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1 BbBeaeHue

Bnarogapum Bu, ye nsbpaxte QlAstat-Dx® Analyzer 1.0. Y6eneHu cme, Ye Tasu cuctema Lie
CTaHe He3ameHuMa YacT oT BawaTta nabopaTopus.

B ToBa pbKOBOACTBO € onucaHa pabotata c¢ QlAstat-Dx Analyzer 1.0 cbc codTyep
Bepcusi 1.2 unm no-Hoea. MNpeaun ga usnonssarte QlAstat-Dx Analyzer 1.0, e 3agbmxuTenHo ga
npoyeTeTe BHUMATENHO TOBa PBLKOBOACTBO 3a MNOTpebutens u ga obbpHeTe ocobeHo
BHUMaHMe Ha wuHdopmauuaTa 3a 6OesonacHocT. WHCTpykummTe U uHdOpMaumaTa 3a
6e3onacHoCT B pbKOBOACTBOTO 3a NoTpebuTtens TpsibBa Aa ce cnasear, 3a a Ce OCUrypu
Oe3onacHa paboTta u nogabpxaHe Ha anapaTta B 6e30nacHoO CbCTosHME.

3ab6enexka: dDMrprTe B TOBa PbKOBOACTBO 3a I'IOTpe6VITeJ'IF| Ca CaMO OPUEHTUPOBBYHU N MOXe
Aa pasnuyasat npu pasnnMyHnuTe aHanusu.

1.1 3a ToBa pbLKOBOACTBO 3a NnoTpeburtens

PbkoBoacTBoTO 3a noTpebutena npepoctaBa uHdopmauusa 3a QlAstat-Dx Analyzer 1.0 B
criefHuTe pasgenu:

e BubBeaeHne

® VHdopmaums 3a 6esonacHocT

e OO6Wo onncaHne

e [lpoueaypu 3a MHCTanupaHe

® VI3nbriHeHWe Ha TeCT M Nperneq Ha pesynratuTe
® ®yHKUUM M onNuUK Ha cucTemarta

e Csbp3BaHe ¢ BUC/NC

o [logopbxka

® OrTcTpaHsiBaHe Ha npobnemun

® TexHu4yecku cneundmkalmm

MpunoxeHusiTa cbabpXaT cnegHaTa UHopMaLms:

® VlHcTanupaHe 1 KoHUrypupaHe Ha NPUHTEP, BKITIOYUTENHO CMUCHK C TECTBAHWU NPUHTEPU
e [leknapauus 3a CbOTBETCTBUE

e OTnagbLm OT eNeKTPUYECKO U eneKkTpoHHo obopyasaHe (OEEQ)

e Knay3sa 3a OTFOBOPHOCT

e CnopasymeHue 3a copTyepHO N1ueH3npaHe

o OcBoboxaaBaHe OT rapaHLuun

® TepMWHONOTNYEH PEYHUK
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1.2 O6wa nHdopmaums
1.2.1 TexHun4yecko cbaencTeune

QIAGEN ce ropaee ¢ ka4ecTBOTO M AOCTbMNHOCTTA Ha CBOsiTA TEXHWYECKa noaapbxkka. B HawuTe
otgenn ,TexHundecko o6cnyxBaHe" paboTAT ONUTHM YYEHW CbC 3a4bNO0YEHM NpPaKTUYecKn u
TEOPETUYHM NO3HAHUS NO MOJNEKynsipHa Guonorvsa 1 usnonseaHeTo Ha npoayktnte Ha QIAGEN.
Ako nmaTte BbMNpocu unu cpeltate 3atpyaHeHusi ¢ QlAstat-Dx Analyzer 1.0 unn kato usno c
npogyktute Ha QIAGEN, cnokoiiHo MoxeTe Aa ce obpbLuaTe KbM Hac.

Knuentnte Ha QIAGEN ca rmaBHMAT M3TOYHMK Ha MWHOpMauus 3a No-paswpeHyu umu
cneuvannsmpaHn HaumMHu 3a ynotpeba Ha HawuTe npodyKTu. Ta3n nHdopmaumsa nomara Kakto
Ha Apyru cneunanucTu, Taka u Ha uscnegosatenuTte B QIAGEN. 3atosa Bu npusosaBame ga
ce CBbp3BaTe C Hac, ako Mmarte npeanoxeHus 3a pabortata Ha NPoOayKTUTE, HOBU MPUIOXEHNSI
U TEXHUKMN.

3a TexHu4ecko CbAeucTBME MOXeTe Aa ce obpbliate KbM ,TexHudecko obcnyxeaHe* Ha
QIAGEN.

YebcanT: support.giagen.com

Mpeon oa ce o6bpHeTe KbM , TexHndecko obcnyxsaHe Ha QIAGEN 3a rpeliku, npuroteete
criegHaTta nHdopmaums:

o CepwueH Homep, TuM, Bepcust Ha codpTyepa Ha QlAstat-Dx Analyzer 1.0 n uHcTanupaHu
dannose ¢ gedVHULMM Ha aHanuanTe

e Kopa Ha rpewkaTa (ako nma)

® MomeHTa OT Bpeme, B KOWTO € Bb3HMKHaNa rpeLukarta 3a npbs MbT

e Konko 4ecTo Bb3HUKBA rpeLukata (T. e., MTepMoAnYHa Un NOCTOSIHHA rpeLLKa)
e CHuMKa Ha rpeLukaTa, ako € Bb3MOXHO

e [lomolleH nakeT
1.2.2 [eknapauus 3a nonutukaTta

QIAGEN cneppa nonutuka 3a nogobpsiBaHe Ha NPoAyKTUTE, KOraTo U3ns3aT HOBU TEXHOMOMMU
n komnoHeHTn. QIAGEN cu 3anassa npaBoTO Aa NpoMeHs crneuudurkaunmTe BbB BCEKM eOuH
MOMEHT. 3a Oda U3roTBAMeE MNofesHa U TOYHa OOKyMeHTauus, we ce pagBame Ha Bawwute
OT3VBW 3a ToBa PbKOBOACTBO 3a noTpebutens. O6bpHeTe ce KbM ,TeXHUYecko obcnyxBaHe"
Ha QIAGEN.
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1.3 [pegHasHayeHue Ha QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 e npegHa3Ha4eH 3a UH BUTPO AMarHOCTUKA N OCUrypsiBa AMarHOCTUYHM
pesynTtatu. BcuukyM aHanUTUYHM CTBIKU Ca HaMbMHO aBTOMaTU3MpaHU C MOMOLLTa Ha KaceTu
QlAstat-Dx 3a monekynspHa gnarHoctuka n otkpmaHe ¢ PCR B peanHo Bpewme.

Cuctemara QlAstat-Dx Analyzer 1.0 e npegHasHadeHa camo 3a npodecuoHanHa ynoTpeba, a
He 3a camou3crieqBaHe.

1.3.1 OrpaHunyeHus npu ynotpebata

® QIAstat-Dx Analyzer 1.0 moxe ga ce usnomnssa camo ¢ kacetu 3a aHanus QlAstat-Dx no
WHCTPYKLMUTE B HACTOSILLOTO PbKOBOACTBO 3@ NOTPEOMTENS U MHCTPYKUMMTE 3a ynoTpeba
Ha kaceTuTe 3a aHanu3 QlAstat-Dx.

e KoraTo cBbp3BaTte QlAstat-Dx Analyzer 1.0, nanonasawTte camo kabenute, NpefocTaBeHN
CbC cucrtemara.

o OO6cnyxBaHe UNU PEMOHT MOXe a Ce U3BbpLUBA camo OT ynbiHomolleH oT QIAGEN
nepcoHarn.

® QlAstat-Dx Analyzer 1.0 TpsibBa fa ce NocTaBsi Camo Ha rnajgka Xopu3oHTanHa NoBbPXHOCT
6e3 brv Unm HaKkmnoH!.

® He nyckanTe 3a NOBTOPHO U3NbIiHEHME KaceTa 3a aHanu3 QlAstat-Dx, ako Beue e ycnelwHo
n3non3saHa Uy ako € CBbp3aHa C rpeLuka UM HembHO U3MbIIHEHME.

