administrator > Resp Panel e
technician > o e
labuser > Resulls
User Active & @
Assign user profile > Uetiohs
Assign Assays P
Assay Statistics > @
Log Out

28 add user E s & cancel

Puc. 54. HasHauyeHue TecT-cUCTEM ANs nonb3oBaTenen.

O Assay Statistics (Ctatuctuka gnsi TeCT-cMcTeMbl): BbiBog Ha 3KpaH AaHHbIX O
KONnM4YecTBe LMKIOB aHanmsa, NpoBeAEHHbIX C UCMNOMb30BaHNMEM ONpeaeneHHoN TecT-
CUCTEMBI BbIOpaHHbIM Nornb3oBaTteneM (puc. 55).

adimnistrator User MGMT 1450 2017-03-30
Available °
Run Test
USER USER OFTIONS ASSAY STATISTICS
administrator > Resp Panel e
technician > A ] View
labuser > T
User Active @
Assign user profile > teticrs
Assign Assays >
Assay Statistics > @
Log Out

28 add user E s & cancel

Puc. 55. IpocMOTp CTaTUCTUKM ANS TECT-CUCTEMbI.

3. Haxmute Save (CoxpaHutb) n Confirm (MoareepanTb), 4UTOObI COXPaHUTL U3MEHEHMS.
BmecTo aToro moxHo HaxaTtb Cancel (OtmeHa) n Confirm (MoaTteepaunTs), YTOOI

OTMEHUTb U3MEHEHUA.
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6.6.2 [obGaeneHue nonb3oBaTenemn

[na nobaBneHns HoBbIX Nonb3oBaTternen Ha QlAstat-Dx Analyzer 1.0 HEOOX0AMMO BbINOSNHUTL
cneaywoLime oencTems:

1. HaxmwuTte Ha kHonky Options (Onumu), a 3ateM Ha kHonky User Management (YnpaBsneHue
nonb3oBaTensmu), 4HToObl HACTPOUTL KOHGUIYpaLMIo AN nonb3osaTenen. B obnactu
cofepXkmmoro Ha gucnnee otobpasutcs akpaH «User Management» (YnpaeneHve
nonb3oBaTenamu) (puc. 56).

admunistrator User MGMT 1723 201703-30

Run Test

USER USER OPTIONS
administrator » & Name e
technician > -
labuser > e Results
’ ©
User Active
i Optians

Assign user profile >

s @
b Log Out

28 add user = ® cancel
Puc. 56. [lo6aBneHne HOBOro nonb3oBaTens.

2. YT106bl fOGaBUTL B CUCTEMY HOBOTO Mosib3oBatens, HaxmuTe Add User ([Jo6aBuTb

I'IOJ'Ib3OBaTeJ'IFI) B HMXXHEM 1NeBOM Yry 3KpaHa.

3. C nomoubto BMPTYarbHOW KnaBmaTypbl BBeAUTE UMs nonb3osaTtens (User Name) n naponb
(Password) anst HOBOro Nornb3oBaTens.

4. Haxmunte Assign User Profile (HasHaunTb npodunb nonb3oBaTtens) u HasHauybTe
Hagnexawuii npocunb (M3 cnyucka B NpaBow YacTu o6racT COAEPXKUMOro) Arisi HOBOTO
none3oBaTens (puc. 57).

admunistrator User MGMT 1728 201703-30

Run Test

USER USER OPTIONS USER PROFILE

administrator > r Nams Administrator e
newlser
>

technician Laboratory Supe..

View
assword Results
labuser > Advanced User
> s Basic User 3 @
User Active L ; o
Service Technician Options

Assign user profile >
s @
Log Out
28 add user B save & cancel

Puc. 57. HasHauyeHue npodhuns Ans HoBoro nonb3oBaTens.

PykoBoacTeo none3osatens QlAstat-Dx Analyzer 1.0  06/2020



5. Haxmute Assign Assays (HasHaunTb TeCT-CUCTEMbI) 1 BbIGEPUTE TECT-CUCTEMBI (13
oTobpaxaemoro crnmcka TecT-CCTeM), Ha KOTOPbIX MOSIb30BaTEN0 pa3peLlaeTcs MPOBOAUTL
aHanms.

6. HaxmuTe Save (CoxpaHutb) n Confirm (MoarBepanTth), YTOOLI COXPAHUTL HOBbLIE AAHHbIE.
Tenepb npodunbs HOBOro NOMNbL30BaTENSA HACTPOEH N OH MOXET Cpasy Xe BONTW B CUCTEMY
Ha QlAstat-Dx Analyzer 1.0.

6.7 Assay Management

MeHio Assay Management (YnpaBneHue TecT-cucTemamu) obecneunBaeT yrnpaBreHue TecT-
cucTemMamm, a Takke LOCTYN K MHOPMaLuM, OTHOCSLLUENACS K TECT-CUCTEMaM, B TOM 4ucrie
CTaTUCTUYECKUM [aHHbIM.

Mpumevanune. Onuma Assay Management (YnpaeneHue TecT-cuctemamum) SOCTYMHA TOMbKO
nonb3oBatenam c npodunamu «Administrator» (AomuHuctpatop) u «Laboratory Supervisor»

(PykoBogutenb nabopatopum).

6.7.1 YnpaBneHue OOCTYNMHbIMU TECT-CUCTEMaMMU

[Onsa ynpaeneHus TecT-cuctemammn Ha QIlAstat-Dx Analyzer 1.0 Heo6xoaMMO BbINOMHUTL
cnepytoLLme OencTeus:

1. HaxmwuTe kHomnky Options (Onuwun), a 3aTem kHonky Assay Management (YnpasneHve
TecT-cuctemMamm), 4Tobbl OTKPbITbL 3KpaH Assay Management (YnpaBneHue TecTt-
cuctemamm). NepeyeHb JOCTYMNHbBIX TECT-CUCTEM OTODpaxkaeTcs B nepBom cTonbue
obnactu cogepxumoro (puc. 58).

adimunistrator Assay MGMT 1450 20170330
| =1
Available °
Run Test
AVAILABLE ASSAYS 08437015450506
Resp Pane > Assay active | e
5 View
08437015450506 Results
Respiratory Panel @
hasey Options
Assay Notes >
Type of Samples > @
Log Out
[ import sa ® cancel

Puc. 58. YnpaBneHue AOCTYNHbIMU TECT-CUCTEMAMMU.
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2. HaxmuTe Ha Ha3BaHWe CUCTEMbI, K KOTOPOW TpebyeTcs NPUMEHUTL (OYHKLMIO YNIpaBneHus,

B nleBoM cTonbue obnactu coaepXxumoro.

3. BblbepuTe ogHy U3 onumn, nepevncrneHHblx B Tabn. 6.

Ta6nuua 6. Onuun ynpasneHus TecT-cuctTemamm

Onuus

OnuncaHve

Assay Active
(Tect-cuctema
aKTVBHa)

Assay ID
(ID TecT-cucTembl)

Assay Description
(Onucanve TecT-
CUCTEMBI)

Assay Version
(Bepcus TecT-
cucTeMbl)

LIS assay name
(Nmsa TecT-
cuctembl B LIS)

Assay Notes
(MpumeyaHus o
cucreme)

Type of Samples
(Tvin Npo6)

List of Analytes
(Cnucok
aHanuToB)

List of Controls
(Cnucok
KOHTpoOnew)

Assay Statistics
(Cratuctuka ans
TecT-CUCTEMbI)

OTa KkHomMKa No3BonsieT 3a4aTh ANS TECT-CUCTEMbI aKTUBHBIN NGO HeaKTUBHLINA cTaTyc.
Mpumeyanume. MpoBOANTL aHANM3 ¢ UCNONbL30OBAHMEM KapTpuaxew Ansa Tect-cuctembl QlAstat-
Dx Ans Toi Unn MHOM TeCT-CUCTEMbI MOXHO TOSbKO B TOM Clyyae, ecnin aTa TecT-cuctema
aKTMBHa.

MAeHTUdMKaLMOHHBI HOMEp TeCT-CUCTEMBI.

Mmsa TecT-cucTembl.

Bepcus TecT-cuctemsl.

MHdopmaums o TecT-cucteme, BKNIOYEHHON B LIS.

ﬂOFIOJ'IHVITeJ'IbHaﬂ I/IHd)OpMaLlI/Iﬂ O TeCT-cucrteme.

Cnucok TMnoB Npob, NnoaaepXMBaeMbIX TECT-CUCTEMOMN.

Cnvcok aHanuToB, 0GHAPYXXMBAEMbIX U UAEHTUPULMPYEMBIX TECT-CUCTEMOW

Cnuckun NpMeHAEMbIX B TECT-CUCTEME KOHTPOJSIbHbIX aHaNMMTOB.

KonunuectBo npoueayp aHanvaa, korga-nnbo nposoausLumxcs Ha QlAstat-Dx Analyzer 1.0 ¢
1CMNONb30BaHNEM BbIGPaHHON TECT-CUCTEMBI, @ TAKKE KONIMYECTBO aHAMM30B C NONOXUTENbHBIM
pe3ynbTaToM, OTpULaTeNbHbIM pPe3ynbTaToM, c60eM aHanmn3a U OTMEHEHHbIX npoueayp
aHanuaa.
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6.7.2 MMNOpT HOBbIX TECT-CUCTEM

Ona wvmnopta HoBbIX TecT-cucteM Ha QIlAstat-Dx Analyzer 1.0 Heo6xoaMMO BbINOMHUTL

cneaywouime oencTems:

1.

BcraBbTe USB-Hakonutens ¢ uMnoptTMpyembim (MMNopTMpyemMbiMn) dhainom (cparnamm)
onpegenenus MNMUP B USB-nopt QlAstat-Dx Analyzer 1.0.

MpumeyaHne. PekomeHayeTcs ucnosnb3oBaTh Nnoctaensembli USB-Hakonutenbs ans
KpaTKOBPEMEHHOIO XpaHeHUsl 1 nepeHoca AaHHbIX. MpumeHeHne USB-Hakonutens nmeet
orpaHuyeHus (Hanpumep, o6bem NamMsTU UNN PUCK Nepe3anncbiBaHus), YTo crieqyeT

NpuHMMaTb BO BHMMaHMe nepen ncnosib3oBaHUeM.

Y1066 MMNopTMpoBaTh Ha QlAstat-Dx Analyzer 1.0 HoByto TecT-cucTemy (HOBbIE TECT-
CcuCTeMbl), HaxMuTe KHomnky Options (Onumu), a 3atem — kHonky Assay Management
(YnpaBneHue TecT-cuctemamm). B obnactv cogepxumoro Ha gucnnee otobpasvTcs akpaH

Assay Management (YnpaBneHue Tect-cuctemamm) (puc. 59).

- = | -_-_ = = -

AVAILABLE ASSAVS Assay0l

Puc. 59. dkpaH «Assay Management» (YnpaBneHue TecT-cuctemMamm).

Haxmute Ha nuktorpammy Import (MMNopT) B HXXHEM NEBOM Yy 3KpaHa.

BeibepuTe Ha USB-Hakonutene davin onpeaenenus MNLUP, cooTBeTcTBYIOWNI
UMNopTMpyemMon TecT-cucteme. ina pacnosHasaHus cuctemon davina onpegenexms MNLUP
Heo6Xo4MMO NOMECTUTL B KOPHEBYIO Mariky.

OTo06pasnTcsa AManoroBoe OKHO NOATBEPXKAEHNS 3arpy3ku canna.

MoxxeT oTo6pasnTbCa AnanoroBoe OKHO NOATBEPXKAEHNS 3aMeHbl TEKYLLEN BEPCMN HOBOM.
HaxmunTe «yes» (ga), 4Tobbl NpOM3BECTM 3aMEHY.

[nga akTuBaumm TecT-cnctembl Heo6xoanmo BblbpaTe NyHKT «Assay Active» (TecT-cuctema

akTusHa) (puc. 60).
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AVAILABLE ASSAVE Assay0l
Assayl

B won Bl e @ tmce

Puc. 60. AKTUBMPOBaHMUE TECT-CUCTEMBDI.

6.8 Hactpowka koHpurypaumm QlAstat-Dx Analyzer 1.0

MeHio System Configuration (KoHdurypauus cuctembl) no3BofsieT ynpaBnsiTb CUCTEMOWN

QIlAstat-Dx Analyzer 1.0 n 3agaBaTb napameTpsbl, cneuuduyHble Ana pernoHa.

6.8.1 PervoHasnbHble HACTPOMKK

[ns 3apgaHns pernoHanbHbix HacTpoek Ha QlAstat-Dx Analyzer 1.0 Heo6xoaMMO BbINOMHUTL
cneaywoLime oencTems:

1. HaxmwuTte kHomky Options (Onuwmn), a 3aTem — kHonky System Configuration

(KoHurypaums cuctemsl).

2. B cnucke Settings (Hactpoiiku) B neBom ctonbue BbibepuTe NyHKT Regional (PervoHanbHbIe).

BeibGepuTte 1 3aaanTe HyxxHble HacTpOWKu 13 Tabn. 7.
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Ta6nuua 7. [locTynHble permoHanbHble HACTPOMKMN

HacTtpovika

OnucaHve

Date (Jata)
Time (Bpewms)

Time Zone
(YacoBoli nosic)

Date format
(Popmat aatbl)

Date separator
(Pasgenutens
natbl)

Time format
(®opmat
BpPEMEHWN)

Language (A3blk)

B3agaHue cuctemMHon aathl (rod, Mecsil, AeHb) (puc. 61 Hike)
3agaHune CUCTeMHOro BPeMeHM (Yachl, MUHYTbI)

3apaHue YacoBoro nosica Ansi CUCTeEMbI

3apganune copmata aatsl. [JoCcTynHbl cneayoLume BapuaHTbl (puc. 62):

0A-MM-Irrr

Ana-MM-Im

MM-AA-rrrr

ITrr-MM-0A (no ymonyaHuio)

rr-MM-aa

3apaHve pasgenuTens aatel. [JocTynHbl cneadyolmne BapuaHThl (puc. 63, cneayowas
cTpaHuua):

«»

«—» (N0 ymMon4aHuio)

«/»

3apaHve copmata BpemeHu. [locTynHbl cneaytoline BapuaHThl (puc. 64, cnepytoLas
cTpaHuua):

24 yaca (44:MM:cc) (MO yMOn4aHmo)

12 YacoB (44:MM:CC fO nonygHs/nocne nonyaHs)

AHFINIACKUI (MO YMOMNYaHMIo)

adminiprate:

ble

SETTINGS
Regional

General

LT

Printer

w

Netwark

W

System Log

Technical Log

LT

Version Info

System Config 1451 20170330

Puc. 61. 3agaHue cuctemHon aaTthbl.

adminisrator
: Available
SETTINGS
Regional

General

LT

Printer

w

Netwark

W

System Log

Technical Log

LT ]

Version Info

Run Test
REGIONAL SETTINGS DATE
Date > e
Time > 0 0 0 W
Time Zone > iF 03 30 gouie
Date Formal > ° ° ° @
Date Separator b Options
Time Format >
Language > @
Log Qut
() cancel
System Config 14:52 20170330
Run Test
REGIONAL SETTINGS DATE FORMAT
Date -, DD-MM-YYYY e
Time 2 DD-MM-YY %
View
Time Zone > MM-DD-YYYY i
Date Format b YYYY-MM-DD - @
Date Separator b YY-MM-DD Options
Time Format >
Language > @
Log Qut
() cancel

Puc. 62. 3apaHue dpoopmaTa AaTtbl ANS CUCTEMbI.
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adminiprate:

I Available
SETTINGS
Regional
General
Printer
Network
System Log
Technical Log

Version Info

v

System Config

REGIONAL SETTINGS

Date >
Time >
Time Zone >
Date Format >
Date Separator >
Time Format >
Language >

DATE SEFARATOR
2017.03.30

2017-03-30 -

20170330
2017/03/30

2017:03:30

() cancel

Puc. 63. 3apaHue pasgenuTens AaTbl ANsi CUCTEMBI.

adminiprate:

I Available
SETTINGS
Regional
General
Printer
Network
System Log
Technical Log

Version Info

v

System Config

REGIONAL SETTINGS

Date >
Time >
Time Zone >
Date Format >
Date Separator >
Time Format >
Language >

TIME FORMAT

24 hours o

12 hours (am/pm)

() cancel

Puc. 64. 3apaHue popmaTa BpeMeHu Ansi CUCTEMbI.

6.8.2 Hactporiku HIS/LIS

Cwm. pasgen 7.

6.8.3 O6Lwwwme HacTpoKku

Ona unamMeHeHus obwmx Hactpoek Ha QIlAstat-Dx Analyzer 1.0 Heo6xoOMMO BbINOMHUTL

cneaywoLime oencTBus:

1. HaxmwuTte kHomky Options (Onuwmn), a 3aTem — kHonky System Configuration

(KoHurypaums cuctemsl).

2. B cnncke Settings (HacTpovikun) B neBom ctonbue Beibepute nyHkT General (O6wue). Mpu

HeobxoaMMocCTH BbibepuTe 1 3aganTe HyxXHble onuun 13 Tabn. 8 (cnegytowas cTpaHmua).

1452 20170330

Run Test

View
Results

[ [=]
g@ g@
e g
[ B

1452 20170330

E
g
5
@ 5‘°
a

View
Results

® ©

Log Qut
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Ta6nuua 8. [locTynHble o6LMe HacTPONKMN

HacTpoiika

OnwucaHue

User Access Control
(KoHTponb goctyna
nonb3oBaTenen)

Automatic log-off time
(Bpems po
aBTOMaTUYECKOTO
3aBepLUeHNs ceaHca)

Require password before
executing assay
(3anpawmwmBatb naponb
nepea BbINOMHEHVEM
aHanusa)

Use Patient ID
(Mcnonb3osats ID
nauueHTa)

Prefer Patient ID Bar Code
(MpepnoyTeHne
MaeHTUGUKaLMOHHOMY
LUTPUX-KOAY NauueHTa)

Patient ID Mandatory
(ID naumeHTa obsi3aTeneH)

Sample ID Mandatory
(ID npo6bl 06a3aTeneH)

Prefer Sample ID Bar
Code ([Mpeanoytexne
MAeHTUdUKaLMOHHOMY
LITPUX-KOAY NPo6bl)

Exclude Modules
(Ucknrowatb moaynn)

Number of Results Per
Page (Konuuectso
pe3ynbTaToB Ha CTpaHuLy)

Show Previously Logged-in
User IDs (Moka3biBathb ID
nons3osarenewn,
BXOAMBLUKX paHee)

Require Password to Log
In (3anpawwmBaTb naponb
npv Bxoge B cuctemy)

Restore Factory Default
(BoccTaHoBUTL 3aBoAckue
HaCTPOMKN MO YMOMYaHUI0)

BkntoveHne dyHkumn User Access Control (KoHTponb gocTyna nonb3osaTenen),
npeaycmaTtpyvBatoLLeit 06s3aTenbHbIA BXOA B CUCTEMY AN BCEX NOfb3oBaTenei n
orpaHuymBarloLLLen AmanasoH BO3MOXHbIX AENCTBUI NOMNb3oBaTenemn ToNbKo AeNCTBUAMM,
[0MYCTUMbIMU B pamkax Ux npodpunsi.

Ecnu ata onuus, He BKNtoYeHa, TO pa3nuyeHmne nonb3oBaTene HEBO3MOXHO. [JOCTYNHbI
BCE (PYHKLMOHAIbHBIE 3MEMEHTbI, Kak €crn Gbl MK yNpaBss Nosb3oBaTesb C
npocunem «Administrator» (AaMuHucTpatop).

OTa onums BKMoYeHa No YMON4aHuio.

[aHHas yHKUMS aKTUBHA, TONMBKO ecnu BitodeHa dyHkums User Access Control
(KoHTponb goctyna nonb3osareneii). 3Ta HaCTpolka NO3BONSAET 3a4aTb BPEMEHHOM
MHTEpBaJ, N0 NCTEYEHWI KOTOPOTO NOSb30BaTENb aBTOMATUYECKMN OTKIMIOYaeTCs OT
CUCTeMbI, €Cnn OT Hero He nocTynatoT komanabl Anst QlAstat-Dx Analyzer 1.0. JonycTtumbiii
avanasoH: ot 5 MuHyT o 99:59 yacoB. 3HaueHre no ymonyaHuto: 30 MUHYT.

Mpu nocTynneHun komaHabl OT Nonb3oBaTenNs, HanpMMep Npy NepeMeLLeHUn Kypcopa,
LLeNYKe MbILLbIO, HaXaTuW KNaBuLLW Ha BHELLHEN KnaBmaType Ui npukoCHOBEHUN K
CEHCOPHOMY 3KpaHy BpeMsi o0 aBTOMaTUYEeCKOro 3aBepLUEHNS ceaHca copacbiBaeTcs.
Ecnu nonb3oBatens BBOAUT AaHHbIE (Hanpumep, Ha akpaHe Run Test (BbinonHute aHanms))
B MOMEHT aBTOMAaTWUYECKOro 3aBepLLEHNSI CeaHca, TO 3TV AaHHble ByayT NoTepsiHbI.