® OcrtaBeTe noHe no 10 cm pascTosiHMe oT Bcska cTpaHa Ha QlAstat-Dx Analyzer 1.0, 3a ga
ce ocurypu gobpa BeHTUnaums.

® QIlAstat-Dx Analyzer 1.0 Tpsibea ga 6b4e pa3nonoxeH Aaney ot U3XO4HU BEHTUNALMOHHN
OTBOPM UMK TOMNOOOBMEHHMLN.

® He npemecTBaviTe anaparta, 4OKaTo Ce U3MbJIHABA TECT.
® He npomeHsanTe KOHUrypaLmsaTa Ha cuctemarta no BpemMe Ha M3MnbITHEHNE.

® He usnonsBainTe CEH30PHMSA eKpaH, 3a Aa HaknaHaTe unu npemectearte QlAstat-Dx
Analyzer 1.0.
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2 WHdopmauus 3a besonacHocT

Mpean ga nsnonseate QIlAstat-Dx Analyzer 1.0, e 3agb/mKUTeNnHO Aa NpovyeTeTe BHUMATENHO
TOBa pbKOBOACTBO 3a NoTpebutens u aa obbpHeTe 0co6EHO BHUMaHWE Ha MHopMauuaTa 3a
OesonacHocT. WHCTpykumMmMTe U uMHGopMauuaTa 3a 6e30nacHOCT B PBbKOBOACTBOTO 3a
notpebutens TpsibBa Aa ce cnasear, 3a Aa ce ocurypu 6esonacHa paboTta u nogabpkaHe Ha
anapaTa B 6€30MacHO CbCTOSIHUE.

EBeHTyaJ'IHI/ITe OnacHOCTWU, KOUTO MoraTt ga HaBpeadaT Ha I'IOTpe6I/ITeJ'IF| nnn pga noepegat
anaparta, ca ACHO 0003Ha4YeHn Ha CbOTBETHUTE MecTa B TOBa PBKOBOACTBO 3a HOTpeGVITEJ'Iﬂ.

Ako 06GopyaBaHeTo ce U3Nom3Ba Mo HaumH, KOMTO He e yKasaH OT Npou3BoauTensl, ocurypeHara
oT 060opyABaHeTo 3alWmTa MoXe Aa 6bae HapylleHa.

CnegHute BMOoBe MHGOpMauua 3a 6e3onacHoCT e MpefocTaBeHa Ha pasfvyHM MecTa B
Pwkoeodcmeomo 3a nompebumens Ha QIAstat-Dx Analyzer 1.0.

NPEOYNPEXOEHUE | C NPEOYMNPEXOEHWE ca o6o3HaueHn cryvauTe, KOUTO moraT fa
f NPUYUHAT HapaHABaHUA Ha Bac unu gpyrm xopa.

MoapoGHocTKM 3a Teaun obecToATencTea ce AaBaT B NPO30opeL, kaTo
TO3M TYK.

C BHUMMAHUME ca o6o3HayeHu cnyyvauTe, KOUTO Morat ga

BHUMAHUE
NMPUYMHST NOBpeAa Ha anapar unuv apyro obopyasaHe.

A Moapo6HocT 3a Te3n obcTosATeNIcTBa ce AaBaTt B Mpo3opel, kaTo
TO3M TYK.

BAXHO C BAXHO ce obo3HayaBa MHpopMaLus, 3agbIpkuTenHa 3a
M3NbIIHEHMETO Ha fajeHa onepaumst unu onTumarnHarta paborta Ha
cucrtemara.

3abenexka Cbc 3abenexka ce obo3HayaBa MHoOpMaUUs, KOSATO 0OsicHABa

UInn NosACHABA KOHKpPETEH cnyqaﬁ nnu onepauus.

YkazaHusATa, NpefocTaBeHn B TOBA PbKOBOACTBO, Ca NpedHasHayeHW ga AonbrsaT, a He Aa
3ameHAT obnyariHnTe nsmckeaHms 3a 6esonacHoCT, AerCTBaLLM B CTpaHaTa Ha notpebuTens.

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020
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2.1 T[lpaBunHa ynotpeba

Manonssante QlAstat-Dx Analyzer 1.0, kakTo e ykaszaHO B TOBa pbKOBOACTBO 3a notpeburens.
CunHo ce npenopbyBa Aa npoyeTeTe BHUMMATENHO U Aa Ce 3ano3HaeTe C MHCTPyKuuuTe 3a
ynotpeba, npeau aa usnonssarte QlAstat-Dx Analyzer 1.0.

o CnasBainTe BCUYKM MHCTPYKUMK, OTNeYaTaHn nnu npukpeneHu sbpxy QlAstat-Dx
Analyzer 1.0.

® HenpaBunHata ynotpeba, nHctanupaHe unu nogapbxka Ha QlAstat-Dx Analyzer 1.0 moxe
Aa NpuYvHKN HapaHaBaHusa unu nospeda Ha QlAstat-Dx Analyzer 1.0.

® QIlAstat-Dx Analyzer 1.0 TpsabBa ga ce n3nonsea camo OT KBanudumumpaH 1 noaxoaswo
06y4yeH 3gpaBeH nepcoHar.

e QIAstat-Dx Analyzer 1.0 moxe ga ce obcnyxsa camo oT ynbriHomolleHn ot QIAGEN
npeacTaBuTeNM.

® He mnsnonssante QlAstat-Dx Analyzer 1.0 B onacHu cpeu, 3a KOUTO He e NpeaHasHayeH.

e CnasBaiTe nonutukata 3a knbepcurypHocT Ha Baluarta opraHm3aums npy KOHTpona Ha
yOocToBepUTenH1UTe OaHHW.

Puck oT HapaHsiBaHUA U MaTepuarnHu LWeTu

NPEQYNPEXOEHUE/ He otBapsinte kopnyca Ha QlAstat-Dx Analyzer 1.0. KopnycbT Ha

BHUMAHME QlAstat-Dx Analyzer 1.0 npegnassa onepatopa W ocurypsisa
n3npaBHaTa pabota Ha QlAstat-Dx Analyzer 1.0. Mianon3BaHeTo Ha
A QlAstat-Dx Analyzer 1.0 6e3 koprnyca Lie AoBefe A0 eneKTpUYecku

onacHocTK 1 HemanpasHocT Ha QlAstat-Dx Analyzer 1.0.

NMPEOYNPEXOEHUE/ Puck ot HapaHABaHUA U MmaTepuanHu weTun

BHUMAHME BHumaBaliTe, koraTo ce 3aTBaps kanakbT Ha BXOA, 3a NOCTaBsiHE Ha
kaceTu, 3a aa n3berHete HapaHsiBaHe — HaNpUMep NpUTUCKaHe Ha
& npbCTUTE.

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020
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2.2 [pegnasHn mepkn npu TpaHcnopTupaHe Ha QlAstat-Dx Analyzer 1.0

NPEAYNPEXOEHWUE/ | P1CK OT HapaHsiBaHUsi U MaTepuantm LWeTn

BHUMAHUE QlAstat-Dx Analyzer 1.0e Texbk anapat. 3a pna usberHete
HapaHsaBaHusa nnu noepeaa Ha QlAstat-Dx Analyzer 1.0, BHumaBante
& 1 13Mon3BanTe NOAXOAALLM TEXHUKM NPU NOBAUTraHETO.

2.3 Enektpuyecka 6esonacHocT

CnasBaliTe BCUYKM 06K npeanasHn Mepku 3a OesonacHocTTa Ha eJN1eKTpu4eckuTe ypeau.

Mpean OGCJ’Iy)KBaHe N3KINK4eTe 3axpaHBalina kaben OoT KOHTakKTa.

OnacHoOCT OT TOKOB yaap
CMDBbPTOHOCHM HarmpexeHuss BbB BbTpellHocTTa Ha QlAstat-Dx
Analyzer 1.0. He oTtBapsviTe kopryca Ha QlAstat-Dx Analyzer 1.0.