[aHHasa yHKUMA aKTUBHA, TONbLKO ecnu BktodeHa dyHKumusa User Access Control
(KoHTponb goctyna nonb3osaTenei). Ecnu ata HacTpoiika BKNYeHa, TO Y BCeX
nonb3oBaTtenen nocrne Haxatus umu kHonku Confirm (MoaTeepanTb) nepeq
BbINOMHEHNEM aHanmn3a 3anpaluBaeTcs Naporsb.

Ecnu onuums Use Patient ID (Mcnonb3oBath ID nauveHTa) BKtoYeHa, To Npy NOAroToBKE K
BbINONHEHWO aHanu3a nporpamma QlAstat-Dx npenocTaBnsieT nonb3oBaTensm
BO3MOXHOCTb BBECTW MAEHTU(UKATOP NaLMEHTa Unn OTCKaHMPOBATbL ero (M. pasgen. 5.3).

OTa HacTpoika onpeaenseT, 6yaeT nu nonb3oBaTensaM cHavana npeanaratbes
OTCKaHWPOBATb MAEHTU(UKATOP NaLMEHTA C MOMOLLbIO CKaHepa LITPUX-KOAO0B.
3HauyeHue no ymonyanuio: Disabled (OTkntoueHo).

[aHHas hyHKUMS aKTMBHA, TONBbKO ecnu BKNtodeHa dyHkuma Use Patient ID
(Ucnonb3oearth ID naumeHTa). Ecnu aTa onuvs BKItoYeHa, Nosb3oBaTensiMm Heo6xoanumo
BBOAWTb MAEHTU(UKATOP NauMeHTa nepes BbINONHEHWEM aHanu3a. Ecnv ata onums He
BKITHOYEHA, NONb30BaTeNy MOryT OCTaBNATbL Nofe uaeHTUduKkaTopa nauneHTa nycTbim.

3HaueHue no ymonyanuio: Disabled (OTkntoueHo).

Ecnu aTa onuus BkItodeHa, nonb3oBaTensiM HeoGX0AMMO BBOAWUTL UAEHTUMKATOP
npo6bl nepes BbINOSIHEHMEM aHanuaa. Ecnv ata onumsi He BKIIloYeHa, Nnosib3oBaTenu
MOryT OCTaBsATb None uaeHTUrkaTopa nNpobbl NyCTbIM U YHUKanbHbIA OEHTUdUKaTop
npo6bl aBTOMaTu4ecku reHepupyetcsa QlAstat-Dx Analyzer 1.0.

3HaveHune no ymonyaxuio: Disabled (OTkntoueHo).

OTa HacTpolika onpeaensieT, npeanaraeTcs N Nosib3oBaTensiM cHayara oTckaHMpoBaTb
naeHTudukaTop Npobbl C MOMOLLBIO CKaHepa LUTPUX-KOAO0B.

3HauyeHue no ymonyanuio: Disabled (OTkntoueHo).

BoamoxHOCTb nckniovaTb onpeaenieHHble aHanuTuyeckne Moaynm n3 Yucna AoCTynHbIX
ONsi BbINOMHEHN aHanu3a. 3ta QyHKUMS MOXET NPUroauTbCs Npy Noao3peHun Ha con
B pabote kakoro-nubo moayns.

3HauyeHue no ymonyanuio: Disabled (OTkntoueHo).

OTa HacTpolika onpeaenseT KoM4ecTBo pe3ynbTaTtos, OToOpaXaemMoe Ha CTpaHuLe Ha
akpaHe View Results (MpocMoTp pesynbTaTtos).

[aHHasa yHKUUS aKTMBHA, TONbKO ecnu BknodeHa dyHkums User Access Control
(KoHTponbk goctyna nonb3osaTenein). Ecnu aTa HacTpoiika BKIOYEHa, TO Ha 3KpaHe
BXOAa B CUCTeMy oTOBpaxkaeTCs CNMCOK Nonb3oBaTeneil, BXOAUBLLKX B CUCTEMY paHee.

3HayeHue no ymonyanuio: Enabled (BkntoyeHo).

[aHHas yHKUUS aKTMBHA, TONbKO ecnu BknodeHa dyHkums User Access Control
(KonTponbk goctyna nonb3osaTenein). Ecnu ata HacTpoiika BkIoveHa, To Bce
nonb3oBaTenu AOMKHbI BBOAUTL Naporb YTobbl BOWTW B cucTemMy. Ecnmn oHa BbikmoyeHa,
TO ANSA BXOAA B CUCTEMY HY>KEH TOMNbKO MAEHTMMKATOp nosb3oBaTens.

3HayeHue no ymonyanuio: Enabled (BkntoyeHo).
B03MOXHOCTL cGpoca HAaCTPOEK CUCTEMbI A0 3aBOACKVX 3HAYEHMUIA MO YMOMYaHMIO.
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6.8.4 Hactponkn npuHTepa

Onumsa Hactponkn npuHTepa Printer (MpuHTep) no3BonseT BbiOpaTb MPUHTEP AN CUCTEMBI.
QlAstat-Dx Analyzer 1.0 nogaepxvBaeT paboTy ¢ CeTeBbIMM NPUHTEPAMU, @ TAKKE C NPUHTEPaMK,

NOAKMOYEHHBIMM K pabodyemy moaynio Yepes USB-nopThl Ha 3afHeit naHenv npuéopa.

Ona n3meHeHns HacTpoek npuHTepa Ha QlAstat-Dx Analyzer 1.0 Heo6xoauMO BbINOMHUTB

cneaytoLume oencreus:

1. HaxmwuTte kHonky Options (Onuwun), a 3aTem — kHonky System Configuration

(KoHdurypaumsi cuctemsl).
2. B cnucke HacTpoek B neBom cTonbue Bbibepute nyHKT Printer (MpuHTep).

3. BbiGepuTe NpMHTEpP B CNCKe AOCTYMHbIX NPUHTEPOB (pUc. 65).

admuistrator Systern Config 1202 20170703

| =1
Available °

Run Test

SETTINGS SELECT A PRINTER

Regional > PRINTER - e
General > View
Printer > Results

Network > @

System Log > Options

Technical Log >

Version Info > @

Log Out
® cancel

Puc. 65. BbiGop npuHTepa Ans cuctemsl.

MHdopmaumsa no ycraHoske npuHTepa nocpeactsom USB mnnu nokansHom cetu
npeacrasreHa B npunoxedun 11.1.

6.8.5 Hactpouknu

Onuust Network (CeTb) obecneunBaeT nogknoveHne QlAstat-Dx Analyzer 1.0 k ceTu, goctyn kK
CeTeBbIM MNpPUHTEPaM U  BO3MOXHOCTb COeAMHeHns C  BomnbHWYHoOW/nabopaTopHOM
nHopmaumoHHon cuctemon (Hospital Information System, HIS/Laboratory Information System,
LIS). 3a nogpobHbIMM MHCTPYKUMAMM MO HacTpOWKe CEeTeBOro coeAuHeHus obpaiianTechb K

CEeTEeBOMY afIMMHUCTPATOPY.
YUTo6bl 3a4aTb HACTPOMKM CETU, HEOBXOAUMO BbINOSHUTL Crieaytolme AeicTBUS:

1. Haxmwute kHonky Options (Onuun), a 3atem — kHonky System Configuration

(KoHdurypaumsi cuctemsl).
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2. B cnncke HacTpoek B neBom ctonbue Boibepute nyHKT Network (CeTb) (puc. 66).

adminisrator System Config 11:50 20170703

Available

Run Test

4 D Obtain [Pvd -
address autom h e

> View
Resulls

; ©

Options

SETTINGS NETWORK SETTINGS IPvd SETTINGS
Regional 2 Enable IPv6
General >
Printer >
Enable IPv4
Netwark &
IPv4 Settings
System Log ?
Technical Log >
Version Info >

Enable CUPS

>
D ObtainDNS gy @

[E] save (e3] Ear;cel

Log Out

Puc. 66. HacTpoWka ceTeBOro coeauHeHus.

3. BbiGepuTe v 3afaiTe HyxHble OnuumM U3 Tabs. 9 B COOTBETCTBUM C UHCTPYKLMSIMU

aaAMUHUCTPAaTopa CeTun.

Ta6nuua 9. HacTpoitku cetn

Onuusa

OnucaHue

Enable IPv6
(BkmtoumnTtb IPV6)

Obtain IPv6 address automatically
(MonyyaTb IPv6-agpec aBTOMaTMYECKM)

IPv6 Address
(IPv6-agpec)

Subnet Prefix Length (dnvHa npedukca
nopceTu)

Enable IPv4 (BkntounTs IPv4)

Obtain IPv4 address automatically
(MonyyaTb IPv4-agpec aBTOMaTM4eCKM)

IPv4 Address (IPv4-agpec)

Subnet Mask (Macka noaceTtn)

Default Gateway
(LUnto3 no ymonuaHuio)

Obtain DNS address automatically
(MonyyaTb DNS-agpec aBToMaTU4ECKM)

Preferred DNS Server (IMpvopuTeTHbIN
DNS-cepBep)

Alternate DNS Server (AnbTepHaTUBHbI
DNS-cepBep)

PaspeLueHwe ncnonbaoBaHus npotokona IPv6. Mogmerto IPV6 Settings
(HacTporikun IPv6) akTBHO TOMBKO B TOM Crnyyae, ecnm onuus «Enable
IPv6» (BkntounTb IPV6) BkrtoueHa.

Pa3spelueHue Ha nonyyexune cuctemoii IPv6-agpeca n3 cetn ¢
ncnonb3osaHnem DHCP.

3agaHue HacTpavBaemoro Bpy4Hyto IPv6-agpeca paboyero mogyns. Ota
onumsi akT1BHA TOJIbKO B TOM criydae, ecnu onums «Obtain IPv6 address
automatically» (MonyyaTb IPv6-agpec aBToMaTU4eCKM) OTKIOYEHA.

3apgaHve anuHbl npedukca nogcetn IPv6. 3Ta onumsa akTMBHa TONbKO B
ToM cnyyae, ecnv onuus «Obtain IPv6 address automatically» (Monyyatb
IPv6-appec aBToMaT4eCKmn) OTKMoYeHa.

PaspeLueHune ncnonb3oBaHus npotokona IPv4. MNMoamento IPv4 Settings
(HacTtpoiiku IPv4) akTMBHO TONMbKO B TOM cry4vae, ecnu onumsi «Enable
IPv4» (BkntounTb IPv4) BkntoveHa.

Pa3spelueHue Ha nonyyexue cuctemoii IPv4-agpeca n3 cetv ¢
ncnone3oBaHnem DHCP.

3apaHue HacTpavBaemoro Bpy4Hyto IPv4-agpeca paboyero mogyns. 9ta
onumMs akTUBHa TOJbKO B TOM criydae, ecnum onums «Obtain IPv4 address
automatically» (MonyyaTb |IPv4-agpec aBToMaTU4eCcKkn) OTKINOYEHA.

3agaHue aAnvHbl npedukca nogcetun IPv4. 3Ta onuus akTMBHA TOMBKO B
TOM cnyyae, ecnu onuums «Obtain IPv4 address automatically» (Monyyatb
IPv4-appec aBTOMaTUYECKM) OTKITIOYEHA.

3agaHue wno3a no ymonyanuio ans IPv6 unu IPv4 B 3aBUCMMOCTU OT
TOro, Kakon NPOTOKON BKIIOYEH. OTa ONuUMS aKTMBHA TOMbKO B TOM
cnyyae, ecnu onuus «Obtain IPv6 address automatically» (MonyyaTb
IPv6-appec aBTomatuyeckm) unu onums «Obtain IPv4 address
automatically» (MonyyaTb IPv4-agpec aBToMaTU4eCKM) OTKIIOYEHA.

Pa3speluerue Ha nonyyerue cuctemoit DNS-koHdurypauum n3 cetv ¢
ncnonb3oBaHnem DHCP

3apaHve nepuyHoro DNS-cepBepa. 3Ta onuusa akTMBHA TONbLKO B TOM
cnydae, ecnu onuums «Obtain DNS address automatically» (Monyyatb
DNS-agpec aBToMaTnyeckn) OTKIYEHa.

3apaHue BTopuyHoro DNS-cepBepa. 3Ta onuusi akTuBHa TONbKO B TOM
cny4ae, ecnu onuusi «Obtain DNS address automatically» (Monyyatb
DNS-afpec aBToMaTU4eCKM) OTKIIOYEHA.
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6.8.6 CuCTEMHbIN XypHan

B cuctemMHoM xypHane pernctpupyetcs oblas nHgpopmMaums o6 ucnonb3oBaHuM paboyero u
aHanuTM4Yeckoro mopyrnen, Hanpumep o AobaBrneHWM unu yganeHuu nonb3oBaTenew unu o
nobaBneHnn vnu yaaneHum TecT-CUCTEM, BXOAax B CUCTEMY, BbIXOAAX M3 CUCTEMbI, 3anyckax
npoueayp aHanusa n T. 4. [na goctyna K CUCTEMHOMY >XypHamy HaxmuTe KHomky Options
(Onumu), a 3atem — kHonkn System Configuration (KoHdurypaums cuctemsl) n System Log
(CuctemHbin xypHan). B ueHTpe akpaHa oTobpasutca none «System Log Capacity» (EmkocTtb
CUCTEMHOTO >XypHana) W parnee — coaepxumoe XypHana. Haxwmute Export Log File

(SkcnopTmposaTh hann X)XypHana), 4Tobbl 3KCNOPTUPOBaThL coaepxmmoe (puc. 67).

System Config 1453 20170330
Run Test
SETTINGS SYSTEM LOG
Regional > o
100 Mb Bxtas e
G al >
enera 2 - View
Printer > 3 Results

Network > s Ko e ges @

System Log > Options

Technical Log >

Version Info > Page 1 of 16 5 % @

Log Qut
[B EpotLogFie

Puc. 67. [locTyn K CUCTEMHOMY XypHany.

Mpumeyanue. [na nonyvyeHus NOMHOW CNpaBOYHOW MWHpopmauun o6 aHanu3e unu Bcex
HeygauyHbIX aHanM3ax pekoMeHayeTcs Mcnonb3oBaTh OYHKLUMIO NakeTa nogaepxku (cm. 5.4.7).

6.8.7 WHdopmauus o Bepcum 1 NULEH3NOHHOE CorfalleHne NporpaMmMHOro
obecneyeHuns

[na npocmoTpa Bepcum nporpammHoro obecneveHus QlAstat-Dx, cepuiiHbix HOMepoB W
BEPCMI MNPOLUMBKN YCTAHOBIEHHbIX aHAnNUTUYeCcKUX Mopynen, a Tawkke FULEH3UOHHOro
cornalweHunst K nporpammHomMy obecneyeHuto HaxmuTe kHomky Options (Onuuu), a 3aTtem —
kHonkn System Configuration (KoHdwurypaumsa cuctembl) n Version Info (CeegeHus o
BEpPCUM).
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6.8.8 OOHOBREHME CUCTEMBI

BAXHO! [1na o6HoBneHus nporpaMMHOro obecneveHns go sepcum 1.3 HeobXxooumMo UMETb

nporpammHoe obecneyenne sBepcun 1.1 nnn 6onee nosgHen sepcun.

[nsa obecneyveHus Hauny4uwero Kavyecrtea pa6OTbI yﬁe,D,VITer, YTO Bbl UCNosb3yeTe Hanbonee
CBEeXyl Bepcuto nporpammHoro obecneyeHns. 3a nomoLllblo B 0BGHOBNEHUU nporpamMmmMHoOro

obecneyveHns obpallanTech B TexHNYeckyto cnyxby QIAGEN.

Ona o6bHoBneHusi cuctembl QlAstat-Dx Analyzer 1.0 HaxmuTe kHonky Options (Onumwu), a
3aTem — kHonkn System Configuration (KoHdurypaums cuctembl) n System Update
(O6HoBneHve cuctembl). BoibepuTte noaxogswmin dann .dup Ha USB-HakonuTene, 4tobbl
obHOBUTL cuctemy p[o cBexen Bepcun. Otobpasutca cooblieHne € pekomeHZaunen
npeaBapuTenbHO BLINOMHUTL Pe3epBHOE KONMpoBaHWe cuctembl (cMm. pasgen 6.8.9) (puc. 68).
Mocne o6HOBRNEHMs OT nonb3oBaTens MoxeT noTpeboBaTbes BbikMoveHne QlAstat-Dx

Analyzer 1.0 ¢ ero noBTOpHbLIM 3anyCcKOM.

Making a backup is
recommended before
updating

(@ procesd () cancel

Puc. 68. O6HOBNEHME CUCTEMBI.

Mpumeyanune. Ytobbl 06ecneynTs CBOEBPEMEHHOE OOHOBMEHME NPOrpaMMHOro obecneyeHus
Bepcum 1.2 nnu bonee paHHewn, pekoMmeHayeTcs cobniogaTe NnocneaoBaTensHOCTL NpoUeayp
A0 1 nocrne 06HOBEHUS:

Mepen obHOBNEHNEM NeperiamTe € rnaBHOro akpaHa B MeHto «Optionsy (Onumu) > «System
Config» (KoHdurypaums cuctemsl) > B obnactu «Settings» (Hactpoliku) Bbibepute «General»

(O6wme) > B obnactn «General Settings» (O6Lme HacTponkn)

1. TpokpyTute cTpaHuUy BHU3 (NpoBeanTe BBEPX) M Hanaute obnactb «Number of results
per page» (KonnyecTso pe3ynbTaToB Ha CTpaHuLy)

2. Bulbepute obnactb «Number of results per page» (Konnyectso pesynbTaToB Ha
CcTpaHuuy)
3. YcTtaHoBuTe 3HaveHne «100» n HaxxmuTe «BBoa»

4. HaxmuTe kHomky «Save» (COXpaHUTb) Ha HWXHEW naHenu, YTobbl COXPaHUTL HACTPOMKK.
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3aTeM yCcTaHOBUTE MpeXHEee 3HAaYeHUe A4S KONMYeCcTBa pe3ynbTaToB Ha cTpaHuuy. [4ns aToro
nepenguTe ¢ rmaBHOro akpaHa B MeHto «Options» (Onuun) > «System Config» (KoHdurypaums
cuctembl)> B obnactun «Settings» (Hactporikm) BeibepuTe «General» (O6wue) > B obnactu

«General Settings» (O6LLMe HaCTPONKM)

1. TMpokpyTuTe cTpaHuLy BHM3 (NpoBeanTe BBEpX) U Hanaute obnacte «Number of results

per page» (Konm4ecTBo pe3ynbTaToB Ha CTpaHULy)
2. Bblbepute obnactb «Number of results per page» (Konnyectso pesynbTaToB Ha
CcTpaHuuy)

3. BmecTo 3HayeHus «100» yctaHoBuTe «the value previously displayed» (npegbiayluee

3Ha4eHue) n HaxmuTe «Beoay»
4. HaxmuTe kHomky «Savey» (CoxpaHUTb) Ha HUKHel naHenu, YTobbl COXPaHUTb HACTPOWKM.

MpumeyaHune. PekomeHayeTcs ucnonb3oBaTb noctaensembli USB-Hakonutens ans
KpaTKOBPEMEHHOIO XpaHeHus1 U nepeHoca AaHHbIX. NMpumeHeHne USB-Hakonutens nmeet
orpaHunyeHue (Hanpumep, o6beM NamMSATU UMK PUCK Nepe3anuncbiBaHns), YTO criegyeT

NpMHUMaTb BO BHUMaHue nepen ncrnojibsoBaHnMeMm.

MpumeyaHue. Bo Bpemsi 06GHOBMNEHNSI CUCTEMbI (DYHKLUSI SKPAHHOW 3acTaBKWM HELOCTYMHa.
Ecnu BkntoyeHa onumsa User Access Control (KoHTponb goctyna nonb3oBaTtenein), To
NMOBTOPHOrO BXoA4a B CUCTEMY NSl ayTeHTUdMKaLmMmn nonb3oBartens He Tpebyetcs. Bo
Bpems 0OHOBMNEHNsI cUCTEMbI HEe pekoMeHayeTcs ocTaBnATb QlAstat-Dx Analyzer 6e3
npucmoTpa.

6.8.9 PesepBHOe konvpoBaHue cUCTeMbI

[na pesepsHoro konupoBaHus cuctembl QlAstat-Dx Analyzer 1.0 HaxmuTe kHomky Options
(Onuun), a 3atem — kHonkn System Configuration (KoHdwurypaums cuctembl) n System
Backup (Pe3sepBHoe konupoBaHue cuctemsl) (puc. 69). BectaBbTe B nepegHun USB-nopt USB-

HakonuTtenb.
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SETTINGS BACKUP e

Puc. 69. PesepBHOe KONMpoBaHMe CUCTEMbI.