MPEQYNPEXOEHUE 3axpaHBalwmAT kaben Tpsbsa ga ce BKMOYBA B ENEKTPUYECKM
KOHTaKT CbC 3alUMTEH NPOBOAHMK (3a3emsABaHe).

& He pokocsaiite npeBknoyBaTenu wnu 3axpaHsawy kabenu ¢
MOKpM pblie.

He nsnonseante anapata CbC 3axpaHBaHe, KOeTO He OTroBapsa Ha
Nnoco4YeHnTe N3NCKkBaHu4A.

2.4 Xumun4dHa b6e3onacHocT

WHdopmaumoHHn nuctoBe 3a 6e3onacHocT (UJ1B) 3a maTepuanuTe B kaceTuTe morat da ce
nouckat n nonyyat ot QIAGEN.

M3non3saHute kacetn 3a aHanu3 QIlAstat-Dx TpsibBa ga ce M3XBbpnAT B CbOTBETCTBME C
BCMYKM HaUMOHAMHW, LWATCKM W MeCTHM HOpMaTuBHM pasnopeabu 3a 3gpaBeTo U
OesonacHocTTa.

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020
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OnacHu XxMMmuKanu
B cnyyai ye KopnycbT Ha KaceTata € noBpedeH, OT Hes Moxe Aa
NPEQYNPEXOEHUE

n3tekaT xMmukanu. Hskon oT nanonssaHuTe B KaceTuTe 3a aHanus

i’i QlAstat-Dx xumukanvm moxe fAa ca onacHuW Wiy Aa cTaHaT OfacHW.
BuHarn HoceTe npegnasHuM ouuna, pbkaBuum u  nabopaTtopHa
npecTunka.
Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

BHUMAHUE

He pasnuBante xmmukanu vnu Apyrn tedHoctu B unu ot QlAstat-
ff Dx Analyzer 1.0. [loBpeguTe, MNpUYMHEHN OT pasnMBaHe Ha
TEYHOCTH, Le aHynupaT rapaHumsTa.

2.5 BwuonormnyHa 6esonacHoCT

QlAstat-Dx Analyzer 1.0 u kaceTute camm no cebe cu He cbabpxaT GUOPUCKOBM MaTepuanu.
AnVKBOTHM YacTM W peareHTW, CbAbpXawy MaTepuanum OT OuonoruyeH npoumsxon, obaye
TpAbBa fa ce obpaboTBaT M AenoHupaTt kaTo MoTeHumanHo 6uopwckoBu. W3nonssanTe
6e3onacHu nabopaTopHM npoueaypu, KakTo e MocodveHo B nybnukauum kaTo Biosafety in
Microbiological and Biomedical Laboratories (BuonoruyHa 6e3onacHoCT B MUKPOBUOMNOrMyHM U
ovomeguunHckm nadopartopun) Ha Centers for Disease Control and Prevention (LleHTpoBe 3a
KOHTpON ¥ npepoTBpaTsiBaHe Ha 3abonsiBaHusi) U National Institutes of Health (HaunonanHu
3apaBHu MHCTUTYTK) (Www.cdc.gov/od/ohs/biosfty/biosfty.htm).

AnnkBOTHUTE YacTu, nscnensanu ¢ QlAstat-Dx Analyzer 1.0, Mmoxe ga cbabpxaT UHEKLMO3HN
areHTun. MNoTpebuTtenute Tpsibea Aa GbAAT HAsiICHO C orMacHOCTTa 3a 34paBeTo, KOATO Cb3daBat
Te3n areHTn, u TpabBa ga M3non3eaT, CbXpaHABaT M AenoHMpaT TakvMBa anvKBOTHWU 4YacTu B
CbOTBETCTBME C MNPUIIOKMMUTE U3NCKBAHMA 3a ©Oe3onacHOCT. HoceTe nuyHM npegnasHu
cpefcTBa U pbkaBuUM 3a egHokpaTHa ynoTtpeba 6e3 Tank, korato paboTuTe C peareHTu unu
anuvKBOTHM YacTu, a crnef ToBa n3ammuBanTe aobpe pbLeTe cu.

BuHarn cxbniogaBavite npeanasHUTE MEpKW, ONMUCaHM B CbOTBETHUTE HACOKW, KaTo HanpvMep
Protection of Laboratory Workers from Occupationally Acquired Infections, Approved Guidelines
(M29) (3awwmTa Ha nabopaHTuTe OT NpodecrmoHanHo NpuAotuTN NHdeKUMM, ogodpeHn HacoKu
M29) Ha Clinical and Laboratory Standards Institute® (MHCTUTYT No KNUHUYHKM M NaBopaTopHU
ctangapTtui, CLSI) unn gpyrm nogxogswm JOKYMEHTU, NPeAOCTABEHUN OT:
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e OSHA®: AoMuHUCTpaums no GesonacHocT U 3apase npu patoTa (CbeanHeHN amepyKaHCKM

waTw)

® ACGIH®: AmepukaHcka KOHDEPEeHLUMS Ha AbpXXaBHUTE UHOYCTPUAHU XUTMEHUCTH

(CbeanHeHn amepyKaHCKM LLaTh)

® COSHH: KoHTpon Ha onacHu 3a 3apaseTo BelyecTBa (O6eanHeHO KpancTeo)

M3bareanTe 3ambpcsiBaHe Ha QlAstat-Dx Analyzer 1.0 u paboTHOTO MACTO, KaTo GopaBuTe

BHMMAaTeNnHo C anukBOTHUTE YacTu U kKaceTuTe 3a aHanu3 QlAstat-Dx. B cnyvan Ha

3aMbpcCdaBaHe (Hanpwmep n3Tn4aHe ot KaCGTa) no4ymncrteTe n 06esaapa3eTe 3acerHararta obnact

n QlAstat-Dx Analyzer (BuxTe pasgen 7).

NPEAYNPEXOEHUE

A

BuonornyHa onacHocT

BHumaBalnTe npu 3apexgaHeTo unv M3Bax4aHeTo Ha kaceTu 3a
aHann3 QlAstat-Dx, cbabpxawm MHOEKLMO3HN annKBOTHU YacTu, B
unn ot QlAstat-Dx Analyzer 1.0. CyynBaHe Ha kaceTaTa Moxe fAa
3ambpen QlAstat-Dx Analyzer 1.0 u okonHocTTa.

Bcuukm kacetn ¢ aHanusun QlAstat-Dx TpsiGBa aa ce Tpetupar KkaTo
CbAbPXaLLY NMOTEHLMANHO UHAEKLMO3HN areHTu.

BHUMAHUE

A

Puck ot 3ambpcsiBaHe

He3abaBHO orpaHuMyeTe M MOYMCTETE 3aMbPCSIBAHETO OT CYyrneHa
unu BMOUMO noBpefeHa kaceTta 3a aHanm3 QlAstat-Dx. [Mpu
HopMmanHa paboTta Moxe fa ce OTAenAT BellecTBa, KouTo, Makap u
Ja He ca WHGEKUMO3HW, BMOCMeACTBME MoraT fa gosejart .o
rPELUHN MONOXUTENHM aHANUTUYHU pe3ynTaTy.

MHCTpykuum 3a nouncrteaHeTo u obessapassiBaHeTo Ha QlAstat-Dx Analyzer 1.0 we HamepuTe

B pa3gen 8.2 n 8.3, CbOTBETHO.

2.6 [HenoHupaHe Ha oTnagbum

M3nonseaHuTe kacetn 3a aHanus QlAstat-Dx v nnactmacoBu usgenusa Moxe Oa CbObpxar

onacHM XUMUKanNM unu MHAGEKLMO3HM areHTu. Te3n oTnagbum TpsibBa ga ce cwubupaT wu

AenoHupart npaBuiiHO B CbOTBETCTBUE C BCUYKM HAUMOHAIHWU, WATCKM U MeCTHU HOpMaTuBHU

pasnopenbu 3a 3gpaeeTo 1 He3onacHocTTa.