HaxmunTte kHonky Make Backup (CospaTtb pesepBHyto konuio). BygeT copmmpoBaH dain ¢

pacwuperuem .dbk n ¢ umeHem, NnpegyCMOTPEHHbBIM MO YMONMYaHMIO.

YT10ObI BOCCTAHOBMTBH CUCTEMY W3 pE3EPBHOM KOMUW, HaxmuTe KHOMKy Restore Backup
(BoccTaHoOBUTL M3 pe3epBHOM KOMUWM) U BbiGEPUTE HYXHBLIA baiin pe3epBHON Konuu C
pacwupernem .dbk Ha nogknioyeHHom USB-Hakonutene. Otobpasuntcss coobuieHne ¢

pekomeHaauven co3aatb Pe3epBHYIO KOMUIO Nepes BOCCTaHOBIIEHUEM.

MNpuMeyaHue. HacTossTeNbHO PEKOMEHIYETCS BINOMHATL PErYNSPHOE Pe3epBHOE
KOMMpOBaHMe CUCTEMbl B COOTBETCTBMU C NpaBuUnamMm Balleil opraHusauunm ans obecneyeHus

AOCTYNMHOCTU OaHHbIX N npeaoTBpalleHna nx notepu.

MpumeyaHune. Bo Bpems co3gaHus pe3epBHOM KOMUKM CUCTEMbI (DyHKLMA 3KPaHHOW 3acTaBKu
HepocTynHa. Ecnum BkntoyeHa onumsa User Access Control (KoHTponb gocTyna nonb3osartenen),
TO NOBTOPHOIO BXOA4A B CUCTEMY ANs ayTeHTudmKaumm nonb3osartens He TpebyeTtcs. Bo Bpems
pe3epBHOro KONMUPOBaHNS CUCTEMbI He pekoMeHayeTcsa octasnaTb QlAstat-Dx Analyzer 6e3

npucmoTpa.

MpumeyaHue. PekomeHayeTca ucnonb3oBaTh nocraensembli USB-Hakonutenb ang
KpaTKOBPEMEHHOIO XpaHeHWst U nepeHoca AaHHbIX. [MpumeHeHne USB-HakonuTens nveet
orpaHnyeHus (Hanpumep, o6beM NamATy UNK pUCK NepesanncbiBaHns), YTO cneayet

npuHMMaTb BO BHUMaHMe nepen ncnosib3osaHneMm.

6.9 CwmeHa naponen

YT06bl CMeHWTb napofb NoMnb3oBaTens, HaxmuTe kHonky Options (Onuwun), a 3atem —
Change Password (CmeHuTb naponb). CHayana BBegMTe TEKyLLMIA Naposfib B TEKCTOBOE Mosie
(puc. 70, cnepyowas cTpaHuua), a 3aTeM BBeAuTe HOBbIM naponb B none New Password
(HoBbin naponb). CHoBa BBeauTe HOBLIN naposib B none Confirm Password (MogteBepanTb

naponsb) (puc. 71, cnegyiowas crpaHiua).
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abuser Change Password 17.37 201703-30

User ID labuser Passivord
q w e r t y u i o p
a s d f g h j k
{r z X c v b n m L] 123
X space iV

Puc. 70. BBoa Tekyuwiero napons.

abuser Change Password 17.37 201703-30

Mew password Confirm password

& . , ? ! : E o & ABC
X space v

Puc. 71. BBoa n noAaTBepXaeHMe HOBOro napons.

Mocne Tpex HeyAayHbIX MOMbLITOK BBOAA Maposis Mone BBOAA MapOoSfis OTKMIOYAETCs Ha OfHY
MUHYTY K oTobpaxkaeTcsi OuanoroBoe okHO ¢ coobueHuem: «Password failed, please wait
1 minute to try it again» (Maponb HeBepHbIN. Moxanyncrta, nogoxauTte 1 MUHYTY U NOBTOpUTE

nonbITKY).

MpumeyaHune. HacToATeNbHO peKOMeHOyeTCA  UCMOoNb30BaTb HafdeXHbIW napofnb B

COOTBETCTBMU C NpaBulaMn yCTaHOBKN napone|7| B BaLLen opraHusauunn.

6.10 CoctosiHne cuctembl QlAstat-Dx Analyzer 1.0

CocTosiHne pa60qero n aHannTn4eckoro Mop,yne|7| 0603Ha4yaeTcsl LBETOM WHOUKaTOpOB

cocTosiHua (CNL) Ha nepenHen naHenu QlAstat-Dx Analyzer 1.0.

Onsa pa6oqero Moadyna MOXeT WUCNnoJib3oBaTbCA noboe un3 YKa3aHHbIX HWXe LBEeTOBbIX

0003Ha4YeHnIn COCTOSHMS.
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B 1abn. 10 gatoTcsa NosICHEHUS K CBETOBbIM CUrHanam O COCTOSIHUK Ha pa6oqu n

aHalnTnU4eCcKnx Mmoaynsx.

Ta6nuua 10. OnucaHUs CBETOBbIX CUrHariOB O COCTOSIHUU

Mopaynb CBeTOBOW CUTrHasn 0 COCTOAHUM OnucaHue

Pa6ouuin BbIKJ1 QlAstat-Dx Analyzer 1.0 BbikntoueH
CuHni QIlAstat-Dx Analyzer 1.0 HaxoauTCS B peXume oXxnaaHns
3eneHbin QIlAstat-Dx Analyzer 1.0 paboTaet

AHanuTudeckun BbIKN QlAstat-Dx Analyzer 1.0 BblkntoyeH
CuHun QlAstat-Dx Analyzer 1.0 HaxoaUTCA B pexume oxnaaHuns
3eneHbinn (Muraer) MHnumanusauma QlAstat-Dx Analyzer 1.0
3eneHbin AHanuTudeckuin Mogynb paboTtaeT
KpacHbin HewcnpaBHOCTb aHanUTU4ECKOro MOAYyns

6.11 3aBeplieHne pabotbl QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 paccuuTaH He HenpepbiBHyto paboty. Ecnu cuctema He Oypet
MCMOMb30BaTbCA B TeYeHue HeboMbLOro nepuoda BPeMeHU (MeHee O[HOro  AHS),
pekomeHayetcsa BeBecTu QlAstat-Dx Analyzer 1.0 B pexum OXvAaHWa HaxaTUeM KHOMKK
BKIIOYEHUSA/BBIKMIOYEHNST HA NepefHen naHenu npubopa. YUTobbl npekpatute paboty QlAstat-
Dx Analyzer 1.0 Ha Gonee AnWTENbHbLIA NEPWUOA BPEMEHW, BLIKMIOYMTE MMTaHue npubopa

HaXxaTMeM Ha BbIKMoYaTenb NUTaHnsa Ha 3agHel ctopoHe QlAstat-Dx Analyzer 1.0.

Mpn nonbitke nonb3osatena BeecTn QIAstat-Dx Analyzer 1.0 BO Bpemsi BbINOMHEHUS
npouedypbl aHanusa Ha aHanuTuyeckoMm Mogyne oTobpaxaeTcs AuanoroBoe OKHO C
coobLleHMemM O TOM, YTO 3aBeplueHMe paboTbl B TEKYLUMA MOMEHT HEBO3MOXHO. [oxauTech

3aBepLueHnda an60p0M rlpou,e,u,yp(bl) aHannsa 1 NOBTOPUTE NONbITKY BbIKITKOYEHUA.
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7 BoamoxHocTtu nogkrnodeHms Kk HIS/LIS

B stom pasgene onucbiBalTCA BO3MOXHOCTM nogkmodeHns QIAstat-Dx  Analyzer 1.0 «k

OonbHMYHoM/MabopaTopHo  MHdopmaunoHHon cucteMe (Hospital Information  System,

HIS/Laboratory Information System, LIS).

Hactpoiika koHdurypaumm HIS/LIS nossonsieT nogkniountb QlAstat-Dx Analyzer 1.0 k HIS/LIS

ans obecneveHus cneayowmx QyHKUNNA:

® BkntouyeHue n HacTporika coeanHenus ¢ HIS/LIS

® HacTpowka TecT-cucTem Ha OoTnpaBKky pe3ynbTaToB M 3anpocC 3aKa3oB

® BbinonHeHve aHanusa no 3akasy

e OrtnpaBka pesyfbTaTa aHanusa

MpumeyaHune. PekomeHayeTtcst cobnogaTe Mepbl 6€30MacHOCTU, NPUHATLIE B BaLLE OpraHu3aumm,

1 NpaBuna Ballel NoKanbHOM MHTpaceTH, Tak Kak obmeH gaHHbiMu ¢ HIS/LIS He wndpyeTcs.

7.1 BknoveHune n HacTponka coeanHeHms ¢ HIS/LIS

1. HaxmwuTte kHomky Options (Onuwmn), a 3aTem — kHonky System Configuration

(KoHdurypaumsi cuctemsl).

2. B cnucke Settings (Hactpoiikun) B nesom ctonbue Boibepute nyHKT HIS/LIS

(BonbHuyHas/nabopaTtopHas uHdopmaunoHHasa cuctema). Boibepute n 3aganTte HyxHble

onuuun 13 Tabn. 11:

Ta6nuua 11. Hactponku HIS/LIS

HacTpoiika

OnucaHune

Host Communication
(CBA3b € XOCT-CUCTEMOIA)

Host Settings
(HacTpoiiku xocT-cuctemsl)

BkntoyeHue coeguHenus ¢ HIS/LIS.
Mo yMonyaHuto aTa onuus BbIKIoYeHa.

[aHHasa yHKUMS aKTUBHA, TOMbKO ecnu BkIoveHa dyHkumna Host Communication
(CBs3b € XOCT-CHCTEMOI). OTa HacTpoKka No3BonseT 3aaaTh agpec 1 nNopT xocTa. B
KavecTBe agpeca XocTa MOXHO yka3aTb kak IP-agpec, Tak n 3HayeHve uMeHn XocTa.
3HaueHue IP-agpeca ponmxHo coctonTb 13 4 uncen (N.N.N.N), rae sHayeHne N gomkHo
HaxoauTbes B HTepBarne ot 0 o 255.

MpoTokon nepeaayn AaHHbIX B HacTosilee BpeMsi coBMecTuM ¢ HL7 (nocneaytolime
Bepcun ByayT coBmecTumbl Takke ¢ POCT1A).

Hospital name (Ha3saHve meayypexaeHust) — 3aTo UCKMoYatoLLee UMs Ans 3afaHust
DMS unu LIS.

3HaueHue napameTpa Timeout (Bpemsi oxuaaHvs) No ymonyaHuio coctaBnsiet

5 cekyHA, O4HaKo ero MOXHO yBenumuutb Ao 60 cekyHAd. TO MakcumarnbHoe Bpemsi, B
TeyeHune kotoporo QlAstat-Dx Analyzer 1.0 6ygeT oxuaaTb COODLLEHMSI OT XOCT-
CUCTEMBI.

Messages queued (CoobLieHns B ouepean) — 3To MHAMKATOP Konuyectsa
COOOGLLEHWIT C ovepean.

KHonka Check connectivity (MpoBepuTb coeamHeHne) NO3BONSET NPOBEPUTb Hanmune
coeanHeHua mexay QlAstat-Dx Analyzer 1.0 n XoCT-cMCTEMON NpU BBEAEHHbIX
3HaveHusx IP-agpeca v nopra.

(Cm. npoaomkeHue Ha crieayloLein cTpaHuue)
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Ta6nuua 11 (npoaomkeHWe, HaYano Ha NnpeablayLien cTpaHuue)

Hacrtpoiika

OnucaHue

Result Upload
(3arpyska pesynbtaToB)

Results Upload Settings
(Hactporiku 3arpy3sku
pe3ynbTaToB)

Test Orders
(3akasbl Ha aHanu3)

Order Settings
(HacTpoiiku 3akasa)

Debug Logging (Benexue
XypHana oTnagok)

[aHHas onuusi obecneunBaeT yHKLUMIO oTnpaBku pesynbtatoB ¢ QlAstat-Dx Analyzer
1.0 Ha xoCT-cucTemy.

Mo YMOJT4YaHMIO 3Ta ONuus BbIKIMKYEHa.

[aHHas dyHKUMSI aKTUBHA, TONMbKO ecnu BknoveHa dpyHkuma Result Upload (3arpyska
pesynbTaTos).

3arpyska pe3ynbTaToB BO3MOXHA B AByX PeXnmax: aBTOMaTu4eckoM 1 py4Hom. Ecrnin
BKIMIOYEH aBTOMATUYECKUWIA PEXWM, TO pesynbTaThl OTNPaBMSIOTCA Ha XOCT-CUCTEMY
cpasy no 3aBepLUeHn aHanusa. Ecnv aBTomMaTUyeckuini pexmum BbIKMOYEH, TO
pesynbTaTbl MOXHO OTNPaBUTbL BPYYHYHO HaxxaTnem kHonku Upload (3arpy3ka) Ha
akpaHax Result Summary (CBoaHble faHHble 0 pedynbTaTtax) u View Results
(MpocmoTp pesynbTaTtos). 10 yMONYaHMio aBTOMaTUYECKUI PEXUM OTKITIOYEH.

Expire Time (Cpok AecTBUS) — 3TO KONUYECTBO AHEW, B TEYEHME KOTOPbIX pe3ynbTaT
aHanu3a MoxeT 6bITb OTNpaBneH Ha XocT-cuctemy. Ecnu ansa atoro napametpa
YCTaHOBMEHO HyneBoe 3HaYeHue, TO AaHHas ONuUs OTKIIOYEHa U CPOK AeNCTBUS
pesynbTaToB HE UCTEYET HUKOrda.

Reset Uploading (C6poc 3arpysku) — o4ncTka ouepean COOBLLEHUIA, OXXMOARLWNX
oTnpaBku. JTa ONuUUsi MOXET NOHagobuTbCsl, ecnmn 6onbLIOe KONMMYECTBO pPe3ynbTaToB
yXXe OTMNpaBneHo, o4HaKo Mo psdy NpUYUH nepeaady HeobxoaMmMo OTMEHUTD.

Retry (MoBTOpHasi nonbiTka) — NOBTOPHAas OTNpaBka pe3ynbTaToB C COCTOSAHUEM
3arpysku «Error» (Owmbka).

Authorization (PaspelueHne) — gaHHyo onuuio MOXHO 3adaTb Ans ponuv
nonb3oBaTens ¢ NpaBamMu Bblgauun paspeLueHns Ha 3arpyaky pesynbraTos. 1o
YMOM4aHuIo 3Ta onuust paspeLLeHunsi 3aaaHa ToNbKo Al POnu aagMUHKCTpaTopa.

BkntoyeHve dyHKUMM BbINOMHEHWSI @aHanu3a no 3akasy, cpopmupoaHHomy B HIS/LIS.
Mo ymonyaHuto 3Ta onums BbIKMOYeHa.

[aHHas dyHKUMS aKTMBHA, TONMbKO ecnu BkrtoveHa dyHkumust Test Orders (3akasbl Ha
aHanms).

Onums Force Order (MpuHyauTenbHbIA 3aKa3) NO3BOMSAET BbINOMHUTL aHanu3, agaxe
€CIN CBA3b C XOCTOM OTCYTCTBYET UnW K BBeAEHHOMY naeHTudukaTopy npobbl He
npuBsa3aH 3akaa. 1o ymonyanuio onuus Force Order (MpuHyanTenbHbIN 3akas)
BbIKITIOYEHA.

dyHKUMA BeieHUst X)KypHana oTniafok MOXeT OblTb aKTUBMpPOBaHa/AeakTUBMpOBaHa
TOMNbKO Monb3oBaTtenem, obnaaatoLLym NpaBamy agMUHUCTpaTopa Unu cneumanmcTom
no o6enyxuBaHuio. 3Ta yHKUMS 06ecneunBaeT PErMCTPaLIIO KOHKPETHBIX
coobLeHunii 06 oTnagkax HL7 ans 3arpy3ok HIS/LIS.

MpumeyaHmne. HacTosTenbHO PEKOMEHAYETCS BKIOYATb BEAEHWE XypHana ToMbko
ANs aHanu3a BO BpeMsi yCTaHOBKM U 3aTEM BbIKIIO4aTb €ro.

7.2 HacTtpownka uMeHu TeCT-CUCTEMDI

Otob6paxaemoe ums Tect-cuctembl B HIS/LIS MoxeT oTnmyatbeca oT oTobGpakaeMoro MmeHu
TecT-cuctembl Ha QlAstat-Dx Analyzer 1.0. lepep wucnonb3oBaHuem yHkumn HIS/LIS
Heo6X0AMMO BbIMOMHWUTL OMUCaHHYIO HWKE Mpolenypy NOATBEPXKAEHWUS/KOPPEKTUPOBKN MMEH

TECT-CUCTEM.

1. Haxmute kHonky Options (Onuwmu), a 3atem kHomnky Assay Management (YnpaeneHue TecT-
cuctemamm), YTobbl OTKPLITE 3kpaH Assay Management (YnpaBneHue TeCcT-cucTemamm).
MepeyeHb AOCTYMHBIX TECT-CMCTEM OTOOPa3nTCA B NepBom cTonbue obrnactn cogep>KMmoro.

2. BblbepuTe TecT-cuctemy B MeHto Available Assays ([JocTynHble TeCT-CUCTEMBI).

3. Bbibepute onuumio LIS assay name (Mmsa tect-cuctemsl B LIS) Mo ymonyaHuo nmsa tect-

cuctembl Ha QlAstat-Dx Analyzer 1.0 n B HIS/LIS pomkHo 6bITb 0gHMM 1 Tem xe. Ecnu nmsa
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TecT-cuctemsbl B HIS/LIS gpyroe, ero Heo6xoaMMO CKOPPeKTUPOBaTh, Tak YTOObI OHO
coBnagano ¢ umeHem Ha QlAstat-Dx Analyzer 1.0. CkoppeKTUpyrTe UMS TECT-CUCTEMBI,
BOCMNOMb30BaBLUNCL TEKCTOBLIM nonem LIS assay name input (BBog uMeHun TecT-cucTemsl

ons LIS), a 3atem HaxmuTte kHornky Save (CoxpaHuTb).

7.3 Co3pgaHue 3akasa Ha aHanus Npu HanuyMm coeanHEHUs ¢ XoCT-
cuctemon

Ecnn onumm Host Communication (Csa3b ¢ xocT-cuctemon) n Test Orders (3akasbl Ha
aHanma) BKIMKOYEHbl, TO 3aKa3bl Ha aHalnnM3 MOXHO 3arpyxatb W3 XOCT-CUCTEeMbl nepen

BbINONMHEHeM npoueanyp aHanunsa.

ﬂpm CKaHupoBaH1Un unn Beoae VI,D,eHTVI(bMKaTOpa I'Ip06bl COOTBeTCTBy}OLIJMﬁ 3aka3 Ha aHanuns

aBTOMaTU4eCKM 3arpyxaetca U3 XoCT-CUCTEMbI.

7.3.1 Hactponka koHdburypaumm QlAstat-Dx Analyzer 1.0 npu Hanuuun
COeHEHUS C XOCT-CUCTEMOM

1. Haxmute kHonky Options (Onuun), a 3atem — kHorky «System Configuration»

(KoHdpurypauusi cuctemsl).

2. B cnucke Settings (HacTtporikn) B neBom ctonbue BoibepuTe nyHKT HIS/LIS

(BonbHMYHasi/nabopaTopHasi HpopMaLUMOHHAs cnucTema).

3. Bkniouute onuuo Host Communication (CBA3b C XOCT-CUCTEMOW) U BbINONHUTE
HacTporiky B obnactu Host Settings (HacTpoiku xocT-cuctemsl), BBe4A AaHHbIE O XOCT-
cucteme. Haxmute kHonky Check connectivity (MpoBepuTtb coegnHeHue), 4TobbI

y69,lJ,VITbCF| B HalnM4nm coegnHeHuaA.

4. Bkmounte onumto Test Orders (3akasbl HA aHanM3) U BbIMOSHUTE HAaCTPOWKY B 06nacTu
Order Settings (Hactpoviku 3aka3a). PaboTa ¢ 3aka3amu Ha aHanm3 BO3MOXHa B ABYX
pexumax: npy BKIYEHHOM NGO Npu BbIKMYEHHOM onummn Force Order
(MpuHyamnTenbHbIn 3akas). Koraa onumsa Force Order (MpuHyaMTenbHbIA 3akas) BKIOYeHa,
B CIy4ae ecnv 3akas Ha aHanu3 He y4aeTcs 3arpysutb U3 XOCT-CUCTEMBI, Y MOMNb3oBaTens
HET BO3MOXXHOCTU NPOAOIKUTL Npolenypy aHanuaa. Korga onumsa Force Order
(MpuHYAnTEnNbHBIN 3aKa3) BbIKMIOYEHa, AaXKe B Criydae ecrnv 3akas Ha aHanv3 He 3arpyxeH
U OTCYTCTBYET Ha XOCT-CUCTEME, NOMNb30BaTeNb MOXET NPOAOIMKUTL NpoLeaypy
aHanusa,— npu 3ToM 0ToOpaxaeTcsi BCNibIBatoLLLEe ANanoroBOe OKHO C COOTBETCTBYHOLLMM
npeaynpexaeHnem.
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7.3.2 BbINOnHeHWe aHanusa no 3akasy

1. HaxmuTte kHOMKy 0 Run Test (BbinonHWTL aHann3) B BEpXHEM NpaBOM Yrny rnaBHOro
3KpaHa.

2. Tlpwv nonyyYeHun COOTBETCTBYIOLLErO 3anpoca OTCKaHUPYUTE MOEHTUMUKALNOHHBIA LUTPUX-
Ko Npo6bl C MOMOLLLIO CKaHepa LUTPUX-KOL0B, BCTPOEHHOro B pabounii mogyne (puc. 72).
Mpumeyvanwme. MNpu cootBeTCTBYOLWEN KOHDUrypaumm QlAstat-Dx Analyzer 1.0 Bo3moxeH
BBOJ MAEHTUMKaTopa Npobbl C MOMOLLBIO BUPTYarbHOW KnaBuaTypbl HA CEHCOPHOM
akpaHe. MNogpobHee cm. B pasgene 6.8.3.

TEST DATA,

-

Puc. 72. CkaHupoBaHue naeHTMUKALMOHHOIO WTPUX-KoAa Npo6bl.

3. WNpeHTtudukatop npobel 6yaeT oTnpaBneH Ha XxocT-cuctemy, u, noka QlAstat-Dx Analyzer
1.0 oxupaeT 3akasa Ha aHanus, byaeT otobpaxaTbesa coobuieHne «Getting order...»
(MonyyeHue 3akazsa...) (puc. 73).

Mpumeyanune. Ecnv 3aka3 Ha aHanu3 He yaacTcs 3arpy3nTb U3 XOCT-CUCTEMbI 1 BKIIOYEHa
onuus Force Order (MpuHyAUTENbHLIN 3aKas), TO NONb30BaTeNb HE CMOXET NPOAOIIKUTL
npouenypy aHanusa. Korga onumus Force Order (MpuHyaMTenbHbIA 3aKa3) BbIKMOYeHa, Aaxe
B CryYae ecnv 3akas Ha aHanv3 He 3arpyxeH, Nonb3oBaTenb MOXET NPOAOIIKUTL NpoLeaypy
aHanusa (npv aToM oTobpaxkaeTcs BCIbIBaloOLLEe ANanoroBoe OKHO C COOTBETCTBYHOLLUM
npegynpexgatoLwmm coobeHnem). NMogpobHee o NpegynpexaeHnsx n owmbkax cM. B
pasgene 9.2.
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admiristrator Fun Test Module 1 12:23 2018-04-05

Il administrator

TEST DATA

15 v

Cancel
Getting order.

Puc. 73. 9kpaH BO Bpems 3arpy3ku 3akasa Ha aHanus.

4. Korga 3aka3 Ha aHanu3 GyaeT Nnomny4YeH OT XOCT-CUCTEMbI, 0TOBpasuTcs coobLueHue: «Scan
cartridge for assay <assay_name> and book order <order_number>» (OTckaHupywiTe
KapTpuaX Ans TeCT-CUCTEMbl <UMs_TECT-CUCTEMbI> U 3aKa3a <HOMep_3aka3a>).
OTcKkaHupyWiTe LWTPUX-KOZA YKa3aHHOro kapTpuaka ans tect-cuctemsl QlAstat-Dx (puc. 74).

Mpumeyanune. Ecnv oT xocT-cuctembl byaeT nonyyeHo 6onee ogHoro 3akasa Ha aHanus
ansa ngeHtudukatTopa npobel, To oTobpasuTca coobueHue: «Scan cartridge for book order
<order_number>» (OTckaHUpyWTe KapTPUOX AN 3aka3a <HOMep_3akasa>). Ecnu
OTCKaHVMPOBaHHbIV LUTPUX-KOA KapTpuaxa ang tect-cuctemol QlAstat-Dx He cooTBeTCcTBYET
3aKasy, TO MPOAOIKEHNE NpoLiedypbl aHannsa HeBO3MOXHO — 0Tobpa3nTcs coobLyeHne ob
owwmnbke. NMogpobHee o0 NpeaynpexaeHusx n ownbkax cm. B pasgene 9.2.

administrator Run Test Module 1 12:53 2018-0405

| ==

administrator

TEST DATA

15 v

Cancel

Sean cartridge for ay *Resp’ for boolk order 2342343325

Puc. 74. CkaHnpoBaHMe WITpUX-KkoAa KapTpuaxa Ans Tect-cuctembl QlAstat-Dx.

5. Tlone «Assay Type» (Tun TecT-cuctembl) 6yaeT 3anonHEHO aBToOMaTUYECKu, U Npu
HeobXxoAnMOCTUN HYXXHO ByaeT Bpy4Hyto BbIOpaTh B CUCKe HyXHbI Sample Type

(Twvn npo6si) (puc. 75).
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admin‘strator Run Test Module 1 12:43 20180405

| ===
administrator
Resp Panel

TEST DATA SAMPLE TYPE

16 -

Resp Panel

Cancel

Select Sample Type
Puc. 75. Bbi6op TMna npo6bl.

6. CMm. pasgen 5.3 u BbinonHuTe aencreus 5-11.

7.4 3arpyska pesynbTaTa aHanusa Ha XOCT-CUCTeMY

Ecnv onumm Result Upload (3arpyska pesynbtatoB) n Results Upload Settings (HacTtpoviku
3arpy3ku pesynbTaToB) BKIIOYEHbl, TO pe3ynbTaTel aHanM3a MoryT ObiTb 3arpyeHbl Ha XOCT-

CucTemMy aBTOMaTU4ECKN nnéo BPY4YHYIO.

Hactponka QlAstat-Dx Analyzer 1.0 gna aBTomMaTuyeckon 3arpysku pesynbTata aHanu3a Ha
XOCT-CUCTEMY
1. Haxmute kHonky Options (Onuun), a 3atem — kHomnky System Configuration

(KoHdpurypauus cuctemsl).

2. B cnucke Settings (HacTporiku) B neBom ctonbue Boibepute nyHKT HIS/LIS

(BonbHMYyHasi/nabopaTopHasi MHpopMaLUMOHHAs cnucTema).

3. Bkntounte onumio Host Communication (CBs3b C XOCT-CUCTEMON) U BbIMOMNHUTE
HacTporiky B obnactu Host Settings (HacTpoiku xocT-cuctemsl), BBe4sd AaHHbIE O XOCT-
cucteme. Haxmute kHonky Check connectivity (MpoBepuTtb coeanHeHue), 4ToObI
yb6eanTbCs B Hann4unm coeguHeHns.

4. Bknouute onumio Result Upload (3arpy3ka pe3ynbTaToB) U BbIMONTHUTE HACTPOWKY B
obnactu Result Upload Settings (HacTtpoliku 3arpy3ku pesynstatoB). Bkniounte onyuto

Automatic upload (ABTomaTu4eckas 3arpyska).

7.4.1 ABTOMaTU4YecKas 3arpyska pesyfnbTaTta aHanm3a Ha XOoCT-CUCTEMY

Mocne 3aBepLUeHNs aHanm3a pesynbTaT 6yaeT 3arpyxeH aBTomatudeckn. CocTosiHue 3arpysku
oTobpaxaeTtca B obnactn Test Data (CBepeHuss o6 aHanuse) akpaHa Summary (CBogHble
JaHHble) ¢ pesynbTaTtamu u B ctonbue 1 Upload (3arpyska) akpaHa View Results (MpocmoTp

pesynbTatoB) (puc. 76).
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S p——— O

Fun Test

©

View
Results

Summary 1416 20200518
0

Available £ Kvailable

TEST DATA QlAstat-Dx® Respiratory Panel

= °

Optians

IV supsen Package g Print Regont [E] save feport

Puc. 76. dkpaH «Summary» (CBoAHble AaHHble) C pe3yrnbTaTaMu.

[na npocmoTpa COCTOSHWA 3arpyskM [AaHHbIX MpedblayLuMX aHanu3oB, COXPaHEHHbIX B
XpaHunuLle pesynbTatoB, HaXmute 9 View Results ([pocmoTp pesynbTatoB) Ha naHenwu

rnaBHoro MeHio. CoctosHue 3arpysku oTobpaxaetcsa B ctonbue & Upload (3arpyska) (puc. 77).

admiristrator Test Results 17:33 20160405
] Available °

o sarmphe IL Assay Jpeator 1L

View
Results

©

Options

W
L¥

Log Out

=] save Rapont D search
Puc. 77. dkpaH «View Results» (MpocmoTp pesynbTaToB).
Bo3MOXHbIE COCTOSIHUA 3arpy3Kku, KOTOpbIe MOryT OTOOpaXaTbCsl, OnucaHbl B Tabn. 12.
CocTosiHMe 3arpy3kn nokasbiBaeT pe3ynbTaT 3arpy3ku, uMsa OTO6pa)KaeTCF| Ha 3KpaHe

Summary (CBoaHble AaHHbIe) C pe3ynbTaTaMmu, a NUKTorpamMmma — Ha akpaHe View Results

(MpocMoTp pe3ynbTaTos).

Ta6nuua 12. OnncaHusi COCTOSIHMIA 3arpys3Ku.

Nmsa Muktorpamma  Onucanune

Pending (Oxupaetcs) @ Pe3ynbTaT eLle He 3arpyxeH.

Uploading (3arpyxaetcsi) @ Pe3synbTaT 3arpyxaeTtcs.

Uploaded (timestamp) [y Pe3ynbTaT ycneLHo 3arpyxeH, ykasaHbl AaTa U BpeMs 3arpy3ku.

(3arpy»eHo (MeTka BpeMeHw))

Error (Owwn6ka) Owmbka npw 3arpyske pesynbTarta (CPpok OXMAaHWUS UCTEK U T. M.).

Re-Uploading @ MineT noBTOpHas OTNpaBka pe3ynbTaTa.
(3arpyxaeTcsi NOBTOPHO)

PykoBoacTeo none3osatens QlAstat-Dx Analyzer 1.0  06/2020

88



Nmsa Muktorpamma  Onucanune

Expired (previously uploaded) PesynbTaT 60nblle HEBO3MOXHO 3arpy3nTb. OH ycnewHo
(Cpok fencTBust UCTEK OTMNpaBIieH Kak MUHUMYM OAVH pas.

(3arpyxeHo paHee))

Expired (never uploaded) PesynbTaT 60nbLle HEBO3MOXHO 3arpy3unTb. OH Tak 1 He
(Cpok AeNCTBUSI UCTEK (TaK U oTnpaBreH.

He 3arpy>xeHo))

7.4.2 Hactpovika QlAstat-Dx Analyzer 1.0 ons py4Hon 3arpy3ku pesynbTtata
aHanmsa Ha XOCT-cuctemy

1. Haxmute kHonky Options (Onuun), a 3atem — kHomnky System Configuration
(KoHurypaums cuctembl).

2. B cnucke Settings (Hactpolikn) B neBom ctonbue BoibepuTe nyHKT HIS/LIS
(BonbHnyHas/nabopaTtopHas UHMOPMaLMOHHas cuctema).

3. Bkntoumte onuuio Host Communication (CBs3b € XOCT-CUCTEMOW) U BLINOMHUTE
HacTpoliky B obnactu Host Settings (HacTpoiiku xocT-cuctemsl), BBeAs AaHHbIE O XOCT-
cucteme. Haxxmute kHonky Check connectivity (MpoBepuTtb coegnHeHue), 4TobbI
ybeanTbCs B HannunmM coeguHeHuns.

4. Bknrouute onumto Result Upload (3arpyska pesynbTaToB) U BbIMONHUTE HACTPOWNKY B
obnacTtu Result Upload Settings (Hactpoiku 3arpy3ku pesynbTtatoB). OTKouMTe ONuuto
Automatic upload (ABTomaTuyeckas 3arpyska).

7.4.3 PyuHas 3arpy3ka pesynbTata aHanvaa Ha XOCT-CUCTEMY

Mo 3aBepLUeHNM aHanu3a pe3ynbTaT MOXHO 3arpy3uTb BpyYHylo € akpaHa Summary (CBogHble
JaHHble) ¢ pe3ynbTaTamm nnu akpaHa View Results (MpocmoTp pe3ynbTaTos).

Utobbl 3arpyanTb pesynbTaT C akpaHa Summary (CBodHble AaHHble) C pesynbTatamu,
HaXKMUTE KHOMKY T, Upload Upload (3arpyska).

YUTtobbl 3arpy3nTb pesynbTaT ¢ 3kpaHa View Results (MpocmoTp pesynbtaToB), BbibepuTe 0anH
unn Oonee pesynbTaToB aHanu3a HaXaTWMEM Ha cepbiM Kpyr crieBa oOT uaeHTudukaTopa
npobbl. Paagom ¢ BbIGpaHHbIMKM pe3ynbTaTtamm oTobpasuTca ranoyka. [ina oTMmeHbl Bbibopa
pe3ynbTaToB aHanusa HaXMuTe Ha 3Ty rano4ky. BoibpaTb BeCcb CNMCOK pe3ynbTaToB MOXHO
HaXXaTMeM Ha Kpyr C raroykom ©O: BepxHen cTpoke. Koraa pesynbtaThl Ans 3arpysku 6yayt
BblOpaHbl, HAXXMUTE KHOMKY T, Upload Upload (3arpyska) (puc. 78).
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acmiristraton Test Results 1733 20180405

1 svaiatie °

Run Test

© sample 0 Asaay COperatar D Mod
91113 RespPanel  administrate e
@ o5 fesp Panel administrator View
Results
[ RP] Jesp Panel
456 ¥ i | Il @
@ Resg Pane administratar Options
ol Re: M adrministrat
g 104 2 > A @
. — Log Out
JU Aamove Fine = Frint Report =] save Repert O seach 1 Uplead

Puc. 78. dkpaH «View Results» (MpocmoTp pesynbTaToB).

7.5 Tlouck n yCTpaHeHne HeMCHpaBHOCTeVI NoAKITio4YeHnA K XOCT-
cucrteme

O nowucke 1 yCTpaHeHnn HencnpaBHOCTEN NOAKMIOYEHMS K XOCT-CMCTEME CM. B pasgerne 9.1.
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8 TexHuyeckoe obcnyxmBaHue

B aTom pasgene onvcbiBaloTcst 3aaa4um TexHudeckoro obenyxmeanusa ans QlAstat-Dx Analyzer 1.0.

8.1 3apaum TexHn4eckoro obcnyxmeaHns

B Tabn. 13 npencraBneH cnmcok 3agad TexHuyeckoro obcnyxumsanus ans QlAstat-Dx Analyzer 1.0.

Ta6nuua 13. OnucaHus 3apay TeXHUYECKOro o6cnyxuBaHus

3apaua YacTtoTta

YucTtka u obeasapaxviBaHve MoAnexwvT BbINOMHEHWIO NPY NPONUBAHWUK XUAKOCTEW, XMMUKaTOB U
nosepxHocTn QlAstat-Dx Analyzer 1.0  6uonornyeckux o6pasLos (MOTEHUMaNbHO MHULIMPOBAHHbIX) Ha
nosepxHocTb QlAstat-Dx Analyzer 1.0.

3ameHa BO34yLIHOro unbTpa [MoanexwT exerogHoMy BbIMOMHEHWIO

8.2 Ywuctka nosepxHocTn QlAstat-Dx Analyzer 1.0

OCTOPOJHO! | ONacHocTb TpaBMbI U MaTepnanbHoOro ylwep6a
BHUMAHME! 3Ty npoueaypy HeobxoOAMMO MNpPOBOAMTL B 3alMTHbIX  O4KaXx,
nabopaTopHOM xanate W nepyaTkax Ans 3awutbl OT BMONOrMveckmx u
& XMMUYECKMNX OMaCHbIX haKTOPOB.

OCTOPOXHO!/

BHUMAHME! Mepen uuctkonm otcoegunuTe QlAstat-Dx Analyzer 1.0 ot ceteBon

iff PO3eTKN.

OnacHoCTb TpaBMbl M MaTepuanbHOro yuiep6a

Puck noBpexaeHus QlAstat-Dx Analyzer 1.0

BHUMAHUE! He ponyckaiite nponmuBaHUS XMMWYECKMX pPEaKTMBOB W APYrux
xugkocten BHyTpb unu u3 QlAstat-Dx Analyzer 1.0. [lMoBpexaeHus,
& BO3HMKILME B pesynbTaTe MpOMMBaHUSA  XWOKOCTeNW, BedyT K

AHHYNMUPOBAHUIO rapaHTUn.
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Puck nospexaeHus QlAstat-Dx Analyzer 1.0

BHUMAHUE! He ponyckanTe NponuBaHUs XWOKOCTEN HA CEHCOPHbIN 3KpaH, a Takke
€ro yBnaxHeHus. BbINOnNHANTE YMCTKY CEHCOPHOro 3KpaHa C MOMOLLbO
& 3amLIeBon candeTkn ANna 9KpaHa, BXOASLWEN B KOMMMEKT MoCTaBKu

QlAstat-Dx Analyzer 1.0.

Ons ynctkm noBepxHocTn QlAstat-Dx Analyzer 1.0 ncnonb3syiite cnegytowime matepuarnlbi:

® Msrkoe MotoLLee CPeacTBo
® bymaxHble candeTku

e [luctunnupoBaHHas Boga

YT00bI 0uMcTuThL NoBepxHocTb QlAstat-Dx Analyzer 1.0, Heo6xoQuMO BbINOMHUTL cneayloLme

OEencTBus:

1. Hagetb na6opaToprle nep4yaTtkun, Xxanat u 3allnTHbIe O4YKWU.

2. CmounTb BymadkHyto candeTky MArkiuM MOIOLLMM CPEACTBOM U NPOTEPETL €10
nosepxHocTb QlAstat-Dx Analyzer 1.0, a Takke 30Hy BOKpYr Hero Ha nabopaTopHOM
ctone. CobntogaiiTe OCTOPOXHOCTb BO U3GEXaHME CMaYMBaHNS CEHCOPHOrO aKpaHa.
BbINonHsAATE YNCTKY CEHCOPHOrO 3KpaHa C NMOMOLLbIO 3aMLUEBON candeTkn Ans 3KkpaHa,

Bxoasuen B komnnekT noctaskm QlAstat-Dx Analyzer 1.0.
3. TloBTopuTe AeicTaure 2 TpWKAOb!, UCMONb3Ysi cBeXME ByMaxHble candeTku.

4. Cwmounte BymaxHyto candeTky AUCTUNNIMPOBAHHON BOAOW U NPOTPUTE €10 NMOBEPXHOCTb
QlAstat-Dx Analyzer 1.0, 4TOObl CMbITb OCTaTKM MOtOLLErO cpeacTBa. loBTopute aty

onepauuio ABaxabi.

5. Bbicywute noBepxHocTb QlAstat-Dx Analyzer 1.0 cBexxen GymaxkHOn candeTKon.
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8.3 O6bessapaxmaHue nosepxHoctn QlAstat-Dx Analyzer 1.0

OCTOPOXHO!Y/
BHUMAHUE!

A

OnacHOCTb TpaBMbl U MaTepuanbHoOro yuiep6a
31y npouenypy HeoGXxoayMO MPOBOAMTbL B 3alUWUTHbIX  OYKaX,
nabopaTopHOM XarnaTte W nepyatkax Afis 3aluTbl OT GUONOTMYEcKUX U

XUMMWYECKMNX OMaCHbIX (DaKTOPOB.

OtbenuBalollee cpeacTBO OKa3blBaeT pasgpaxailollee OelcTBue Ha
rmasa W KOXy, a TakkKe MOXET WChyckaTb onacHble rasbl (Xfop).

VMcnonb3ynte agekBaTHble CpeacTBa UHANBMAYAbHOM 3aLLMThI.

OCTOPOXHO!/
BHUMAHUE!

A

OnacHocTb TpaBMbl U MaTepuanbHOro yuepba
Mepen uuctkon otcoeanHute QIAstat-Dx Analyzer 1.0 ot ceteBon

PO3eTKN.

BHUMAHUE!

A

Puck noBpexaeHus QlAstat-Dx Analyzer 1.0

He ponyckante nponuMBaHMs XUMMUYECKMX peakTUBOB W OpYyrux
xupkocten BHyTpb unm mn3 QlAstat-Dx Analyzer 1.0. TNoBpexaeHus,
BO3HUKWIME B pe3ynbTaTe MpONMBaHUSA  XWOKOCTEN, BegoyT K

AHHYINMNPOBAHUIO rapaHTUn.

BHUMAHUE!