NHdopMauua 3a OenoHWpaHeTo Ha OTnagbLUM OT enekTPUYEcKo U eNeKTPOHHO oBopyasaHe

(OEEO) we Hamepute B npunoxexue 11.3.
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2.7 Cumsonu Ha QIAstat-Dx Analyzer 1.0

Cnegpawmte cMMmBonu We cpeluHeTe Ha anaparta QlAstat-Dx Analyzer 1.0 n/unu kacetuTe 3a
aHanu3 QlAstat-Dx.

CumBon MecTononoxeHue OnucaHune

c € Tunosa Tabenka oT3ag Ha anapaTa Mapkupoeka CE 3a Espona

Tunosa Tabenka oT3aj Ha anapaTa Mapkuposka TUV Ha TUV SUD
Product Service 3a TecTBaHe

2

Tunosa TaGenka 0T3aj Ha anaparta MapkupoBka CB Ha cTpaHuTe
uneHkun Ha IECEE

Al
v~

TunoBa Tabenka oT3aa Ha anapaTta Mapkuposka RoHS
(orpaHuyeHuneTo 3a ynotpeba Ha
onpegerneHn onacHu BellecTsa B
€reKTPUYECKO N eNeKTPOHHO
obopyaBaHe) 3a Kutan

®

TunoBa Tabenka oT3aa Ha anapaTta BHUMAHWE
& OnacHoCT — pyCK OT HapaHsBaHWs
1 MaTepuanHu WeTn
Tunosa Tabenka oT3ag Ha anapaTa Mapkupoeka OEEO 3a Espona
_—
I TunoBa Tabenka oT3aa Ha anaparta 3akoHeH npousBoauTen
Tunosa Tabenka oT3aj Ha anapara MeauumHcKo nsgenue 3a vH BUTPO
AnarHocTuka
Tunosa Tabenka 0T3aj Ha anaparta KatanoxeH Homep
@ Tunosa Tabenka oT3aj Ha anapara CepwuieH Homep
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2.8 be3onacHoCT Ha AaHHuUTe

3abenexka: CuvnHO npenopbyvuTeENHO € Aa Ce W3BbPLBAT PEAOBHM PE3EepBHU KOMUS Ha
cuctemarta cnopef nonutukata Ha Bawarta opraHusaums 3a HanuMyHOCTTa Ha AaHHUTE ©
3awmrarta Ha AaHHuTe oT 3ary6a.

AHanmsaTtopbT QlAstat-Dx Analyzer ce pgoctaBa ¢ USB yCcTpOWCTBO 3a CbXpaHeHue, KOeTo
npeanoymMTaHo TpsibBa da ce M3Mon3Ba 3a KpaTKOTpaWHO CbXpaHeHWe Ha [AaHHuM 1 o6y
TpaHcdep Ha AaHHM (Hanp. 3anasBaHe Ha pesynTaTh, pe3epBHO Komve Ha cucTemarta U
Cb3aBaHe Ha apxvBW, akTyanusaumm Ha cucrtemarta uUnm UMNopTupaHe Ha q)aﬁnoseTe C
OedUHMLUMM Ha aHanu3uTe).

3abenexka: VM3non3saHeto Ha USB ycCTpOMCTBO 3a CbXpaHeHWe MOANEXN Ha OrpaHuyeHus
(Hanp. pasmepa Ha nameTTa uUnM pucka OT npesanuceBaHe), Kouto Tpsbsa ga ce B3emar
npeasva npeamn ynotpeba.

3a ObINrocpo4Ha ©e3onacHOCT Ha JaHHWUTe crieaBaliTe nonuTMkata Ha Bawarta opraHusauua 3a
CbXpaHeHune n ©6e30MacHOCT Ha MHOpMaLMATa 3a 3ana3BaHe Ha NOEHTUMUKALNOHHN JaHHW.
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3 O0wo onucaHne

3.1 OnwucaHue Ha cucTemaTa

QlAstat-Dx Analyzer 1.0, B kombuHaumsa ¢ kacetu 3a aHanu3 QIlAstat-Dx, usnonssa PCR B
peanHo BpeMe 3a OTKpUBaAHE Ha MaTOreHHW HYKNEeWHOBM KUCESTMHW B YOBELUKM OMONOrmyvHu
anukBoTHM Yactu. QlAstat-Dx Analyzer 1.0 n kaceTute npencrtaBnsiBaT 3aTBOpeHa CUCTEMA,
KOSITO MO3BOMsiIBa aBTOMaTM4Ha MOLrOTOBKA Ha anMKBOTHW YacTu, NnocreaBaHa OT OTKpMBaHe U
naeHTudnUMpaHe Ha NaToOreHHW HYKIEMHOBW KUCENUHU. ANUKBOTHUTE YacTu ce MNOCTaBAT B
kaceTa 3a aHanm3 QlAstat-Dx, koaTo cbabpka BCUYKM HEODXOAMMU peareHTU 3a U3onmpaHe u
aMmnnudmrKaumns Ha HyKNeMHOBUTE KUCENUHM OT anukBoTHaTa 4Yact. OTKpUTUTE B peariHo Bpeme
curHanu ot amnnmdmkauusaTa ce MHTepnpeTMpar OT BrpaaeHus codtyep u ce cbobLiaBar ypes
WHTYUTUBEH NOTpebutenckn nHtepderic.

3.2 OnucaHue Ha QlAstat-Dx Analyzer 1.0

QIlAstat-Dx Analyzer 1.0 ce cbCcTOM OT onepaTMBeH moayn u 1 nnm nosede (0o 4) aHANUTUYHK
moayna. OnepaTMBHUAT MOAYN CbAbpXa eNeMeHTU, KOUTO OCUrypsiBaT Bpb3ka C aHaNUTUYHKSA
mMoZyn, u nossonsaeat Ha notpebutens ga pabotn c QlAstat-Dx Analyzer 1.0. AHAaNUTUYHNUAT
MoAayn CbAbpXa xapayepa u copTyepa 3a TeCTBaHe 1 aHanu3 Ha anuKBOTHUTE YacTu.

QlAstat-Dx Analyzer 1.0 Bknto4yBa cnegHuTe eneMeHTu:

® CeH3opeH ekpaH 3a paboTa Ha noTpebutens ¢ QlAstat-Dx Analyzer 1.0

e bBapkog yeTel 3a MaeHTUdUUMPAHE Ha anuMKBOTHW YacTu, NALUEHTU, NOTPEeObUTENN 1 KaceTu
3a aHanus QIlAstat-Dx

e USB nopToBe 3a MHCTanMpaHe Ha HOBM BEPCUN Ha aHanmM3nTe n cucrtemarta, ekCnopTupaHe
Ha OJOKYMEHTU U CBbp3BaHe C NPUHTEP (e,CI,VIH oTnpen v Tpu OT38,D,)

® Bxog 3a noctaesiHe Ha kaceTu 3a aHanun3 QlAstat-Dx B QlAstat-Dx Analyzer 1.0

® Ethernet nopt 3a cBbp3BaHe ¢ Mpexa

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020
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KomnoHeHT Ha QlAstat-Dx

durypa 1 n durypa 2 nokaseaT MecTaTa Ha  pasfuyHUTE

Analyzer 1.0.

OnepaTtuseH moayn
AHanuTuyeH moayn
Bxop 3a nocTaesHe Ha kaceTu ﬁ
CeH30peH ekpaH, — - ) .
MpepnaseH kanak

Bapkog veTeu .~ | |

ByToH 3a BKMtouBaHe/u3klouBaHe
VHOMKATOP 32 CbCTOSIHNETO Ha 4 = ==,
onepaTuBHUS Moayn 3 % - USB nopt
. Kaceta c BbaayLeH ountbp

WHavKaTop 3a CLCTOSIHMETO Ha
aHanUTU4HUS Moayn.

MpepnaseH kanak

®durypa 1. Usrnep otnpen Ha QlAstat-Dx Analyzer 1.0. OnepaTUBHUAT MOAYN € OTNSABO, @ aHANUTUYHUST — OTASICHO.