A

Puck noBpexaeHus QlAstat-Dx Analyzer 1.0

He ponyckanTe nponvMBaHWs XUOKOCTEW HA CEHCOPHbIA 3KpaH, a Takke
€ro yBnaxxHeHusi. BbINOnHSANTE YMCTKY CEHCOPHOro 3KkpaHa C MOMOLLbIO
3aMLWeBON candeTkn AN 3KpaHa, BXOASALIENA B KOMIMIIEKT MOCTaBKU
QlAstat-Dx Analyzer 1.0.
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Ona obessapaxuBaHua nosepxHocTn QlAstat-Dx Analyzer 1.0 wvcnone3ywte cnegyroowme

maTtepuanbl:

® 10 % pacTtBOp oTbenuBatoLLero cpeacTaa
® bymaxHble candeTku

[ ] ,D,MCTMJ'IJ'IVIpOBaHHaH Boda

YT0o6bl npoussecTn obeszapaxuBaHue nosepxHocTu QlAstat-Dx Analyzer 1.0, Heobxogumo

BbINONMHUTbL creayouine nencreus:

1. Hapetb nabopaTopHble nepyaTku, xanat v 3alUMTHBIE OYKW.

2. Cwmountb bymaxHyto candetky 10 % pacTBopom oTGenMBatoLLEero cpeacTsa u npoTepeTb
eto noeepxHocTb QlAstat-Dx Analyzer 1.0, a Takke 30Hy BOKpYr Hero Ha nabopaTopHom
ctone. Cobntogante OCTOPOXHOCTb BO U3bexaHne cMaduvMBaHUsi CEHCOPHOIo 3KpaHa.
MopoxanTe Kak MUHUMYM TPU MUHYTbI, YTOObI AaTb pacTBOpPY OTOENMBatoLLLEro cpeacTea

npopearnpoBaThb C 3arpsi3HUTENSIMU.
3. HapeHbTe HOBble nepyaTKu.
4. ToBTopuTe AencTeus 2 1 3 ewe ABa pasa, MCNob3ysi CBEXNE ByMaxHble candeTku.

5. Cmounte BymaxHyto candeTky AUCTUNNMPOBaAHHON BOAOW Y NPOTPUTE €10 MOBEPXHOCTb
QlAstat-Dx Analyzer 1.0, 4ToGbl CMbITb OCTaTKM pacTBOpa 0T6enuBaloLLEero CpeacTBa.

[MoBTOpUTE 3TO AENCTBUE ABaXAbI.

6. Bobicywmnte noBepxHocTb QlAstat-Dx Analyzer 1.0 cBexeln GymaxHon candeTkon.

8.4 3ameHa BO3gyLWIHOro hunbTpa

BosaywHbin unbTp Heo6XOoAMMO 3aMeHsITb eXerogHo Ans obecrnedveHuss Hapgnexallen

LMPKyNALMM Bo3ayxa BHYTpU NpuGopa.

BosgywHbin dunbTp Haxoautca B HwkHen 4Yactu QlAstat-Dx Analyzer 1.0, n poctyn

nonb3oBaTessi K HEMy BO3MOXEH C NepeaHei CTOPOoHbI npubopa.
[1nsa 3ameHbl HE06X0AMMO NUCMONb30BaTb TONbKO KNbTPLI NponssoacTea QIAGEN.
UTo6bl 3aMEHNTb BO3AYLLUHBIA (OUNLTP, BLINOMHUTE CREayoLUMe OeNCTBUS:

1. MepeBeante QlAstat-Dx Analyzer 1.0 B pexumM OXunaaHUsi HaxaB Ha KHOMKY

BKITHOUEHMSA/BLIKIMIOYEHMS HA nepegHen naHenu an6opa.

2. MomecTnTe pyKy Mo BbIABMKHOM ALLMK C BO3AYLUHBIM (PUNbTPOM Ha NepeaHen CTopoHe

QlAstat-Dx Analyzer 1.0 n nanbuamm 0OCTOPOXHO CABUHLTE €ro BBEpPX.
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3. BbITsiHUTE BO3AYLUHBIA (OUNBTP, NOMHOCTLIO CHAB BbIABWXHOM SLUUK C (OUILTPOM.

YTuUnuanpynTte ctapblii BO3AYLUHbIN PUALTP.
4. [ocTaHbTe HOBbIN BbIABWXHON SILLMK C BO3AYLUHBIM (OUMbTPOM M3 3aLLUTHOIO Yexna.

5. BcTaBbTe HOBbIN BbIABUKHOM SLLMK C BO3AYLWHbIM dunbTpoMm B QlAstat-Dx Analyzer 1.0.

Tenepb NpMBOP roToB K MCMNOMNb30BAHUIO.

Puck noBpexaeHus QlAstat-Dx Analyzer 1.0
! .
BHAMAHWE! Mcnonb3ywiTe TONLKO OpUrMHanbHble KOMNOHEHTbI npoussoacTea QIAGEN.
ij} Mcnonb3oBaHWe He paspelleHHbIX K MPUMEHEHWIO KOMMOHEHTOB MOXeT

NPUBECTM K NOBPEXAEHUIO NPUGOPa 1 aHHYIIMPOBaHUIO rapaHTUu.

8.5 PemoHT QlAstat-Dx Analyzer 1.0

PemoHT QIAstat-Dx Analyzer 1.0 pgomkeH OCYLWECTBAATLCA TOMbKO YNOSTHOMOYEHHbIMU
npegcrtasutenamm  komnanunm QIAGEN. Ecnu pabota QlAstat-Dx Analyzer 1.0 He
COOTBETCTBYET OXuAaaHusAM, obpaTuTech B TexHuueckyto cnyx6y QIAGEN, Bocnonb3oBaBLIMCH

KOHTaKTHOW uHpopmauuen B pasgene 9.

OnacHoCTb TpaBMbI U MaTepuanbHoro yuep6ba
He otkpbiBante kopnyc QlAstat-Dx Analyzer 1.0. He nbiTavitech

pemoHTMpoBaTtb QlAstat-Dx Analyzer 1.0, a Takke BHOCUTb B €ro
OCTOPOXHO!/

BHUMAHUE!

yCTpOI;ICTBO N3MEHEeHUA.

ﬁ OtkpbiBaHue koprniyca QlAstat-Dx Analyzer 1.0 HeHagnexalwum obpa3om
UNu BHeECeHMe B €ero YCTPOMCTBO HeHaamnexaliMx W3MEHEHUN MOXeT
NpUBECTU K TpaBMe, a Takke k noBpexaeHunto QlAstat-Dx Analyzer 1.0 u

AHHYNUPOBAHUIO rapaHTUn.
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9 Tllouck n yctpaHeHne HeucnpaBHOCTEN

OTOT pasgen coaepXut MHPOPMaLMIo O HEKOTOPbLIX NpobriemMax, KOTopble MOryT BO3HMKaTb Npu
pabote c QIlAstat-Dx Analyzer 1.0, a Takke 06 KX BO3MOXHbIX MpuUYMHaxX M crnocobax ux
peweHus. 3Ta MHPoOpMaLmsa OTHOCUTCH TOMbKO K AaHHOMY npubopy. O nowucke n ycTpaHeHun
HeuncnpasHOCTEN kapTpuaxa Ansa Tect-cuctemsl QlAstat-Dx cM. B MHCTPYKUMU NO NMPUMEHEHMIO

COOTBETCTBYKOLLEro KapTpunaoxa.

Ecnn notpebyeTcs gononHuWTenbHas noMollb, obpatutech B TexHuueckyto cnyxoy QIAGEN,

BOCMOJ1b30BaBLUNCE MHPOPMaLIMEN HUXKE:
Beb6-canT: support.giagen.com

Mpu obpaweHnn B TexHmyeckyto cnyxby QIAGEN no nosogy cbos B paborte QIAstat-Dx
Analyzer 1.0 3anuwwuTe, Kakue OeNCTBMS MNpuBenu K cOOK, a Tawke BCIO MHAOPMaUmio,
oToBpakaemyto BO BCEX [AMANoOroBblX OKHax. ATV [AaHHble MOMOryT TeXHW4eckow cnyxbe
QIAGEN pewuTb npobnemy.

Mpun obpalwieHnn B TexHudeckyto cryx6y QIAGEN no nosogy cbGoes, noxanywcra, umenTe

HaroToBe CrefytoLLyo UHGOPMaLMIo:

o CepwuiiHbI HOMEp, TUM, Bepcusi nporpammHoro obecnevenns QlAstat-Dx Analyzer 1.0 n

yCTaHOBINEHHbIE (hannbl onpeaeneHus TeCT-CUCTEMbI
e Kopa owmbku (ecrnv NpUMEHUMO)
® Bpewms, korga ownbka BO3HUKA BNepBLIE

® YactoTa BO3HWKHOBEHUS OLLUMOKK (T. €. BOBHUKaeT i OHa BpeMaA OT BpeMeHu nnm

NMOCTOSIHHO)
o ®doTorpadus, AeMOHCTpUpYytoLLas oWMBKY (MO BO3MOXHOCTM)

e [lakeT noaaepxku
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9.1 Co6ou B paboTe annapaTHOro 1 NporpaMMHOro obecne4vyeHns

Owwnbka

Bo3moxHas npuYnHa

KOMMeHTapMM U peKkoMeHpauum

The QlAstat-Dx Analyzer
1.0 does not start (QlAstat-
Dx Analyzer 1.0 He
3anyckaeTcs).

Analytical Module not
detected (AHanuTuyeckuin
MOAYIb HE OGHapYXeH).

The Analytical Module
status indicator is red
(MHpvkaTop cocTosiHMS
aHanuTU4eckoro Moayns
rOpUT KPacHbIM CBETOM).

The touchscreen does not
respond (CeHCOpHbIVi
3KpaH He pearvpyeT Ha
HaXaTuns).

Bar code reader does not
scan (CkaHep WwTpux-
KOOOB He BbIMONTHAET
CKaHvpoBaHue).

The QIAstat-Dx assay
cartridge is stuck inside the
QlAstat-Dx Analyzer 1.0
(KapTpumx ans tect-
cuctembl QlAstat-Dx
3acTpsan BHyTpu QlAstat-
Dx Analyzer 1.0).

Lid of the cartridge
entrance port does not
open (KpblLuka BXOAHOTO
nopTa Ans kapTpuaka He
OTKpbIBaETCS).

The Run Test button is not
active (KHonka «Run Test»
(BbinonHuTtb aHanua)
HeakTMBHA).

Assay does not run
(AHanu3 He BbIMOMNHSAETCA).

QlAstat-Dx Analyzer 1.0 He
noACOEaMHEH K CETeBOIN pPo3eTKe.

BblkntovaTtens nuTaHus Ha
3agHen ctopoHe QlAstat-Dx
Analyzer 1.0 He BKNoYeH.

QlAstat-Dx Analyzer 1.0
HaxouTCs B PeXUMEe OXUAAHUS.

MocT ana aHanutudeckoro/
paboyero moayns noAcoenuHeH
HenpaBuIIbHO.

C6on annapaTtHoro obecneyeHust.

QlAstat-Dx Analyzer 1.0
Haxo4uTCsi B peXuMe OXuaaHust
(MHAMKaTOP COCTOSHUS rOpUT
CVHUM CBETOM).

C6oM1 annapaTtHoro obecneyeHus.

DYHKUMSA CUUTLIBAHNS
MAEHTUPUKALMOHHOTO LITPUX-
KoAa npobbl He BKIOYeHa.

BosHuk cboi annapatHoro unm
nporpamMmMHoro obecneyeHust
CkaHepa LUTPUX-KOAOB.

MexaHunueckuii cboit B pabote
mMoaynsi.

MexaHuueckuii cbon B paboTe
moayns.

KapTpuax Anst Tect-cuctembl
QlAstat-Dx Bce eLle HaxoauTcs
BHyTpn QlAstat-Dx Analyzer 1.0, n
BbINOMHEHWE crneaytoLLei
npoueaypbl aHannsa Ha QlAstat-
Dx Analyzer 1.0 6yaeT BO3MOXHO
TOMBLKO MOCre U3BnevYeHns
KapTpuaxa.

Mogynb HegocTyneH.
Y nonb3oBatens HeT NpaB Ha

BbIMNOSIHEHWE NpoLeaypbl
aHanusa.

TecT-ccTema He yCTaHOBMeHa Ha
QlAstat-Dx Analyzer 1.0.

MposepbTe, nogcoeanHeH nu QlAstat-Dx Analyzer 1.0 k
ceTu NuUTaHus.

Bkntouute nutaHne npmbopa ¢ NoMOLLbIO BbikMtoyaTens
nuTaHus Ha 3agHei ctopoHe QlAstat-Dx Analyzer 1.0.

HaxmuTe Ha KHOMKY BKIOYEHWS/BbIKMIOYEHNS, YTOObI
BbiBecTH QlAstat-Dx Analyzer 1.0 3 pexxuma
OXUAaHUS.

MpoBepbTe NpaBUNbHOCTb NOACOEAMHEHUSI MOCTa,
coeauHsioLWwero pabounii 1 aHanUTUYECKUin Mogynu.

Ob6patuteck B TexHn4eckyto cnyxoy QIAGEN.

HaxmuTe KHOMKY BKMHOYEHUS/BBIKNIOYEHNS Ha paboyem
mogayrne.

O6paTtutech B TexHuyeckyto cnyxby QIAGEN.

O6patutechb k pykoBoguTento naboparopuv unu
aAMVHUCTpaTOpy No annapaTtype Ans HaCcTPOKK
YHKLMN CHUTBIBAHNS LITPUX-KOAOB Ha QlAstat-Dx
Analyzer 1.0.

Ob6patuteck B TexHn4eckyto cnyxoy QIAGEN.

O6paTtutech B TexHuyeckyto cnyxby QIAGEN.

Ob6patuteck B TexHn4eckyto cnyxoy QIAGEN.

B none cocTosiHWsi Moaynsi Ha MaHen COCTOSHUS
Moaynewn AomkHo oTobpaxaTbesi cooblyeHne «Eject
cartridge» (M3Bneyb kapTpmax). Haxmute Ha none
COCTOSIHUSI MOZYNSi, @ 3aTeM — Ha KHonky Eject
(N3Bneub).

MpoBepbTe NpaBUNbHOCTL NOACOEANHEHUSt MOCTa,
coeavHsIIoLWero pabounii n aHanUTUYeCKUin Mogynu.

Ob6patutecs Kk pykoBoauTenio nabopatopum unu
aAMVHUCTpaTopy Mo annapaTtype.

Heobxogunmo yctaHoBuTb TeCT-cuctemy. ObpaTtutech k
pykoBoguTento nabopatopuu Unnm agMMHUCTpaTopy no
annapatype
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Ownbka

Bo3moxHasa npuunHa

KommeHTapuu u pekomeHaauum

Result upload status is
“Error” (CocTosiHne
3arpysku pesynbtaTtoB —
«Error» (Owwubka)).

A result cannot be
uploaded (He ynaetcs
3arpysunTb pesynbTar).

Cannot run a test because
there is no test order (He
YAAeTCs BbINOMHUTL
aHanma, NocKonbKy
OTCyTCTBYET 3aka3 Ha
aHanms).

Printer is not setup
correctly, or test reports
cannot be printed.
(MpwuHTEp yCTaHoBNEH
HenpaBuWbHO, NN OTYeT
06 aHanmsax He MoOXeT
6bITb HanevaTaH.)

[MoTepsiHa cBsI3b C XOCT-CUCTEMOWA.

Bpems coegnHeHuns ¢ xocT-
CUCTEMOW UCTEKITO.

CoobLieHne OTKNOHEHO XOCT-
CUCTEMOWA.

Cpok AencTeums pesyrnbTarta UCTEK.

[nsi npo6bl ¢ AaHHbIM
MAEHTUPUKATOPOM OTCYTCTBYET
3aKa3 Ha aHanwus, U B HacTpoWKax
HIS/LIS BkntoveHa onuus Force
Order (MpuHyanTENbHbIA 3aKas).

BosHukna npobnema
noaknoyeHns kK LIS, n s
HacTtponkax HIS/LIS BknioveHa
onuusa Force Order
(MpuHyanTenbHbIV 3aKas).

CyLUeCTBYIOT pasfnuyHble
MPUYUHBI HEUCMPABHOCTY
npuHTEpa.

O6patutech k pykoBoguTento naboparopuv unu
aAMVHUCTpaTopy Mo annapaTtype Ans NPOBEpKU
HacTpPOEeK COeAMHEHMS], a Takke NPOBEPKU HaNMuus
coeMHeHMs.

O6patutech k pykoBoguTento naboparopuv unu
aAMVHUCTpaTOpy No annapaTtype Ans NPOBepKu
3HaueHus HacTpolikv Timeout (Bpems oxuaaHus),
KOTOPOE MOXHO yBENMYUTb Makcumym o 60 cekyHa.
Ecnu yxe ycTaHOBNEeHO MakcumarbHoe 3HayeHue, To
cnepayeT NpoBepUTb NPOU3BOAUTENIBHOCTb CETH.

XocT-cuctema no Kakor-To MPUYNHE OTKIOHMNA
coobLeHne (TecT-cucTema He ono3HaHa, BO3HUKIN
cemaHTu4eckue npobnemsl 1 T. n.). O6paTutech B
TexHuyeckyto cnyxby QIAGEN.

Ob6patutecs Kk pykoBoauTenio nabopatopum unu
aAMVHUCTpaTopy No annapaTtype Ans NPOBepKu
3HaveHus napameTpa Expire Time (Cpok fencTeums) B
HacTponkax HIS/LIS.

Ob6patuteck kK agmmHucTpaTopy LIS ans nposepku
Hanuuus B LIS 3aka3a ans npobbl ¢ ykazaHHbIM
naeHTUuKkaTopom.

Ob6patutecs Kk pykoBoauTenio nabopatopum unu
aAMVHUCTpaTOpY Mo annapaTtype A5is NPOBepKu
COeMHEHUS C XOCT-CUCTEMON.

YT06bI BLINOMHUTL aHanM3 npu OTCyTCTBMW 3akasa Ha
Hero, oTknounTe onuuto Force Order
(MpwHyanTenbHbI 3aka3) B HacTpoiikax HIS/LIS.

Cwm. QlAstat-Dx Analyzer 1.0 Printer Setup Guide Ha
ctpaHuue QIAGEN.com/QIAStat-Dx_PrinterSetup Ha
npeaMeT 4acTo 3aJaBaeMblX BONPOCOB MO MOWCKY 1
YCTPaHEHWIO HEUCTIPaBHOCTEN BO BPEMs1 YCTaHOBKM
npuHTEepa 1 UHCTPYKLWIA NO HeAOMNYLLEHMIO YacTbIX
npo6nem ¢ NPUHTEPOM.
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9.2 CoobuieHuns 06 owmnbkax n npegynpexgarome coobLeHns

Owmbkal/llpegynpexaeHue

MosicHeHne

KOMMeHTapMM U peKkoMeHpauum

The AM in the slots has
changed (Mpou3sowna
cmeHa AM B cnoTax).

Performing a backup is
recommended before
updating or restoring
(Mepen obHoBNEHNEM U
BOCCTaHOBIIEHNEM
pekomeHAayeTcsi co3faTth
pe3epBHYIO KOMUI0).

Shutdown not possible.
Please stop all tests and
eject cartridges
(3aBepLueHne paboThbl
HEBO3MOXHO.
Moxanyncra, octaHoBUTE
BCE MpoLeAypbl aHanmsa u
V3BMEKUTE KapTPUaXN).

Free disc space ddd
reached warning or critical
level (CBo6oaHoe
NPOCTPaHCTBO Ha Ancke
ddd 3akaHumBaeTcs.
[ocTUrHyT ypoBeHb,
TpebytoLen Bbigaym
npegynpexaexus, nubo
KPUTUYECKUI YPOBEHD).

The system was not shut
down properly last time
(Mocne npeapiayLiero
ceaHca paboTbl paboTa
cucTembl 6bina
3aBepLUeHa HEKOPPEKTHO).

Test result with invalid data
found (O6HapyxeH
pe3ynbTaT aHanusa c
HeaencTBUTENbHBIMU
OaHHbIMK).

Unexpected behavior of
AM nnn (HeoxunaaHHoe
nosegeHne AM nnn).

Update data aborted, error
occurred (O6HoBNeHVe
[aHHbIX NpepBaHo,
BO3HWMKMa owmbka).

No backup file found!
(dawnn pesepBHOI konun
He HavgeH!)

Assay <assay_id> not
available (TecT-cucrema
<assay_id> HegocTynHa).

Code (Koa): 0X400

Assay <assay_name> not
active (TecT-cuctema
<assay_name>
HeakTMBHA).

Assay <assay_name>
already imported (TecT-
cucTema <assay_name>
yXXe UMNOpPTUPOBaHa).

Code (Kog): 0X0304

Cuctema obHapyxwuna usmeHeHue
B KOH(pUrypaummn obopyaoBaHus.
Kak MUHUMYM OanH 13
aHanuMTM4ecknx Moaynen
nepemeLleH Ha Apyryto no3uuuio.