Bxop 3a noctaBsiHe Ha kaceTu.

AHanutnyeH moayn

BeHTunaunoHHu oteopu |
S
MpeBkniouBaTen Ha 3axpaHBaHETO mm
1| OnepatuseH moayn

USB nopTose (3 6post)

Ethernet nopt

Moct MeXay aHanuTu4HUA u onepaTtneBHna moayn

®urypa 2. Usrnep oT3an Ha QlAstat-Dx Analyzer 1.0. OnepaTuBHUST MOAYN € OTASICHO, @ aHANUTUYHUSIT — OTISIBO

18
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3.3 OnwucaHue Ha kaceTuTe 3a aHanus QlAstat-Dx

Kacetata 3a aHanu3 QlAstat-Dx npeacrtaensiBa nnacTMacoBO YCTPOWCTBO 3a eAHOKpaTHa
ynotpeba, KOeTo MO3BOMsiBA W3BbPLUBAHE HA HaMb/IHO aBTOMATU3MPaHW MOMEKYNSAPHU
aHanu3n. OCHOBHUTE XapaKTepuUCTMKM Ha kacetata 3a aHanu3 QlAstat-Dx Bkousat
CbBMECTMMOCT C pasfnMyHM TWUMoBE anuvkBOTHWM YacTu (Hanpumep nyuan, TamnoHu),
XePMETUYHO 3aAbpXaHe Ha BCWUYKWM MpeaBapuTenHo 3apefeHu peareHTn, Heobxoaumu 3a
nscriegBaHe, KakTo U HambMHO aBTOHOMHa paboTa. Bcuyku cTbnkM 3a NoAroToBKaTa U aHanvaa
Ha anuKBOTHUTE YaCTW Ce U3NMbMHABAT B KaceTaTa 3a aHanu3 QlAstat-Dx.

Bcuukm peareHTn, Heo6xoouMK 3a USINOCTHOTO M3MbITHEHUE Ha TECTOBETE, ca NpeABapuUTErTHO
3apefeHu 1 oTaeneHu B kacetaTta 3a aHanu3 QlAstat-Dx. He e Heob6xogumo noTtpebutensTt aa
BMNM3a B KOHTAKT C peareHTuTe u/unu ga rm maHunynupa. 1o Bpeme Ha Tecta peareHTuTe ce
obpaboTBaT B aHaANUTUYHWUS MOAYN Ype3 NMHEBMATUYHO HanpaefsiBaHa MUKpodynauka u He
BNM3aT B MPSK KOHTAKT C M3NblHUTENHUTE MexaHuamu Ha QlAstat-Dx Analyzer 1.0. QlAstat-Dx
Analyzer 1.0 uma Bb3gyLWHN (DUNTPU KaKTO 3a BXOASALWMS, Taka M 3a U3XOASLMSA Bb3AYyLUEH
MOTOK, KOUTO AOMBIIHUTENHO NpeanasBaT okonHaTta cpega. Cnep TecTa kaceTarta 3a aHanu3
QlAstat-Dx BuMHarm ocTaBa XepMeTU4ecku 3aTBOpeHa, KOEeTO 3HaYMTEeNnHO YrecHsiBa
6e30nacHOTO 1 AenoHupaHe.

B kacetarta 3a aHanu3 QlAstat-Dx aBTOMatM4yHO Ce M3BBbPLUBAT MHOXECTBO MOCMEeA0OBATENHU
CTbIKM, KaTO Ce M3Mon3Ba MHEBMATMYHO HansiraHe 3a NPEXBbPIISIHE HA aNUKBOTHWUTE YacTh U
dnynanTe npes kamepaTa 3a NpPexBbpsHE KbM Lenesute um MectononoxeHus. Cnep kato
kaceTaTa 3a aHanu3 QlAstat-Dx 6bae noctaBeHa B QlAstat-Dx Analyzer 1.0, cnegHuTe CTbMKK
OT aHanm3a ce n3nbJiHABaT aBTOMaTU4HO:

[ ] Pecycner,MpaHe Ha BbTpellHaTa KOHTpoJ1a
e KneTtb4HO m3npaHe no mexaHn4yeH W/Mnn XMMu4eH NbT
[ ] MeM6paHHO npeyvyncreaHe Ha HyYKNeunHoBn KNCENTUHN

e CwmecBaHe Ha NPEeYUCTEHNTE HYKINENHOBM KUCENMHU C NMOmnNnanpaHn peareHTn ot
rmaBHaTa cMecC

® T[pexBbprisiHE Ha ONpeaerieHnTe anuKBOTM OT enyaTt/rnaBHa CMEC B Pa3nuyHy PEaKLIMOHHM
Kamepu

e TecTBaHe ¢ MmyntunnekcHa PCR B peanHo Bpeme BbB BCsika peakLoHHa kamepa.
MoBuLeHaTa hryopecLeHLus, yka3Balla Hanuume Ha LeneBusl aHanuT, ce OTKp1Ba
[OVPEKTHO BbB BCSIKA PeakUMoHHa kamepa.

ObwwaTta KoHUrypauus Ha KaceTaTa U HEeHWTE KOMMOHEHTM € UrnocTpupaHa Ha durypa 3 Ha
cneppaliaTa cTpaHuua.
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naBeH oTBOP

OTBOp 3a TammnoH

®urypa 3. KoMnoHeHTH Ha KaceTaTa 3a aHanu3 QlAstat-Dx.

3.4 Codtyep Ha QlAstat-Dx Analyzer

CotyepsT Ha QlAstat-Dx Analyzer (SW) e nHcTanupaH Ha cuctemata npeasaputenHo. Ton
N3MbIIHABA TPW OCHOBHU Py OYHKLIMOHAMHOCTHU:

e O6wmuTe onepaTtuBHU (*)yHKLI,I/II/I no3BonsABarT JiecHa HaCTpOVIKa, n3nbriHeHne n

BM3yanusaums Ha AafeH TecT 1 CBbp3aHuTe C Hero pesyntaTu

o KoHdurypaumnoHHuTe yHKLMN AaBaT Bb3MOXHOCT 3a KOHMrypaums Ha cuctemara
(ynpaBneHue Ha notpebutenu, ynpaBneHne Ha aHanvaun 1 ynpasneHne Ha
xapayepHa/codTyepHa KoHurypaums)

® KoHTponuvpaHe Ha U3NbiHEHMETO Ha TeCT, 3a Aa Ce U3MbMHAT N0 aBTOMAaTU3npaH HaunH

HeobxoaAnMnUTe aHaNUTUYHM CTBIKU, KOUTO BKMOYBAT U3MbIIHEHME Ha TeCT
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4 Tlpouenypv 3a MHCTanNMpaHe

4.1 W3unckBaHUA KbM MACTOTO

M3bepeTe paBHO, CyXO M YMCTO MSACTO Bbpxy paboTHaTta Maca 3a QlAstat-Dx Analyzer 1.0.
MsictoTo He TpsibBa oa 6bae U3NOXEeHO Ha CUIHWM TeYeHus, Bnara u npax, 1 Tpsdea aa o6bae
3alLMTEHO OT Mpsika CrbHYEBa CBETIMHA, FONEMU TeMnepaTypHu konebaHwsi, U3TOYHWULM Ha
TOMMWHa, BUOpaumMm n enekTpuyeckn cmylleHus. B pasgen 10 we Hamepute uHdpopmMaums 3a
Ternoto u pasmepute Ha QlAstat-Dx Analyzer 1.0 v npaBunHute ycrnoBuss Ha pabota
(Temnepatypa u BnaxHoCT). TpsibBa Aa MMa AOCTaTbYyHO OTCTOSIHME OT BCWYKM CTpaHM Ha
QlAstat-Dx Analyzer 1.0, 3a ga ce ocurypu fobpa BeHTUnaums u 6e3npensaTcTBeH JOCTbLN 4O
BXOZa 3a NocTaBsiHe Ha KaceTu, 3agHaTta YacTt Ha QlAstat-Dx Analyzer 1.0, npeBkntouBaTens 3a

3axpaHBaHETO, 6yTOHa 3a BKNIOYBaAHE/U3KNIOYBaHe, 6ap|<o,q yeTeua N CEH30PHUA eKpaH.

3abenexka: lNpean pa wHctanupate un umsnons3saTe QIAstat-Dx Analyzer 1.0, npoyeteTe

pa3gen 10, 3a f4a ce 3ano3HaeTe c ycrnosusita Ha pabota Ha QlAstat-Dx Analyzer 1.0.

BHUMAHUE

A

Bb3npensTcTBaHe Ha BeHTUNauusTa

3a pa ocurypute pobpa BeHTMnauud, cna3BaniTe MUHUMAarHo
oTcTosiHMe 10 cm oT 3agHaTa yacT Ha QlAstat-Dx Analyzer 1.0 u He
6nokmpanTe Bb3QyLWHNA NOTOK No4 anapaTa.

He TpsiGBa fa ce nokpuBaT peLleTkUTe U OTBOpUTE 3a BEHTUNaLus
Ha anaparTa.

BHUMAHUE

A

EnekTpomMarHuTHu cmylLleHuUs

He noctaeante un He u3snonssante QlAstat-Dx Analyzer 1.0 B
HenocpencTeeHa onusoct  go N3TOYHMLM Ha CUIMHO
€NeKTPOMarHnTHO n3nbyBaHe (Hanpumep HeekpaHupaHu
M3TOYHMUM Ha npucbwmn PY BbNHKM), Tb kaTo Te MOXe pAa
nonpevar Ha nsnpaeHarta pabora.
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4.2 OkomnnekToBaHe 1 komnoHeHTn Ha QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 ce goctaBs B ABe OTAEMNHM KYTUM U BKITHOYBA BCUYKM HEOOXOAMMU

KOMMOHEHTU 3a MHCTanupaHe 1 ekcnnoatauuna Ha cucrtemarta. C'bﬂ'bp)KaHVleTO Ha KyTunte e

onuncaHo no-gony:

CbAabpxaHue Ha KyTua 1:

KomnoHeHT Onucaxune
1 aHanuTU4eH Moayn
/// Q\)
s

1 USB yCTpONCTBO 3a CbXpaHeHne

1 3axpaHBaLL kaben

1 mocT Mexay aHannTu4HnAa U aHanmTuyHna moayn

1 TepMUHUpaLL, MOCT
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KomMmnoHeHT

OnucaHue

1 VHCTPYMEHT 32 MOHTaX Ha aHanUTUYHUS U OMepaTUBHUS
mogayn

1 BenypeHa Kbprna 3a ekpaHa

1 MHCTPYMEHT 3a AeMOHTaX Ha nNpeanasHUTe Kanaum

CbAabpXaHue Ha KyTus 2:

KomMmnoHeHT

OnucaHune

1 onepaTtumBeH moayn

1 mocT Mexay aHannTu4Hna n onepaTtmBHUA Moayn
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4.3 PasonakoBaHe n nHctanupaHe Ha QlAstat-Dx Analyzer 1.0

BHumatenHo pasonakoarTe QlAstat-Dx Analyzer 1.0, kKaTo cnaseaTte crieHUTE CTbIKM:

1.

M3BageTe aHanUTUYHKUA Moyn OT KyTudaTa U ro noctaBeTe BbpXy paBHaA NOBBbPXHOCT.

OTCTpaHeTe napyertarta gyHanpeH, npukpeneHn KM aHannTtn4yHmna moayn.

3abenexka: AHaNUTUYHUAT moayn Tpﬂ6Ba Aa ce noBaurHe n xpaHe 3a ocHoBaTa C ABe

pbLe, KaKTo € NnokasaHo Ha curypa 4.

Puck ot HapaHABaHUA U maTepuanHu weTun

NPEAYNPEXAEHWUE/ QlAstat-Dx Analyzer 1.0 e Texbk anapart.

3a pga wusberHete

BHUMAHUE HapaHsBaHus wunm  noepeda Ha QlAstat-Dx  Analyzer 1.0,
é BHMMaBalTe W  W3MON3BanMTe  MNOAXOASLM  TEXHUKM  Npu
nosauraHeTo.

®urypa 4. NpaBunHo 6opaBeHe C aHANUTUYHUA MOAYI.

M3BageTe npegnasHuTe Kanawum OTCTpaHu Ha aHanUTUYHKS Moayn C MHCTpPyMEeHTa 3a

OEeMOHTax Ha npegnasHuTe kanauwn, goctaeeH ¢ QlAstat-Dx Analyzer 1.0 (curypa 5 Ha

cregpawiaTa cTpaHuua).
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®urypa 5. UsBaxaaHe Ha npeanasHUTe Kanauu.

I/Isaa,que onepaTtuBHMA MoAyI OT KyTUATa U ro NpukpeneTe oTNnAaBO Ha aHaNMUTUYHUA

moayn. 3arerHeTte 6onToBeTe C MHCTPYMEHTa 3a MOHTaX Ha aHannTn4HnA U onepaTtnBHUA

moayn, aoctaeeH ¢ QlAstat-Dx Analyzer 1.0 (cdpurypa 6).

BHUMAHUE

Puck ot MexaHn4Ha noBpeaa

He octaBsanTe onepaTvBHMa Mopyn 6e3 ornopa wunu OnpsiH Ha
CEH30pHMSA eKpaH, Tbil KaTo TOBa MOXe [a MOBPEeAu CEH30PHUS
eKpaH.

®urypa 6. NpukpenBaHe Ha onepaTMBHUA KbM aHaNUTUYHUA MoAayn.

4. TocTaBeTe OTHOBO npegnasHnUTe Kanaun oTCTpaHu Ha aHanUTU4YHUA Mmoayn (cbmrypa 7 Ha

crneaBallaTta cTpaHuua).
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®durypa 7. 3akpenBaHe Ha npeAnasHUTe Kanaum.

5. CebpkeTe MOCTa Mexay aHanuTUYHUS U onepaTMBHUA MOAyn B 3aaHaTa yact Ha QlAstat-

Dx Analyzer 1.0, 3a ga cbeguHuTe aBata moagyna (dwurypa 8).

dJurypa 8. CBBPSBaHe Ha MOCTa MexAay aHanmMTU4HUA n onepaTtuBHUA Moayn.

6. CebpxeTe TepMUHMpaLLUS MOCT 0T3af Ha aHanMTUYHMSA Moayn (durypa 9 Ha criegpaliata

cTpaHuua).
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®durypa 9. CBbp3BaHe Ha TEPMUHUPALLUA MOCT.

7. BkntoyeTe 3axpaHBaluus kaben, goctaBeH ¢ QlAstat-Dx Analyzer 1.0, oT3ag Ha
aHanuTuyHnsa moayn (curypa 10).

®durypa 10. CBbp3BaHe Ha 3axpaHBalyuA kaben.

8. BkntoyeTe 3axpaHBalLms kabern B KOHTAKT.
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9. BknioyeTe anapaTta c HaTUCkaHe Ha NpeBKIoYBaTenNs 3a 3axpaHBaHeTo Ha rbpba Ha
aHanUTMYHMA Moayn B nonoxeHue I (dburypa 11). YBepeTe ce, Yye nHamkatopute 3a

CbCTOAHMETO Ha aHalNMUTUYHUA U onepaTuUBHNA MoayNn Ca CUHWN.

3abenexka: AKO HAKOM MHAMKATOP 3a CbCTOSHMETO € YePBEH, IMa HEN3MPaBHOCT B
aHanutuyHus mogyn. O6bpHeTe ce KbM , TexHuyecko obcnyxsaHe” Ha QIAGEN 3a
cbAelncTBme, kKaTo nsnonsearte MHpopmaumsaTa 3a KOHTakT B pasgen 9.

3abenexka: AnapaTbT He TpsiGBa Aa ce pasnornara, Taka Ye Ja 3aTpyaHsiea AocTbna oo

npeBKno4yBaTend 3a 3axXxpaHBaHETO.