Ecnu B npouecce o6HOBREHUst
npousonaeT owmnbka, BO3MOXHa
noteps AaHHbIX. Co3aaHve
pes3epBHOW KOMWK NO3BONsieT
BOCCTaHOBUTb CUCTEMY W laHHbIE.

Bo Bpemsi BbINOMHEHUst aHanmaa
3aBepLueHne pabotbl QlAstat-Dx
Analyzer 1.0 HEBO3MOXHO.

CucTtema HyxaaeTcs B MpoBepke
TexHuyeckoii cnyxboit QIAGEN
NS pacLUMpPeHsi AUCKOBOTO
npoCTpaHcTBa.

Pa6oTa cuctembl He Bbina
3aBeplUeHa Haanexalmm
obpa3om nocne npouenypbl.
BoamoxHo, AaHHbIe nocneaHero
aHanu3a noTepsiHbl.

O6HapyxeHa HenpeaBuaeHHas
owmnbka, BO3HUKLLAS NPU
BbINOMHEHUN NocneaHemn
npoueaypbl aHanusa.

O6LLMIA CUCTEMHBIV cOOoA.

Bo Bpemsi o6HoBneHns QlAstat-
Dx Analyzer 1.0 Bo3Hukna
HenpeaBuaeHHas oLnGKa.

Hagnexawumin caiin pesepBHow
konun .dbk He HapeH Ha USB-
HakonuTene.

TecT-cucTema, COOTBETCTBYHOLLASA
KapTpuaxy Ans TecT-cucTeMbl
QlAstat-Dx, He umnopTuposaHa
Ha QlAstat-Dx Analyzer 1.0.

TecT-cucTema HeaKTUBHa.

B 6a3e gaHHbIX eCcTb AOCTyNHas
TecT-cucTema c TeM xe
MOEHTUUKATOPOM U TOM ke
Bepcuu.

Hukakvx nevicteui He Tpebyetcsi. MNocne nameHeHus
pacnonoXeHns MoAyns cMcTemMa HacTpamBaeT CBOKO
KOHUrypaLmto camoCcTosATeNbHO.

HacToatensHo pekomeHayeTcsi co3gaBaTh pe3epBHY
KOMUIO CUCTEeMbI nepeq BOCCTaHOBIEHNEM Unun
0BHOBNEHNEM CUCTEMBI.

[oxauTech 3aBepLUEHNSI aHanM3a unm oTMeHNTe
aHanus, a 3aTeM BbIKII4YNTe CUCTEMY.

Ob6patuteck B TexHn4eckyto cnyxoy QIAGEN.

CnepyeT BbikntoyaTb aHanuaatop QlAstat-Dx Analyzer
Hagnexalumm obpa3oM, Haxunmas Ha KHOMKY
BKITIOYEHWS/BBIKIMIOYEHNS HA NepeaHel naHenm
npnbopa, 1 TONbKO Nocne 3Toro BbIKMoYaTh NUTaHne
npvbopa ¢ NMoMOLLbIO BbIKIIOYATENS NMUTaHWS Ha ero
3aAHei NaHenn U oTCOeANHSTL ero OT PO3eTkK, Kak
pasbsAcHaeTcs B pasgene 6.11.

MonpobyiTe NnpoBecTn aHan13 NOBTOPHO C
MCMonb30BaHNEM HOBOIO KapTpumka Anst TECT-CUCTEMbI
QIlAstat-Dx. Ecnv Henonagka He ncyesaet unu
BO3HVKaeT perynspHo, ob6paTutecb B TEXHUYECKYIO
cnyxby QIAGEN.

Mepesanyctute cuctemy. Ecnvm npobnema He ncyesaer,
obpaTtutech B TexHuYeckyto cnyx6y QIAGEN.

Ob6paTtutech B TexHuyeckyto cnyxby QIAGEN.

MpoBepbTe Hanuuue aToro dana Ha USB-HakonuTene.
Ecnun npobnema He ncyesaet, obpaTutech B
TexHuyeckyto cnyx6y QIAGEN.

VmnopTtupyiite a1y TecT-cuctemy Ha QlAstat-Dx
Analyzer 1.0 (cm. pa3gen 6.7.2).

AKTVBUWpYWiTE TECT-CUCTEMY (CM. pa3gen 6.7.1).

TecT-cuctema yxe 3arpyxeHa Ha npmbop. Hukakmx
nencTeuin He TpebyeTcs.

PykoBoacTeo none3osatens QlAstat-Dx Analyzer 1.0  06/2020

99



Owwubkal/lpeaynpexaeHue MosicHeHne

KommeHTapuu u pekomeHaauum

Import assay failed; the
assay file is invalid

(BbINOMHUTL UMMOPT TECT-

CUCTEMbI He yaanochb.
daiin TecT-cucTembl
HEeAeNCTBUTENEH).
Importing ADF
<adf_name> failed
(MmnopTtuposaTte ADF

<adf_name> He yganocs).

Code (Koa): 0x0305

Login failed! (BowiTtn B
cucTeMy He yaanoch!)

Login failed!

The user is not activated
(BoiTn B cuctemy He
yaanocs! MNonb3oBaTenb
He aKTUBMPOBaH).

Login failed! Wrong
Password! (Boiitn B
cucTeMy He yaanochb!
HeBepHblii naponb!)

Login failed! User

identification does not exist

(BoiTn B cuctemy He
yaanock! Takon
naeHTugukaTop
nonb3oBaTens He
CyLLEeCTBYET).

Passwords are not
identical! (Maponu He
cosnagatot!)

Invalid Password! Min.
length 6 characters. Max.
length 15 characters.
Allowed characters: 0-9,
a-z, A-Z, _, space
(Heponyctumblii naponsb!
MwuH. gnvHa —

6 cumBornoB. Makc. anuHa
— 15 cumBonos.

Honyctumble cumBonsbl: 0—

9, a-z, A-Z, _, npoben).

Export failed! (BeinonHuts
9KCMOPT He yaanochb!)

USB Device not found
(USB-ycTponcTBO He
obHapyXeHo).

Bar code reading failed
(Owwnbka cunTbiBaHUA
LWITPUX-KOAA).

Failed to scan bar code
(He ynanocb
OTCKaHWpOBaThb LITPYX-
KoA).

Test failed, Error:
<Error_code> (C6on
aHanusa, owwwbka:
<error_code>).

HeBepHbii haitn umnopTrpyemoii
TECT-CUCTEeMb.

HeBepHbii haiin umnopTrpyemoii
TECT-CUCTEMbI.

BbINONHNTL BXOA B CUCTEMY He
yaanoce.

Y nonb3oBaTens HET pa3peLLeHns
Ha paboty ¢ QlAstat-Dx Analyzer
1.0.

BBefeHHbIi naponb HeBepeH.

MNonb3oBartenb He AoGaBneH B
cucTemy.

[lns 3apaHuns HOBOro Napons ero
HeobX0AMMO 0AMHAKOBO BBECTU
ABaxabl.

Mapornb He cooTBeTCTBYET
npaeunam 6e3onacHocTu.

Bo Bpemsi akcropTa pe3ynbTaToB
BO3HWKNa HenpeaBUaeHHas
owmbka.

USB-Hakonutenb He obHapyxeH
QlAstat-Dx Analyzer 1.0.

HewncnpaBHOCTb CkaHepa LTpUx-
KOZOB.

Ha npubop He 3arpyxeHa TecT-
cuctema, COOTBETCTBYIOLLAs
3TOMY LUTPUX-KOAY.

AHanu3 He yganocb BbINOMHUTL
n3-3a cbos.

3arpysute cain Tect-cuctemMbl ¢ Beb-canTa
www.giagen.com. Ecrnn ycTpanunTts npobnemy atum
crnocobom He yaacTcsi, 0bpaTuTech B TEXHUYECKYHO
cnyxby QIAGEN.

3arpysute cann TecT-cuctemMbl ¢ Beb-canTa
www.giagen.com. Ecnu ycTpanHuTte npobnemy atum
cnocoboM He yaacTcs, o6paTuTech B TEXHUYECKYIO
cnyx6y QIAGEN.

O6patutechb Kk pykoBoauTento nabopatopum unu
aAMuHUCTpaTopy no annapaTtype.

O6patutech Kk pykoBoauTento nabopatopum unu
aAMVUHUCTpaTopy No annapaTtype Ans akTuBaumm
nonb3oBaTens (cMm. pasgen 6.6.1).

Mocne Tpex HeyAayHbIX NOMbLITOK BBOAA Napornsi
Heo6XoAMMO NoAoXKAATb OAHY MUHYTY, NPexae Yem
BO306HOBUTBL MOMbITKM BXoAa B cuctemy. Ecru Bbl
3abbiny naponb, obpaTUTechk kK agMUHUCTPaTOpPY MO
annapaTtype Ans 3aAaHusi HOBOro Naporsi.

O6paTtutech kK agMMHUCTPaTOpPy Mo annapaTtype unm
pykoBoauTento naéopatopuu Anst Ao6aBneHnst HOBOroO
nonb3oBaTens.

BeeauTte ABa 04MHAKOBbIX NAPOs.

3apaviTe naponb AMHOW MUHUMYM B 6 CUMBOJSIOB U
MakcuMyM B 15 CMMBONOB, COAepXaLLMin TONbKO
ponyctumble cumBornbl: 0-9, a—z, A-Z, _, npoben.

MosTopuTe onepaumio. Ecnu npobnema He ncuyesaer,
obpaTtutech B TexHuyeckyto cnyxoy QIAGEN.

BcraBbTe USB-Hakonutens B USB-nopT.

Ob6patuteck B TexHn4eckyto cnyxoy QIAGEN.

BoamoxHo, WTpux-koa noepexaeH. Micnonbayiite
Opyrow kapTpuax ansa tect-cuctembl QlAstat-Dx/

Ecnu npobnema He ucyesaet, obpatutech B
TexHuyeckyto cnyxby QIAGEN.

MonpobyiTe NpoBecTn aHan13 NOBTOPHO C
MCMonb30BaHNEM HOBOTO KapTpumka Anst TECT-CUCTEMbI
QIlAstat-Dx. Ecnv npo6nema He ncyesHeT, obpaTutech
B TexHuyeckyto cnyxby QIAGEN v npegoctasbTe TekcT
COOBLLEHUS C KOAOM OLLMOKN.
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Owwubkal/lpeaynpexaeHue MosicHeHne

KommeHTapuu u pekomeHaauum

User has no right to
execute assay
<assay_name> (Y
nonb3oBaTens HeT npas
Ha npoBefeHue aHanuaa
Ha TecT-cucTeme
<assay_name>).

Code (Koa): 0x0402

Cartridge already used
(KapTpumx yxxe
ucnonb3oBarncs).

Y nonb3oBatensi HET paspeLieHua
Ha BbINONHEHWe aHanunsa c
MCMNONb30BaHWEM 3TOW TeCT-
CUCTEMDI.

PaHee ucnonb3oBaHHbIN
KapTPUAX ANs TECT-CUCTEMbI
QlAstat-Dx Henb3si ucnonb3oBaTb
MOBTOPHO.

Cartridge expired (Cpok
rogHOCTU KapTpuaxa
UCTEK).

KapTpuax ans tect-cucremsl
QlAstat-Dx Henb3si ucnonb3oBaThb,
NOCKOMbKY CPOK €ro rogHOCTH
UCTEK.

Different cartridge inserted
(YcTaHoBneH apyrom
KapTpUaX).

YcTaHOBNEH He TOT KapTpumK Anst
TecT-cuctembl QlAstat-Dx,
KOTOPbIN pacrno3HaH ckaHepom
LUITPUX-KOAOB.

He ynanocbk cosgate dann
pe3epBHOW KOMWW.

Bpewmsi, oTBefeHHOe Ha
coeguHeHne npubopa c LIS,
NCTEKI0.

Failed to create file (He
yaanocb cosgatb dann).

HIS/LIS timeout (Bpemsi
oxunanusa ana HIS/LIS
NCTEKIO).

Results in state "Uploading”
or "Expired" cannot be
uploaded (He yaaetcs
3arpyauTb peayrnbTaTbl C
cocTtosiHneMm «Uploading»
(3arpyaetcs) unm
«Expired» (Cpok penctaust
UCTEK)).

Cpok 3arpy3ku pesynbTtaTta UCTex,
N €70 YXKE HeNb3s 3arpy3uTb.

XoTsa cocTosiHMe 3arpy3ku
pesynbtata — «Uploading»
(3arpyxaetcs), ero He yaaeTcs
3arpysutb.

The maximum number of
results for upload <num> is
exceed <num>
(MakcumanbsHoe
KONM4EeCTBO pe3ynbTaToB
AOns 3arpy3ku <num>
NpeBbILLEHO Ha <num>).

No book order for this
sample ID. Do you want to
continue anyway? (Ons
3TOro naeHTudunkatopa
npo6bl OTCYTCTBYET 3aKas.
MpogomxnTb, HECMOTpPS
Ha npegynpexaeHve?)
Order not found (3aka3 He
HangeH).

[JocTurHyTo MakcumansHoe
KOTIMYECTBO Pe3ynbTaTos,
KOTOPOE MOXHO 3arpy3uTb 3a
OQWH Npuem.

OT LIS He nony4eH 3aka3 Ha
aHanu3a npobbl ¢ TakuM
naeHTndgukatopom. Onums Force
Order (MpvHyaWTenbHbIA 3akas) B
obnactu Order Settings
(HacTpoiku 3aka3sa) oTknoyeHa.

OT LIS He nony4eH 3aka3 Ha
aHanu3 npobbl ¢ Takum
noeHTugukaTopom. Onumsa Force
Order (MpuHyanTenbHbIA 3akas) B
obnactu Order Settings
(HacTtpoiiku 3akasa) BkroyeHa.

Ordered assay not
installed (3aka3zaHHas
TecT-cuctema He
yCTaHOBMEHa).

TecT-cucTema, 3anpoLleHHast B
3aka3e Ha aHanus, He
yctaHoBneHa Ha QlAstat-Dx
Analyzer 1.0.

Nmsa Tect-cnctembl B QlAstat-Dx
Analyzer 1.0 He coBnagaeT ¢
MMEHEM TeCT-CUCTEMbI,
nonyyeHHbIm ot LIS.

No connection to HIS/LIS

(HeT coeamHeHus ¢
HIS/LIS).

OTcyTtcTByeT cBA3b Mexay LIS n
QlAstat-Dx Analyzer 1.0.

[aTb Takoe paspeLueHne MOXHO Ha akpaHe User
Management (YnpaBneHue nonb3oBatensmm) (Cm.
pasgen 6.6).

YTUnuanpywTe MCnosib30BaHHbIN KapTPUIX Ansi TecT-
cuctembl QlAstat-Dx B cOOTBETCTBUM C AeNCTBYOLLMMU
HopmMaTtuBamu 6e3onacHoOCTM 1 NpaBunammn
ymunusauuu. MpoBeauTte npoueaypy aHanmaa ¢
Mcnonb3oBaHNeM HOBOTO KapTpuaKa Anst TeCT-CMCTEMbI
QlAstat-Dx.

Tenepb 1cnonb3oBaTh 3TOT KAPTPUAXK ANS TECT-
cuctembl QlAstat-Dx Henb3s. YTUnNuManpymnte KapTpumk
B COOTBETCTBUM C AENCTBYIOLLMMN HOpMaTUBaMm
6e30MacHOCTM 1 NpaBunamm yTunmsasmu.

YcTaHoBWTE TOT KapTpuax ans tect-cuctemol QlAstat-
DX, KOTOPbI CKaHNPOBArCS C NMOMOLLbIO CKaHepa
LUTPUX-KOAOB.

USB-Hakonutenb HevcnpaseH. [Monpobyite
ncnonb3oBaTb Apyron USB-HakonuTtens.

MpoBepbTe 3HaveHWe napameTpa Timeout (Bpems
oxvaaHust) B HacTpoiikax HIS/LIS n yBenunybTe 310
3HaveHue. Ecnun yxe ycTaHOBNEHO MakcumarsHoe
3HayeHne, obpatuTech B TexHnyeckyto crnyx6y QIAGEN.

Cpok AeNCTBMA MOXHO M3MEHUTL B HACTPOMKax
HIS/LIS.

Mocne cHsTna cocTosiHus «Uploading» (3arpyxaeTcs)
pesynbTaT MOXHO 3arpy3uTb CHOBaA.

OTMeHUTE BbIGOP HECKOMbKMX PE3YNbTaTOB U
NOBTOPUTE MOMbITKY.

B cnyyae npogomkeHns npoueaypbl aHanmsa ans
Nony4eHHOro peaynbTaTa He ByAeT COOTBETCTBYHOLLETO
3aka3a B LIS nocne 3arpysku pesynbrara.

BbinonHeHve npoueaypbl aHanM3a HeBO3MOXHO. Takoe
coobLeHne MoxeT oTobpaxaTbCs Mo CreayoLm
npuunHam: LIS He oTnpaBnsina 3aka3 ans npobbl ¢
TakuM UAEHTUNKATOPOM, BPeMS! YCTaHOBKM
coeaVHEeHNs UCTEKIO, Unn npousoLuen coomn
COEaUHEHUNSI C XOCT-CUCTEMOW.

YcTaHoBWTE Hagnexallylo TeCT-CUCTEMY.

MpoBepbTe UMsi TecT-cucTembl B LIS B HacTporkax
HIS/LIS.

[MpoBepbTe HACTPOWiKkN coeanHeHuss B obnactu
HacTpoek HIS/LIS.
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10 TexHMn4eckme xapakTepUCTUKK

Ycnosusa JKcnnyaTtaumm

TpeboBaHus K
3NEKTPONMTaHUIO

MnaBkuii NpegoxpaHnTens
Temnepatypa

BnaxHocTb

BbicoTa Hag ypoBHEM MOpS
OcselleHne

90-264 B nepem. Toka

50-60 'y

Me3pnoBon pasbem IEC 60320-1 C14

Bbigepxka Bpemenn 1x8 A

15-30 °C

OoTHocuTenbHas BriaxHocTb 20—80 %, 6e3 koHaeHcaumm
0-2200 m

o 4000 nk

YcnoBusi TpaHCNOPTUPOBKU

Temnepatypa

0-55 °C, oTHOCMTeNbHas BNaHOCTb He Bhile 85 %, 6e3 koHaeHcauum

AnekTpomMarHuTHas coBMecTtumocTb (OMC)

TpeboBaHua k AMC

CootBetcTtBYyeT cTaHaapTy IEC 61326, knacc A

O6opynoBaHve paspaboTaHo 1 B cOOTBETCTBUM co cTaHaapTom CISPR 11,
Knacc A, 1 NpoLUJIO UCMbITAHUSI HA COOTBETCTBUE 3TOMY cTaHaapTy. OHo
MOXeT co3aaBaTb PaguMoNoOMexm B XUMbIX MOMeLLeHUsIX. B aTom crnyyae
MOryT NOTPeGoBaTLCA MepPbI N0 YMEHbLUEHWIO NOMEX.

MexaHun4eckne xapakTepucTUK/ U annapaTtHblie cpeacTsa

Pa6ouuin moaynb

Pa3smepbl

Macca

AHanuTuyeckum mogynb

Pa3wmepb!

Macca

MHTepdenic Ethernet
USB-nopThb!

LWupuHa: 234 mm
Bbicota: 326 mm
my6una: 517 mm
5kr

WwnpuHa: 153 mm
Bobicota: 307 mm
my6una: 428 MM
16 kr

10/100 — Base-T Ethernet, 1 wr.
1 nepegHuii 1 3 3agHnMx
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11 MNMpunoxxeHna

11.1 YcTaHOBKa 1 HacTpourka NpuHTepa

JononHuTenbHble cBedeHWs O 4YacTo 3aJaBaeMbiX BOMpPOCax MO MOUCKY W YCTpPaHeHWto
HeucnpaBHOCTEW W  WHCTPYKUMM MO HEAOMyLWEHU0 4YacTblX npobnemM C npuHTEPOM
npeacrtaenendsl B QlAstat-Dx Analyzer 1.0 Printer Setup Guide Ha cTpaHuue
QIAGEN.com/QIlAStat-Dx_PrinterSetup.

11.1.1 YctaHoBka npuHTepa Yepes USB

UToBbl YyCTaHOBWUTb NpuHTEp, ucnonb3ys USB-coeguHeHue, HeoBXOAMMO  BbIMOMHUTL

cneaywoLime oencTems:

1. MopcoepunHute USB-kabenb npuHTepa k USB-nopTy paboyero mogyns. Mimeetcs 4

poctynHeix USB-nopTa: 1 — cnpasa oT gucnnes n 3 — Ha 3afHel CTOpoHe npubopa.

2. BkntouuTe npuHTep B 06nactu HacTpoek Printer (MpuHTep), BbIOpaB AOCTYMHYH OMNUMIO
PRINTER (MNpuHTep), unu yctaHoBute HyxHbii Apansep CUPS, yka3aHHbIV B
npunoxexmn 11.1.3.

MpumeyaHune. Ecnv nevatb ¢ NOMOLLbIO NpedyCTaHOBIIEHHOMO NPUHTEPA HEBO3MOXHA,
pekomeHAyeTCs NOAKMIYUTL NoKanbHbIN KoMnbioTep k cucteme QlAstat-Dx Analyzer n
crnefoBaTb MHCTPYKLMAM MO YCTAHOBKE NPUHTEpa Yepes NoKarnbHyo ceTb (CM.

pasgen 11.1.2).

MpumeyaHme. Ecnv nevaTb C NOMOLLLIO MPUHTEpPA, NOAKNIOYEHHOro Yepe3 USB,
HEBO3MOXHa, COCTOSIHME NpoLiecca nevyaTn 1 NpoYy MHOPMaLMIO MOXHO HaNTK Yyepes
nHtepdgeric CUPS. [ina goctyna K HeMy pekoMeHAyeTcs NoAKMoYMTE NoKarbHbIN
komnbtoTep k cucteme QlAstat-Dx Analyzer n cnegoBaTb MHCTPYKLMSIM MO YCTAHOBKE
NpuHTEpa Yepes nokanbHylo ceTb (M. pasgen 11.1.2).

11.1.2 YctaHoBKa npuHTepa Yepes Ethernet

Mpumeyanune. [Ins ycTaHOBKM MNpuUHTEpa 4Yepe3 foKanbHYyl CeTb HeobxoauMbl ceTeBOW
npuHTEp, nokanbHbi komnbloTep U QlAstat-Dx Analyzer, nogknoYeHHble K OAHOW NoKarnbHON

ceTn.

UTtobbl yCTaHOBMTb MpuHTEp, ucnonb3dys Ethernet-coeanHeHne, HeOOGXOAMMO BbINOMHUTL

cneayolume gencreus:

1. TMMopcoegunute npuHTep K ceTn Ethernet n BknounTe nutaHme npuHTepa.
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AkTnBupyiTe HacTponku cetn QlAstat-Dx Analyzer (cm. pasgen 6.8.5).

Y6enuTtech, Y4TO UCMONb3yeTCcs NpaBunbHasi KOHUIypaums CeTh NoKanbHOro KOMMbTepa.
YcTtaHoBuTe gpariBep CUPS yepes ceTb, Kak onMcaHo B npunoxexun 11.1.3.
Mepesanyctute QlAstat-Dx Analyzer 1.0, BbIKNOYMB M CHOBA BKITHOUMB €r0.

BkntounTe npuHTEp B obnactu HacTpoek Printer (MpuHTEp), BbIGpaB HOBYIO AOCTYMNHYO

onumio (YyCTaHOBIMEHHBIN NPUHTEP) U HaxxmuTe Save (CoxpaHnTb).

11.1.3 YcraHoBka gpareepa ang npuHtepa CUPS

CUPS (Common UNIX Printing System) — 3710 cuctema nevatun gns  Unix-nogoObHbIX

onepaumoHHbIX cucTem, brnarogapsi kotopow paboumn mogynb QlAstat-Dx Analyzer 1.0 moxeT

BbINOMHATL oyHKUMM cepeepa nedatn. CUPS ucnonbayeT apaieepbl PPD (PostScript® Printer

Description) ans Bcex cBomx npuHTepoB PostScript, a Takke Ans yCTPONCTB nevyat, OTINYHbIX

ot PostScript. Ha pabounii mogynb QlAstat-Dx Analyzer 1.0 yxe yctaHoBneHbl gpansepbl PPD,

O[HaKO BO3MOXHa TaKXe 3arpyska nonb3oBaTesfibCKMX JpanBepos.

Mpumeyanune. Komnanna QIAGEN He moxeT rapaHTMpoBaTb paboTy nwoboro npuHTepa c

QlAstat-Dx Analyzer 1.0. T[lepeyeHb NpuUHTEPOB, MpOWeEAWNX WUCMbITaHUS, CM. B

npunoxexun 11.1.4.

YT10ObLI YCTaHOBWTL HOBBLIN ApariBep AnNs MpuHTepa, HeobxoaMMO BLIMOMNHWTL crnegyowme

OencTBus:

1.

3.

Axtusupyinte CUPS B npunoxeHun gns pabodero mogyns QlAstat-Dx Analyzer 1.0 B
obnactu Options --> System Config --> Network --> Enable CUPS (Onuun -->
KoHdurypaums cuctemsl --> CeTb --> Bknounte CUPS), a 3atem Haxmunte Save
(CoxpaHunTb), 4TOObI COXPaHUTbL HACTPONKM (4N BLINOMHEHNS 3TON NPOoLEeaypbl
HeobxoAVMbl NpaBa agMUHUCTPaTopa).

Ha komnbloTepe, NOAKMOYEHHOM K TOW e rfokanbHon cetu, Bonante B cuctemy CUPS
Yyepes Beb-6paysep (Hanp.: http://10.7.101.38:631/admin).

MpumeyaHue. Heobxoaumein IP-agpec MOXHO HanTu cnegyowmm obpasom: Options
(Onumum) --> System Config (KoHdurypauus cuctemsl) --> Network (Cetb) --> MAC/IP
address (Agpec MAC/IP).

[ns Bxoda B cUCTEMY UCMOSb3yNTe CreayoLwne AaHHbIe:
User name (Mma nonb3oBatens): cups-admin

Password ([Maponb): ucnonb3ynte naposb, Npeanaraemelin NpunoxeHnem ans paboyero
mogyns QlAstat-Dx Analyzer 1.0 B obnacTtn Options --> System Config --> Network -->
CUPS settings (Onumu --> KoHdwurypaums cuctemsl --> CeTb --> Hactpownku CUPS).

Haxmute Add printer (Jo6aButb npuHTEp).
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4. Bblbepute NpuHTEP B CNMCKE, UMEIOLLEMCS B ceTu, 1 HaxmuTe «Continue» (MpogomxuTb).

5. Bbibepute onuumto Share this printer (Mcnonb3oBaTtb 3TOT NPUHTEP COBMECTHO) U HAXMUTE

Continue (MpogomxuTb) (puc. 79).

B & [ AddPrinter-CUPS2.0: X | +
&) R @ 107101138
* CUPS.org

« Home
+ Administration

+ Jobs
* Printers

Add Printer

Add Printer

[HP_Officejet_Pro_6230 |
(May contain any printable characters except
[HP Officejet Pro 6230 |

(Human-readable description such as "HP LaserJet with Duplexer”)

(Human-readable location such as "Lab 1"}
Connection: socket://10.7.101.237:9100
Sharing: Share This Printer

CUPS and the CUPS logo are trademarks of Apple Inc. Copyright © 2007-2015 Apple Inc. All rights reserved.

Name:

", and space)

Description:

Location:

Puc. 79. 3kpaH Add printer (Jo6aBuTb NpuHTEP).

6. BblbepuTte apanBep Ans cBoero npuHtepa u Haxmute Add Printer (Jo6aBuTb NpuHTEp).
Mpumeyanue. Ecnu Ballero npyHTepa HeT B CNWCKe, NCNOMb3ynTe Havbonee yH1BepcarbHbIN
OpanBep, NoAXOAALWMI ANS MapKuy Ballero npuHTepa. Ecnmn Hu oguH 13 gpansepos,
UMELLMXCH B CMINCKE, HE NOJOVAET, 3arpy3ute Heobxoamnmeln apavisep CUPS B Buge darvina
PPD u3 cetu n BbibepuTe ero B none Or Provide a PPD File (Unu npepoctasbTe darin PPD),

npexae Yyem HaxaTb kHonky Add Printer (Jo6aBuTb npuHTep) (puc. 80).
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[By «3 | O Add Printer - CUPS 2.0.! X ‘ aF
&< = O M (@ 10.7.101.138:621/admin
« CUPS.org
+ Home
+ Administration
+ Classes
« Help
=+ Jobs
+ Printers
.
Add Printer
Add Printer
Name: HP_Officejet_Pro_6230
Description: HP Officejet Pro 6230
Location:
Connection: socket://10.7.101.237:9100
Sharing: Share This Printer
Make: H:P‘ Select Another Make/Manufacturer |
HP Color LaserJet Series PCL 6 CUPS (en) ~
HP DesignJet 600 pcl, 1.0 (en)
HP DesignJet 750c pcl, 1.0 (en)
HP DesignJet 1050¢ pcl. 1.0 (en)
HP DesignJet 4000 pcl, 1.0 {en)
Model: HP DesignJet T790 pel, 1.0 (en)
HP DesignJet T1100 pcl, 1.0 (en)
HP DesklJet Series (en)
HP LaserJet Series PCL 4/5 (en)
HP LaserJet Series PCL 6 CUPS (en) -
Or Provide a PPD File: Examinar...
CUPS and the CUPS logo are trademarks of Apple Inc. Copyright © 2007-2015 Apple Inc. All rights reserved.

Puc. 80. Bbi6op apanBepa npuHTepa.

7. Heobxogumo npaBunbHO BbibpaTh Media Size (PopmaT maTtepuanoB gns neyartm),
Hanpumep «A4», NOCKOMNbKY HEKOTOPbIE MPUHTEPLI HE NeYaTaloT AaHHble, ecru dopmaT
Oymarv 3agaH HenpaBuIbHO. 3aTeM COXpaHWUTE HAaCTPOWMKU HaxaTueM kHonkn Set Default
Options (3agaTb napameTpbl No ymMon4yaHuio) (puc. 81).

M o0 [ setPrinter Options €L X | e

= O & 107901130

amon

Set Printer Options

Set Defaunlt Options

or HP Officejet Pro 6230

General Banners  Policies

General
Media Size: -]
Color Mode: MY
Resolution: J00dpi
Media Source: Tray
Media Type: Plain Paper
Set Delul Options |
Banners
Starting Banmer: Nt
Ending Bannsr: renn
Syt Defaul Options
Policies
Error Pelicy: stop-printer
Operation Policy: detait
Sot Delauk Options

hiter/ 10,7101,

Puc. 81. MNpaBunbHbIN BbIGOP hopmaTa MaTepuanoB Ans ne4yaTu.
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8. BobikntounTte nutaHne pabodero mogyns QlAstat-Dx Analyzer 1.0, a 3aTem cHOBa BkItoUMTeE

€ero, YToGbI ApaiBep cTan 4OCTyneH.

9. BkniounTe ycTaHoBMNeHHbIN NpuMHTEp B obnactn Options --> System Config --> Printer
(Onumm --> KoHcburypaumsi cuctembl --> MNMpuHTep). BoibeprTe HYyXXHbIN NPUHTEP U HAXMUTE

Save (CoxpaHuTtb). Tenepb NPUHTEP rOTOB K UCMOMNb30BaHUIO.

11.1.4 TlepeyeHb NPMHTEPOB, NPOLLEALLMNX UCTIbITaHUS

Ha moMmeHT BbIxoda [aHHOro pyKOBOACTBA MOSIb30BATENsi NMEPeuYnCrEHHbIE HUXE MPUHTEPSI
ncnbitaHbl komnannen QIAGEN v npuaHaHbl coBmecTumbiMu ¢ QlAstat-Dx Analyzer 1.0 — kak

npu ncnons3osaHun USB-nopTa, Tak n npu pabote yepes Ethernet-coegnHenue.

e HP® OfficeJet® Pro 6230
e HP Color LaserJet® Pro M254dw
e Brother® MFC-9330CDW

lMocnegHuid CNMCOK NMPOTECTUPOBAHHLIX NMPUHTEPOB npeacTaBneH B QlAstat-Dx Analyzer 1.0
Printer Setup Guide no agpecy QIAGEN.com/QIAStat-Dx_PrinterSetup.

[Opyrve npuHTEpbl MOryT ObITb Takke coBMecTMMbI ¢ QlAstat-Dx Analyzer 1.0,— npu UCNONb30BaHUK

OPYrMxX NPUHTEPOB HEOOXOAMMO BbINOMHUTL NPOLEAYPY, ONMCaHHY0 B MpunoxeHun 11.1.3.
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11.2 [eknapauusi 0 COOTBETCTBUMN
HaumeHoBaHwve 1 agpec oduumansHOro NpoM3BoauTens:
QIAGEN GmbH

QIAGEN Strasse 1, D-40724 Hilden, 'epmaHus

ﬂ,eIZCTBy}OLLlyIO Aeknapaumto 0 COOTBETCTBMM MOXHO 3anpoCuUTb B TexHu4yeckom cny>K6e
QIAGEN.
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11.3 OTxoAbl 9NEeKTPUYECKOro u anekTpoHHoro obopynosaHus (WEEE)

B atom pasgene cogepxutca uHdopmaums o6 yTunmsaumm OTX0oO40B 3J1IEKTPU4YEeCKoro u

3MEKTPOHHOro 060pyOoBaHMS MOMb30BaTENAMM.

MepeyepkHYTbIN 3HaK, 306paXKaroLLMin MyCOPHBIV 6ak Ha Kornecax (CM. HbKe) NokasblBaeT, YTo
usgenvie sanpeLlaeTcs yTUNM3MpoBaTh ¢ 0GbluHBIMK OoTXo4amu. Ero HeoGxoanmMo nepeaats Ha
YTUMU3aLMIO Ha YMOTHOMOYEHHOE NPeAnpuaTie no nepepaboTke OTXOO0B WIK B crieuyarnbHbIii
NyHKT cbopa Ons NoBTOPHOM NepepaboTkM B COOTBETCTBUM C AEMCTBYIOLIMMMK 3aKOHaMu U

HOpMaTnBaMu.

OTpenbHelii cbop ¥ MNoBTOpHas nepepaboTka YTUMU3MPYEMbIX OTXOLOB 3MEKTPOHHOIO
06opynoBaHUsi CrocOBCTBYET COXPaHEHWIO MPUPOAHBLIX PECYPCOB W rapaHTUpyeT nepepaboTky
usgenus ¢ cobniogeHvem TpeGoBaHWU 3aLMTbl 3L0POBbS HACENEHUS U OXPaHbl OKpYXaoLLel

cpeapl.

Komnanua QIAGEN moxeT npepmocTaBuTb ycryrn nepepaboTkvM MO 3anpocy 3a OTAENbHYH
nnaty. B crtpaHax EBponeinckoro coto3a, B COOTBETCTBUM C TpebOBaHWAMW K MOBTOPHOM
nepepaboTke, npegycmoTpeHHbiMu anpektuBon WEEE, komnanms QIAGEN npepocTtaBnsieT
ycryru noBTOPHOW nepepaboTkm CBOEro anekTpoHHOro obopynoBaHusa ¢ mapkuposkor WEEE

6ecnnaTtHo, npu ycnosumn noctaskn npoaykuun QIAGEN Ha 3ameHy yTUnvManpyemMon.

Ons cpaun anekTpoHHoro obopyaoBaHWs Ha MNOBTOPHYK nepepaboTky obpatutech 3a
Heobxogumon dcopmoi Bo3Bpata B Gnwkanwee ToproBoe npeacrtaButensctBo QIAGEN.
Mocne otnpaBku dopmbl npeactasutenn QIAGEN cBspkyTca ¢ BaMyn OONOAHUTENBHO, YTOObI
3annaHnpoBaTb MpUeM OTXOAOB 3MEeKTPOHHOro o6opyaoBaHWs WM NpeacTaBuTb  BaM

WHAMBMAYaNU3MpoBaHHOE LLIEHOBOE NPEANoXKEHUE.
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11.4 OrpaHun4eHne OTBETCTBEHHOCTH

KomnaHua QIAGEN ocBoboxagaeTcs OoT Bcex ob6si3aTenbCTB MO JAHHOW rapaHTuu B cryvae
peMoOHTa uUNu M3MeHeHus obopyaoBaHusi nMobbiMM nuuamu, kpome nepcoHana QIAGEN, 3a
UCKItoYeHneMm cnyyaeB, korga komnaHuen QIAGEN pgaHo nmMcbMeHHoOe cornacme Ha

BbIMNOJNTHEHNE TAaKUX PEMOHTHbIX pa60T M BHECEHME TaKNX U3MEHEHUN.

Bce KOMMOHEHTbI, 3aMEeHeHHbIe MO AAaHHOW rapaHTuW, NOKPLIBAIOTCA rapaHTMen TONMbKO Ha CPOK
OencTBMA nepBoHavanbHOM rapaHtTun. [apaHTus npekpawaeTt [enWcTBOBaTb Mnocne pAarhbl
OKOHYaHWsA CpoKa MepBOHAYanbHON rapaHTUK, 3a UCKITIOYEHNEM Cryyvaes, NOATBEPKAEHHbIX B
NMMUCbMEHHOM BWAE YNornHoMoYeHHbIM coTpyaHukom QIAGEN. Ha ycTtponcrtBa cumTbiBaHMS,
yCTpPONCTBa WHTepdeiica M CBA3aHHOE C HUMK nporpaMMHoe obecneveHne [encTeyeT
rapaHTMs B TeYeHMe CpoKa, YCTAHOBIMEHHOrO W3roToBUTENEM AaHHbIX u3genun. Jliobble
3asBMEHUS W rapaHTuW, cAenaHHble MmobbiMM nuuamn, B TOM uuChe nNpeacTaBUTensamMun
QIAGEN, koTopble He cornacylTcs C YCrOBUAMW HaCTOALLEN rapaHTuM uUnu BXoAasT C HUMKU B
npoTuBopeyre, He MMelT obssartenbHor cunbl ansg QIAGEN, ecnv OHM He M3noXeHbl B

NMMCbMEHHON hopme 1 He yTBEepPXKAeHbl YNOMHOMOYEHHbIM coTpyaHnkom QIAGEN.
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11.5 JlnueH3noHHoe cornaweHmne ob Ncnonb3oBaHUM NPOrPaMMHOro
obecneyeHus

MONOXEHNA N YCNOBUNA OPULIMANBHOIO COIMALLEHWA (nanee — «CornaiueHuey),
mexay komnanunen QIAGEN GmbH, QIAGEN Strasse 1, D-40724 Hilden,['epmaHus, (nanee —
«QIAGEN») n Bamy (4aCTHbIM MMM OPUOUYECKUM §MLOM), OepXaTenem mnuUeH3nun Ha
nporpammHoe obecneyexue (aanee — «MPOrPAMMHOE OBECIMNEYEHUEY).

YctaHaBnuBas, yctaHoBuB, a Tawke wucnonb3ys [NMPOMPAMMHOE OBECIEYEHUE, BbI
obsa3yeTeck cobntogatb ycrous HacToswero CornatweHus. Ecnm Bbl He cornacHbl C YCroBUsIMU
HacTosiwero CornalleHusi, HesameanUTENbHO BEPHUTE NakeT(bl) NPOrpamMmMHOro obecneveHust u
COMYTCTBYIOLUME KOMMOHEHTbLI (B TOM 4MCre MevaTHble MaTepuanbl) B MeCTO, Fde Bbl UX
npuobpenu n nonyynTe nonHoe BoamelleHve 3atpat Ha NMPOMPAMMHOE OBECIEYEHUE.

1. MNPEOOCTABIIEHME NTMLEH3UA

Cdpepa genictBus. B cOOTBETCTBMM C MOMOXEHUSMU U YCMOBUSIMUA HACTOSILLEr0 COrnalleHus,
QIAGEN npepoctaBnsieT Bam MeXAYyHApOOHYH, OECCPOYHYI, HEUCKITHOUUTENBHYD U He
noanexatlyto nepegade nuueHsmio Ha ucnonb3oBaHne NMPOMPAMMHOIO OBECIEYEHUA

WCKIIOUMTENBHO ANt BHYTPEHHMX LiEnei Ballen opraHM3auuu.
Bawm 3anpelaeTcs:

® BHOCUTb uameHeHus B MPOMrPAMMHOE OBECMNEYEHUE B Lenom unu kakyto-nnbo ero
yacTb, 06beauHATL Ntobble ero YacT ¢ ApyrMMm NporpaMmMHbIM obecneveHnem, oTaensTb oT
MPOrPAMMHOIO OBECIMNEYEHWA kakne-nmbo ero KOMMOHEHTbI, KPOME Kak B CTEMEHU U
B Cryyasix, pa3peLLeHHbIX 3aKOHOAaTENbLCTBOM; CO34aBaTh NPOM3BOAHbLIE NPOAYKTLI Ha
ocHoBe NMPOTPAMMHOIO OBECIMEYEHWA, a Takke ocylecTBNATL ero obpaTtHoe
NPOEKTUPOBaHME, AEKOMNUSALNIO, Au3acceMbnnpoBaHne unu MHsIM cnocobom nonyyatb
€ro UCXOAHbIV KoA W NpeanpuHMMaTh MOMbITKN COBEPLUEHMS NOObIX AENCTBUI TAKOrO POAa;

e ronupoeatb MPOMPAMMHOE OBECIEYEHUE (3a nckntoyeHnem crnyyaeB, ykasaHHbIX BbiLLE);

® oTAaBaTb B apeHay, nepeaaBaTh, NpoAaBaTtb, packpblBaTb, NpeanaraTe U NPefoCcTaBNsATL
nobble NpaBa Ha MporpammHEI NpoaykT B Ntobon dopme 1 nobomy nuuy 6e3
npeaBapuTENbHOrO MNOy4YeHNs MMCbMEHHOro paspelueHmns Ha aTto oT QIAGEN;

® y[ansiTb, UBMEHSTb, CKPbIBaTb, MOPTUTL, @ TaKKe AOMNOMHATL Mtobble yka3aHust Ha
aBTOPCKYH MPUHAANEXHOCTb, 0603HaYEHNSA, TOBapHbIE 3HAKW, Ha3BaHWS UMW 3HaKMW,
npucytcTeytowme Ha NMPOMPAMMHOM OBECIMNEYEHNW, npunaraemblie kK HemMy unm
coaepxallmecs BHYTPU HEro;

® ucnonb3oBatb MNPOMPAMMHOE OBECIMNEYEHUE nto6bim cnocoboM, HapyLuaLwmm npasa

WHTENNeKTyanbHon cobcTBeHHOCTH unu apyrue npasa QIAGEN nnbo gpyrvx nuu, a Takke
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® ucnonbsoaTk MNPOMPAMMHOE OBECIEYEHWE ona npepoctasneHve oHnavH-ycnyr

APYrMX YCyr ¢ UCnosib3oBaHWeM 6a3bl AaHHbIX N0ObIM APYTMM fLaM.