®urypa 11. HamupaHe Ha npeBknoYBaTens 3a 3axpaHBaHETO U HaTUCKaHe B NonoxeHue ,1“.

10.QlAstat-Dx Analyzer 1.0 e Beye rotoB Aa ce KOHUrypupa 3a CbOTBETHOTO
npeaHasHayeHve. Buxrte pasgen 6.8, 3a Aa koHdurypupaTte cUCTEMHUTE napaMeTpu, Aa

BbBeAeTe Aatata U Yaca Ha cuctemarta U aa KOH(bI/IprVIpaTe MpeXXoBaTa Bpb3Ka.

4.4 WHcTanupaHe Ha AOMbIIHUTENHM aHANUTUYHN MOAY M

BHumatenHo paaonakoaame OONBbIHUTENHUA aHanuTudeH moayn un ro VIHCTaJ'II/IpaI7|Te B

cneaHaTta nocnegoBaTesIHOCT!

1. Moproteete QlAstat-Dx Analyzer 1.0 3a nHcTanupaHe Ha HOBMS MOAYIT:

Ta. WskniouyeTe cuctemata c HaTuckaHe Ha ByToHa 3a BKIOYBaHE/U3KIOUBaHE OTNpes Ha
QlAstat-Dx Analyzer 1.0.

Tb. WsknioyeTe anaparta c HaTUCKaHe Ha NMPEBKOYBaTesNs 3a 3axpaHBaHeTo Ha rbpba Ha
aHanuTUYHWS Moayn B nonoxeHune , 0.

Tc. WN3BapeTe 3axpaHBalums kaben.

1d. W3BageTe TepMUHMPALLMS MOCT OT3a[ Ha aHanUTUYHUA Moayn (durypa 12 Ha

crefBalyaTa cTpaHuua).
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®durypa 12. U3BaxxaaHe Ha TepMUHMPALLUA MOCT.

le. WsBapgete npeanasHuTe Kanauu OTCTpaHW Ha aHanNUTU4HUA Mmoayn, Kb4eTo We ce

npvKpensa AOMbIHUTENHUAT aHanMTuyYeH moayn (cpurypa 13).

mr

®urypa 13. U3BaxxaaHe Ha NnpeanasHUTe Kanauu.

M3BageTe AOMBAHUTENHUS aHanNnMTUYEH MOAY OT KyTUSTa M ro NOCTaBeTe BbPXY paBHa

noBbpXHOCT. OTCTpaHeTe napyeTtarta AyHanpeH, NPUKpPeneHn KbM aHanUTUYHUS MOAYI.

3abenexka: AHaNUTUYHKAT Moayn TpsibBa Aa ce NOBAMIHE M XBaHe 3a OCHOBaTa C ABe

pbLie, KakTo e NokasaHo Ha gurypa 14 Ha criegpallaTa cTpaHuua.

NPEAYNPEXOEHUE/
BHUMAHUE

A

Puck oT HapaHAABaHUsA U MaTepuarHu WeTu
QlAstat-Dx Analyzer 1.0e Texbk anapat. 3a pa usberHerte
HapaHsiBaHusa unu noespeaa Ha QlAstat-Dx Analyzer 1.0, BHuUMaBante

1 U3nornssanTe NoaxoasaLy TEXHUKN MNPy NoBOUraHETO.
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®durypa 14. NMpaBunHo 6opaBeHe ¢ aHANUTUYHUA MOAYI.

3. WN3Bapete npegnasHnuTe Kanaun oTCTpaHu Ha aHanNnUTUYHUA MOoA4yn, KaTo n3non3sate

WHCTPYMEHTa 3a AEMOHTaX Ha npeanasHuTe kanauu, goctaeeH ¢ QlAstat-Dx Analyzer 1.0
(cburypa 15).

®durypa 15. U3BaxpaHe Ha npeanasHMTe Kanauu.

4. M3paBHeTe ONBAHUTENHUSA aHANUTUYEH MoAayn C UHCTanupaHna aHanutnydeH moayn.

3aTerHete 60NTOBETE C UHCTPYMEHTA 3@ MOHTaX Ha aHaNUTUYHUS 1 ONepaTUBHUS MOAY!,
poctaseH ¢ QlAstat-Dx Analyzer 1.0 (dourypa 16).

®durypa 16. U3paBHsiBaHe U NpuKpenBaHe Ha AONMbNHUTENHUA aHaNnUTUYeH moayn.
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5. lMocTtaBeTe OTHOBO npennasHnUTe Kanaun oTCcTpaHu Ha OONBbIIHUTENHUA aHanMTu4eH moayn
(dburypa 17).

®urypa 17. NocTtaBsiHe Ha NpeAnNa3HUTE Kanauyu Ha JONMbIIHUTENHUA aHanNUMTU4YeH Moay-.

6. CeBbpxeTe MOCTa Mexay ABaTa aHanuTU4YHKM Moayna ot3ag Ha QlAstat-Dx
Analyzer 1.0 (courypa 18).

®durypa 18. CBbp3BaHe Ha MOCTa Mexay ABaTa aHanMTU4YHU MoAay”na.

7. CBbpxeTe TEPMUHMPALLUS MOCT 0T334 Ha aHanuTU4HKUsA moayn (dwurypa 19 Ha cnegpawara

cTpaHuua).
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®durypa 19. CBbp3BaHe Ha TEPMUHUPALLUA MOCT.

8. BkntoyeTe 3axpaHBalus kaben, goctaseH ¢ QlAstat-Dx Analyzer 1.0, oT3ag Ha habpuyHo
WHCTanupaHus aHanutudeH moayn (dpwurypa 20).

it m .U.MIILU U ;,‘. a0
T

i

®durypa 20. CBbp3BaHe Ha 3axpaHBalLus kaben.

9. BknioyeTe 3axpaHBalms kaben B KOHTAKT.

10.BkntoyeTe anapata ¢ HaTUCKaHe Ha NPEeBKMOYBaTENs 3a 3aXpaHBaHETO Ha rbpba Ha
aHanUTMYHUS Moayn B nonoxeHue I“ (purypa 21 Ha cnegBawaTa ctpaHuua). YBeperte ce,

4ye MHauKaTopuTe 3a CbCTOAHUETO Ha aHanMTU4HNA U onepaTtnuBHUA Mo4yIn ca CUHMW.
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3abenexka: AKO HSIKOW MHOMKATOP 3a CbCTOSIHUETO € YEPBEH, UMa HEU3MNPABHOCT B
aHanuTnyHusa mopyn. O6bpHeTe ce KbM , TexHnyecko obcnyxsaHe” Ha QIAGEN 3a
cbAencTBuMe, KaTo usnonasarte MHOpPMaLUsiTa 3a KOHTaKT B pasgen 9.

3abenexka: AnapaTtbT He TPHGBa Aa ce pasnonara, Taka 4Ye Ada 3atpyaHaBa AoCTbhna Ao
npeBKno4yBaTend 3a 3axpaHBaHETO.

®urypa 21. HamupaHe Ha npeBKnoYBaTens 3a 3axpaHBaHETO U HaTUCKaHe B NonoxeHue ,1“.

11.QlAstat-Dx Analyzer 1.0 e BeYe rotoB Aa ce KOHUrypupa 3a CbOTBETHOTO
npeaHasHayeHve. Buxrte pasgen 6.8, 3a Aa koHdurypupaTte cUCTEMHUTE napaMeTpu, Aa

BbBeAeTe Aatata U Yaca Ha cuctemMmata U aa KOH(bI/IprVIpaTe MpeXXoBaTa Bpb3Ka.

4.5 TloBTOpHO onakoBaHe 1 usnpawiaHe Ha QlAstat-Dx Analyzer 1.0

Korato onakoBate QIAstat-Dx Analyzer 1.03a wu3npawaHe, Tpsabea p[a wusnonaseare
OpUrMHaNHUTE OMaKOBbYHM MaTepuanu. AKO He pasnonarate C OpPUrMHarHWUTE OMaKOBBbYHMU
matepuanu, ce obbpHeTe kbM ,TexHudyecko obcnyxsaHe“ Ha QIAGEN. YBepete ce, uye
anapaTbT € NoAroTBEH MpaBWUMHO (BWXTe pasgen 8.2) npeau onakoBaHETO M Ye He Cb3faea
OronornyHa UM XMMmM4yHa onacHoCT.