Mcnonb3oBaHne Ha opHOM KoMmnbloTepe. B pamkax Hactosiwero CornalleHnss Bam
paspeluaeTcsa ncnonb3oBatb oguH ak3emnnap NMPOMPAMMHOIO OBECMNEYEHUA Ha ogHom

KOMnNbloTEpe.

Mpo6GHble Bepcun. Cpokn gencteusa npobHbix Bepcun NMPOMPAMMHOIO OBECIEYEHUA
MOryT ObITb orpaHuyeHbl 30 (TpupuaTtbio) OHAMW, U NpeABapuUTenbHoe yBeAoMreHne o6 unx

NCTEeYeHUN MOXeT OTCYyTCTBOBATb.

OTKpbITOE nporpammHoe obecneveHne/CTopoHHee nporpammHoe obecneyeHue. HacTosiwee
CornalwleHne He pacnpocTpaHsSieTCsl HW Ha Kakue MporpamMmHble KOMMOHEHTbI, B OTHOLLEHWU
KOTOpPbIX 3asABNIEHO, YTO OHW NOANaAalT Noj AEWCTBUE NULEH3UN HA OTKPbITOE MPOrpaMMHoe
obecneveHune, B COOTBETCTBYIOLLEM YBEAOMIEHMMN, NULIEH3UN u/vunn darinax ¢ 3asisneHmem ob
aBTOPCKUX MpaBax, npunaraemMbix K Takum nporpammam (ganee B COBOKYMHOCTW Ha3blBAEMbIX
«OTKpbITbIM NporpaMmMmHbIM obecnevyeHuem»). Kpome Toro, Hactodwee CornaweHue He
pacnpocTpaHseTcsa HU Ha Kakoe Apyroe nporpammHoe obecneuveHue, Ha koTopoe QIAGEN
npeaocTaBneHbl NUWb MNPOM3BOAHbIE MpaBa MCNonb3oBaHUs («CTOpoHHee nporpamMmHoe
obecnevyeHue»). OTkpbliToe nporpammHoe obecnedeHne u CTOpPOHHee nporpammHoe
obecneyvyeHne MOryT npeaocTaBnAaTbCS B paMKkax TOM Xe npouenypbl SNEKTPOHHOW nepeaaymn
gavinos, 4yto u [MPOMPAMMHOE OBECMNEYEHME, ogHako B Buae OTAENbHbIX U
camocTtosATenbHbIX nporpamm. Ha NMPOMPAMMHOE OBECIEYEHME He pacnpoctpaHseTcs

fevicteme GPL 1 kaknx-nmbo Apyrnx nuueHsunin Ha OTKpbITOe NporpaMMmHoe obecneveHuve.

Ecnn komnanuma QIAGEN npegoctaBnaetr CTOpOHHee mnporpaMmHoe obecneveHne (Ha
OFOBOPEHHbIX YCMOBUSAX), TO YCMOBMSA NWUEH3WA Ha Takoe CTOpOHHee nporpaMmHoe
obecneyeHve NPUMEHSIOTCS OOMNOMHUTENBHO M MMelT npuopuTeT. Ecnu npepoctaensieTcs
OTkpblTOEe nporpamMmHoe obecrneveHve, TO YCNOBWMA NuUeH3UM Ha Takoe OTKpbITOoe
nporpammHoe obecrneyeHne MNPUMEHATCS AOMONHUTENBbHO U MMetT npuoputeT. QIAGEN
0653yeTCcs NpedocTaBUTb BaM WMCXOAHbIA Kog cooTBeTcTByowero OTKpPbITOro NporpamMMHOro
obecneyeHunsi, ecnu ycrnoBusi COOTBETCTBYHOLLEN NULIEH3UM Ha Takoe OTKpbITOe nporpaMmmMmHoe
obecneyeHve npegycmaTtpuBaloT Takyl obszaHHocTb. QIAGEN o6si3yetcsa coobwatbs Bam o
Tom, 4to [IPOTPAMMHOE OBECIMEYEHUWE copgepxut CTOpOHHee nporpaMMHoOe
obecneyeHve w/unu OTKPbITOE NporpammHoe obecneyeHve, W NpedoCTaBMsATb YCNOBUA

COOTBETCTBYHOLLUMNX NNLEH3NIA No 3anpocy.
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2. OBHOBIJIEHNA

Ecnn MPOrPAMMHOE OBECIEYEHWUE siBnsieTcs 06HOBRNEHMEM NpeablayLlen Bepcuu, Bam
npeaocTaBnseTcs OfHa NULEH3ns Ha oba 3k3emnnspa, U BaM He paspellaeTcs OTAENbHO
nepenaBaTh NpeablayLLyto Bepcuto (NpeablayLimMe Bepcun), KpoMe Kak B nopsiake oaHOKpaTHOM
6e3B03BpaTHON nepefayn [OpyroMy MNonb3oBaTento Haubornee CBEXeW BepcuuM U Bcex

npeabigywnx BEPCUN, paspeLLeHme Ha KOTOPYIO JaeTcqa B pasaene 4 Huxe.

3. ABTOPCKUME NMPABA

NMPOrPAMMHOE OBECIMEYEHME, B TOoM u4ucrne niwobble BXxogslWMe B €ro cocraB
N300paxeHnst U TEKCTbl, SABMSIOTCA ABTOPCKOW COOCTBEHHOCTBIO M 3alUULLEHbl 3aKOHaMU
FepmaHun o6 aBTOpPCKOM MpaBe, a Takke MexXAyHapoaHbIMK cornaweHusami. Bam He
paspeluaeTcs KonupoBaTb HUKakue neyatHble maTepuansl, npunaraemoie kK TIPOFrPAMMHOMY
OBECTEYEHUIO.

4. APYTME OrPAHUYEHWA

Bam He paspewaetca apeHgosatb MPOMPAMMHOE OBECIMEYEHWME wn cpaBatb ero B
apeHdy, ogHako Bbl umeeTe npaso nepegate [MPOMPAMMHOE OBECMNEYEHME 1
COMpPOBOAMUTENbHbIE MEeYaTHble Marepuanbl B MOCTOSHHOE MOMb30BaHUE APYromMy KOHEYHOMY
nonb3oBaTento, NpW YCrnoBUM yAaneHWsi yCTaHOBOYHbIX (haiinoB C Ballero KomnbioTepa u
NPUHATUS  nonyyatenem ycroBui Hactosiwero Cornawenns. Bam He paspeluaetcs
OCYyLLEeCTBNATb 0OpaTHOe MPOEKTUPOBaHWe, AEKOMMUNALUMIO, a Takke AusaccembrnvpoBaHue
MPOrPAMMHOIO  OBECIEYEHUA. Mpn  nwobon nepegaye  MPOrPAMMHOE
OBECIEYEHUE pomkHO BknoyaTb Hambonee cBexee OOHOBMeHME W Bce npedbiaylime

BEpCcUm.

MpumeyaHue. [Ina npocmoTpa MULEH3NOHHbIX COrMAaLIEHUn K CTOPOHHEMY MpOorpamMmmHOMY
obecneyennto, BkntovyeHHomy B QlAstat-Dx Analyzer, nepeviamnte B meHto «Options» (Onuun) >

«System Config» (KoHdurypauus cuctemsl) > «Version Info» (CeBegeHus o Bepcun).

5. OrPAHUYEHHAA TAPAHTUA

QIAGEN rapaHnTtupyet (a) paboty NMPOrPAMMHOIO OBECIEYEHUA npeumyliecTBeHHO B
COOTBETCTBMU C COMPOBOAUTENBbHBIMU MevaTHbIMU MaTepuanamu B TedeHue 90 (oeBsiHOCTa)
OHen ¢ patbl ero nonydeHus. Cpok pfenctsus niobblX nogpadymeBaeMblX rapaHTMn Ha
MPOrPAMMHOE OBECIMNEYEHWNE orpaHnuvBaeTtca 90 (meBsiHocTa) AHAMWU. B HekoTopbIxX
pervoHax/topUCAMKLMAX He JOMYyCKarTCs OrpaHnyYeHus Ha CpoK nogpaslyMeBaeMow rapaHTuu,

NO3TOMY BbllleHa3BaHHOE OrpaHN4YeHne MOXXeT He OTHOCUTbCA K BaM.
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6. CPEOCTBA 3AWMUTBI NMPAB KITMEHTA

MakcumanbHaa oTtBeTcTBeHHOCTb QIAGEN M ucknouvTensHoe CpeAacTBO Ballel NpaBOBON
3aWmThl 3aknoyaTes, B cneaytowem (no ycmotpeHutio QIAGEN): (a) BosBpaT ynnadeHHom
cymmbl  nwmbo  (b) pemoHT wunu  3ameHa [MPOFTPAMMHOIO OBECIEYEHUA, He
cooTBeTcTBYOLero ycnosuam OrpaHudeHHon rapaHTum QIAGEN n BosspaweHHoro QIAGEN
BMecTe C konven 4eka. Hactoawasa OrpaHnyeHHas rapaHTus aHHynuMpyeTcsi, €ecrnu
HencnpasHocTb NMPOMPAMMHOIO OBECMNEYEHUNA BO3HMkna B pesynbTaTe Hec4YacTHOro
cnyyasi, HeNnerMTUMHOIO MCNOMb30BaHMs!, NMOO UCMONBb30BaHMSA He Mo HasHayeHuto. [MNpu nobon
3ameHe NMPOrPAMMHOIO OBECIEYEHWNA Ha Hero npefocTaBnsaeTcs rapaHTuUs Ha nepuog,
OCTaBLUMNCA [0 WCTEYEHUS WCXOLHOro rapaHTMiHoro cpoka unu 30 (TpuauaTtwn) OHewn
(yuuTbiBaeTca 6onbwni U3 ABYX NEpPUOJOB).

7. OrPAHMYEHHAA OTBETCTBEHHOCTb

QIAGEN 1 ee nocTaBLUMKM HM B KAKOM Crly4ae He HeCyT OTBETCTBEHHOCTU HW 3a Kakue ybbITKM
(B ToM uncne, 6e3 orpaHuWyeHwui, 3a yObITKM OT YMNyLWEHHOW Bbirodbl, yObITKM B CBSI3N C
nepepbLIBOM B XO3ANCTBEHHOW [EeATEenbHOCTW, MOTEeplo [AeroBov  MHdopmauun, Lpyron
martepuanbHbii  ywepb, HenporHo3upyembii yuiepd, OTCYTCTBME KOMMEPYECKOro ycrexa,
KOCBEHHble 1 nocriegytolme yobiTKM, B YACTHOCTM (PMHAHCOBLIN yLiepO, a Takke 3a yuiepb,
NMOHECEHHBIN B pe3ynbTate UCKOB, NPeAbSBINEHHbIX TPETBMMU CTOPOHaMK), NpoucTeKarLLme u3
MCMNONb30BaHUSA UMM HEBO3MOXHOCTU mucnonb3oBaHusa NMPOMPAMMHOIO OBECIIEYEHUA, B
TOM uucne B cny4asx, korga QIAGEN yBegomnsinacb 0 BO3MOXHOCTU Takux yObITKOB.

BblleHa3BaHHbIe OrpaHNYeHNst OTBETCTBEHHOCTM HE MPUMEHSIIOTCS K Cly4asm TpaBM U Modbix
NOBPEXAEHUA, BO3HWKILMX B pe3ynbTate npedHaMepeHHbIX [OEWCTBUA WM  MPecTynHON
HebpexHoCTN, a Takke K Nnobor OTBETCTBEHHOCTM, BO3HMKLLIEN HA OCHOBAHUU HEeMELKOro
3akoHa 06 OTBETCTBEHHOCTU 3a Ka4ecTBO Bbinyckaemon npoaykuum (Produkthaftungsgesetz),

rapaHTuin 1 Apyrmx o6a3bIBalOLLMX NONMOXEHUA 3aKOoHO4ATENbCTBA.

BbileHasBaHHOE OrpaHUYeHre MNPUMEHSIETCA COOTBETCTBYIOLUMM 006pa3oM B CreayloLmx
cnyvasx:

® 3agepxka,
® KOMMeHcalUus B CBA3N C AedeKToM,

® KOMMeHcauusa HeonpaBaaHHbIX pacxogoB.
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8. OTCYTCTBME NOOOEPXKN

Hunyto B Hactosiwem CornaweHun He o6sa3biBaeT QIAGEN npegoctaenate Kakyto-nmbo
nopaepxky B oTHoweHun MPOMPAMMHOIO OBECIEYEHUWA. QIAGEN moxeT, HO He
obs3aHa, KoppekTupoBaTb nobble aedektsl NMPOMPAMMHOIO OBECMEYEHUA w/unn
npegoctaBnaTe 06HOBReHWs aepxatensm nuueHsun Ha NMPOMPAMMHOE OBECMNEYEHUME.
Bbl 0653aHbI NpuknagbiBate 060CHOBaHHbLIE YCUMMSA K TOMY, YTOObI CBOEBPEMEHHO coobLiaTthb
QIAGEN o niobbix obHapyxeHHbIXx Bamu gedektax NMPOMPAMMHOIO OBECIEYEHUA B
nopsiake okasaHusi nomoLum B coBepLueHcteoBaHum NMPOTPAMMHOIO OBECIEYEHNA.

Jllo6oe npepoctaBneHne QIAGEN nopgpepxku B oTHoweHun  MPOMPAMMHOIO
OBECIEYEHUA (B TOM umcrie nMOMOLUM B €ro CETEBOM YCTAHOBKE), €Cnu TakoBOe WUMeEeT
MECTO, perynupyeTcss WCKMIYMTENbHO COOTBETCTBYIOLMUM OTAENbHLIM COrnalleHneM o

npefocTaBneHnn NoaaepPKKN.
9. TMPEKPALEHVE OENCTBUSA

B cnyyae HecobniogeHus Bamy NonoxeHun m ycnoeuin HacTtoswero Cornawenua QIAGEN
MOXET pacToprHyTb HacTosiee CornalleHve M aHHynupoBaTb BalUM MpaBa W NULEH3WI0 Ha
ucnone3oBaHne NMPOMPAMMHOIO OBECIMEYEHUA. Bbl MoXeTe pacToprHyTb HacTosiiee
CornaweHuve B noboe Bpemsi, ysegomms 06 atom QIAGEN. lMpu pacTtopxeHun HacTosiLero
CornaweHus Bbl 0653aHbl yaanute NMPOTPAMMHOE OBECIMEYEHWE ¢ Bawero komnbtoTepa

(kOMMNBIOTEPOB) N U3 BaLLUX apXMBOB.

Bbl MPU3HAETE, YTO MPW PACTOPXEHWM HACTOSALLEIO COMMALLEHWA MO NKOBEOW
MPUYNHE QIAGEN MOXET MPUHATbL MEPbLI, HAMPABJIEHHBIE HA TPEKPALEHWE
PABOTbI MPOrPAMMHOIO OBECIEYEHUA.

10. PEMYNMPYIOWEE 3AKOHOOATENbCTBO, IOPUCOVKLUNA M NMOACYOHOCTb

Hactosiwee CornalleHve nOANEXUT TOMKOBAHWIO W WHTepnpeTauum B COOTBETCTBUM C
3akoHogaTenbcTBoM 'epmaHmm, 6e3 yyeta ero Konmm3anoHHbIX HOPM. MNpYMeHeHne NonoXeHnn
KoHseHuun OOH o npogaxax wckniovaeTcs. HeB3vpas HU Ha Kakue Apyrve MonoXeHus
HacToswero CornatueHuns, CTOpoHbl HacToswero CornawieHns NOAYNHAKTCA UCKMIYUTENBHON

lopucanKumm cymos r. [lroccenbaopda.
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11.6 OTkas oT npeaocTaBneHns rapaHTui

KOMMAHUA QIAGEN HE NPUHMMAET HA CEBA HUKAKMX OBA3ATENBCTB U
OTKASBLIBAETCA OT BCEX 3AABNEHHLIX W MOAPASYMEBAEMbLIX FAPAHTU/ B
OTHOWEHMN  UCIMONb30OBAHNA  QlAstat-Dx  Analyzer 1.0, B TOM 4YUCIIE
OBA3ATENICTB W TAPAHTUN, KACAIOWMXCA TOBAPHOIO COCTOAHUSA,
MPUrOQHOCTU ONA ONPEAENEHHOW LENW, A TAKXKE HAPYLWEHWA KAKUX-NUBO
MATEHTHbIX, ABTOPCKMX TMPAB W WHbIX TMPAB  MHTENNEKTYANBHOMN
COBCTBEHHOCTU B NMNIOBOM PEMMOHE MNPA, 3A MCKINIOYEHVNEM OBA3ATENLCTB U
FAPAHTUN, 3AABMEHHBLIX B MONOXEHUAX W YCNOBUAX MPOOAXWM QIAGEN ANA
QIlAstat-Dx Analyzer 1.0.

QlAstat-Dx Analyzer 1.0 ocHaweH noptom Ethernet. MNokynatene QlAstat-Dx Analyzer 1.0
€OVHOMUYHO OTBeYaeT 3a NpedoTBpalLeHne 3apaXeHus NMiobbIMM KOMNBbIOTEPHBIMWU BUPYCaMu,
4YepBAMM,  TPOSAHCKAMM  nporpamMmamu 1M APYrMU  BPEOOHOCHBIMW  NPOrpaMMHbIMK
KOMMOHEHTaMM, XaKepckux aTak, a Tawkke mobbix Apyrux HapyweHun kmbepbesonacHocTw.
QIAGEN He HeceT OTBETCTBEHHOCTM 3a 3apaKeHUe KOMMbIOTEPHbIMM BUPyCaMu, 4epBAMU,
TPOSHCKMMM MpOrpammamMu U ApYrMMW  BPEAOHOCHBIMM  NPOrPaMMHBIMU - KOMMOHEHTaMu,

Xakepckue ataku u nobblie gpyrve HapyLlieHus kubepbesonacHocTu.
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11.7 CnoBapb TEPMUHOB

AHanuntnyecknn mopynb (AM) — ocHoBHoWM annapatHbii mogynb QlAstat-Dx Analyzer 1.0,
obecneyrBaloLLMi BbINOMHEHVE NPOLEAYP aHanuaa Ha kapTpugxax ans tect-cuctemsl QlAstat-

Dx. 9ToT mogynb ynpasnsietcs paboumm mogynem (Operational Module, OM).

®dann onpeaeneHus MNMLUP — aT1o dhann, HeobxoamMmbi Anst npoBeaeHns aHanu3a Ha QlAstat-
Dx Analyzer 1.0. B aTom chaine coobLiaeTcs 0 TOM, YTO MMEHHO OMNpeaensieTcs npy aHanmse,
KaK ero onpegenuTb M Kak oueHuBaTb HeobpaboTaHHble pesynbTaTbl aHanusa. JToT dhaiin

cnepyet umnopTupoBaTth Ha QlAstat-Dx Analyzer 1.0 nepen nepBoi npoLeaypor aHanusa.
GUI — rpadunyeckunin nonb3oBaTensCkuii MHTEpGENC.
MHCTpPYKUMA NO NPUMEHEeHUI0 — JOKYMEHT, coaepXXaLluunii MHCTPYKLUMM MO MPUMEHEHMIO.

Pa6ouun moaynb (Operational Module, OM): cneunanbHbIi annapatHbid 6nok QlAstat-Dx
Analyzer 1.0, koTopblli obecrnednBaeT Nonb3oBaTeENbCKUN MHTepdenc ana 1—-4 aHanUTUYECKUX

mogynen (AM).

Monb3oBaTtenb — nuuo, ucnoneaykollee QlAstat-Dx Analyzer 1.0 no HasHayeHuto.
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