3a pga onakoBaTe NOBTOPHO anapaTta:

1. AnapatbT TpsibBa oa 6bae usknioyeH (HaTMcHeTe NpeBKIoYBaTerns 3a 3axpaHBaHeTo B
nonoxeHue ,0%).

M3kntodeTe 3axpaHBalLms kaben oT KOHTaKTa.
M3BageTe 3axpaHBalmsa kaben oT 3agHaTa YacT Ha aHanUTUYHUS MOAY.

PasegumHeTe TepMUHUMpaLLMA MOCT B 3agHaTa YacT Ha aHanuUTUYHNUSA mMoayn.

O > 0N

Pa3egvHeTe MocTa, KOWTO CBbp3Ba aHaNMUTUYHUS U ONepaTUBHUS MOAYH, B 3aAHaTa vacT
Ha QlAstat-Dx Analyzer 1.0.
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6. W3BapeTe npeanasHuTe Kanauu OTCTPaHW Ha aHanNUTUYHUS MOAYT, KaTo u3ronssaTte
WHCTPYMEeHTa 3a AIEMOHTaX Ha npeanasHuTe kanaum.

7. W3nonsgaiiTe MHCTPYMEHTA 3@ MOHTaX Ha aHaNMTUYHUS U onNepaTUBHUS MOAY!, 3a Aa
pa3BueTe ABaTa BMHTA, 3aKpenBally onepaTMBHUS 3a aHanMTUYHUS mogyn. OnakoBaiTe
onepaTvBHUS MOZYN B KyTUsiTa.

8. lMocTaBeTe OTHOBO NpeanasHUTe kanauy OTCTpaHW Ha aHanMTUYHUSE Moadyn. OnakoBaiTe

aHaNMUTU4YHUA Mo4yn 3aedHO C napyeTaTta AyHanpeH B KyTudaTta.
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5 WanbnHeHWe Ha TecT 1 nperneq Ha
pesynraturte

3abenexka: dJMryleTe B TOBa PbKOBOACTBO 3a I'IOTpeGVITeJ'IFl Ca CaMO OPUEHTUPOBBYHU N MOXe
Aa pasnuyasat npu pasnnyHnuTe aHanumsu.

5.1 CraptupaHe Ha QlAstat-Dx Analyzer 1.0

1. HatucHeTe GyToHa 3a BkNtouBaHe/u3knouBaHe otnped Ha QlAstat-Dx Analyzer 1.0, 3a ga
cTapTupaTe anapara (durypa 22).
3abenexka: [peBknioyBaTeNsaT Ha 3axpaHBaHETO B 3a4HaTa YacT Ha aHaNUTUYHUS Mogyn
TpsibBa Aa 6bae B nonoxenue ,|“. hankaTopuTe Ha onepaTtMBHWA U @HANMUTUYHUA MOZYIN

CBETBAT B CMHLO B MONoxeHwue ,|* (T. e. BKIOYEH).

durypa 22. HatuckaHe Ha 6yToHa 3a BKnouBaHe/U3KIoYBaHe 3a cTapTMpaHe Ha anapara.

2. M3yakante, gokaTo ce nokaxke OCHOBHUAT €KpaH N MHOMKaTopuTe 3a CbCTOAHMETO Ha

aHaNMUTUYHUA U onepaTuBHNA MOLYyN CTaHaT 3eneHn U cnpat ga Mmurar.

3abenexka: Cneq nbpBoHaAYanHOTO MHCTaNMpaHe Lie ce MosBM eKpaHbT 3a Brn3aHe.
LonbnHuTenHu noapoBGHOCTY Lile HamepuTe B pasaen 6.5.

3abenexka: Crnep ycnelwHOTo NbpBOHAYanHo nHctanvpaHe Ha QlAstat-Dx Analyzer,
CUCTEMHUAT agMuHUCTpaTop TpsbBa Aa Brese B cucteMarta 3a MbpBOTO KOHUrypupaHe Ha
cogptyepa. Mpu NbpBOTO BNu3aHe NoTpebuTenckusaT naeHTugumkatop e ,administrator” n
napornaTa no nogpasbupaHe e ,administrator. MaponaTa TpsbBa ga ce cMeHu cneg
NbpBOTO BNM3aHe. KOHTponbsT Ha goctbna Ha notpebutenute (User Access Control) ce
aKkTuBMpa aBToMaTyHO. CMHO NPenopbYUTENHO € Aa Ce Cb3AaAe Han-Masnko eavH

notpebutencku akayHT 6e3 ponaTa Ha ,Administrator® (AgMuHucTpaTop).
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5.2 [logroTtoBka Ha kaceTaTta 3a aHanu3 QlAstat-Dx

M3BageTte kacetaTta 3a aHanm3 QlAstat-Dx ot onakoBkaTa. MNogpo6bHocTn 3a gobaBsiHeTO Ha
anuKBOTHaTa 4YacT B kacetata 3a aHanmu3 QIAstat-Dx u KoHkpeTHa wHdoOpmauus 3a
M3NbIHSBAHWS aHanu3 e HamepuTe B MHCTPYKUMUTE 3a ynoTpeba KbM KOHKPETHMSI aHanu3
(Hanpumep QlAstat-Dx Respiratory Panel). Cnep no6aBsHeTo Ha anukBoTHaTa YacT B KaceTara
3a aHanua QlAstat-Dx n ABaTa kanaka 3a anukBoTHa YacT Tpsbea Aa 6baaT 34paBo 3aTBOPEHM.

5.3 [poueaypa 3a U3nbHeHWe Ha TecT

Benukun onepatopu TpsibBa Aa HOCAT MOAXOAALM NMYHW MpeanasHu CpeacTsa — Hanpumep
pbKkaBuMLM — KOraTo OKOCBaT CeH30pHUS ekpaH Ha QlAstat-Dx Analyzer 1.0.

1. HatucHeTte GyToHa 0 Run Test (M3nbnHeHne Ha TeCT) B rOpHWSA AeCeH bIbil HA OCHOBHUSA

eKpaH.

2. KoraTto nonyunTe ykasaHue, ckaHupaiTe 6apkoda ¢ uaeHTudmukaTopa Ha anukeoTHaTa Yact

C BrpageHust 6apkod YeTel, B onepaTuBHua moayn (curypa 23).

3abenexka: KoHdburypaumsTa Ha QlAstat-Dx Analyzer 1.0 moxe ga no3BorsiBa BbBeXaaHe
Ha naeHTudmkaTopa Ha anMKBOTHATa YacT U C BUPTyanHaTta knaBvaTypa Ha CEH30pHUS
ekpaH. Noeeye NnogpobHOCTM LWe HamepuTe B pasgen 6.8.3.

3abenexka: B 3aBucumocT ot nsbpaHata koHduMrypaumsa Ha cuctemarta Moxe ga ce
Hanoxu aa BbBeAeTe U AeHTMdUKATOP Ha NaLmeHTa B T031M MOMeHT. [loBeye
noapoGHOCTH LWe HamepuTe B pasgen 6.8.3.

TEST DATA

-
)

Carcel

®urypa 23. CkaHupaHe Ha 6apkoaa ¢ naeHTUcdMkaTopa Ha anMKBOTHAaTa 4acT.

3. Korato nonyynTe ykasaHue, ckaHupaiTe 6apkoaa Ha kaceTtaTta 3a aHanu3 QlAstat-Dx, koaTo
we unsnonssare. QlAstat-Dx Analyzer 1.0 aBToMaTu4yHO pasno3HaBa aHanu3a 3a
n3nbnHeHve crnopen 6apkofa Ha kaceTata 3a aHanu3 QlAstat-Dx (durypa 24 Ha

cneggaliaTa cTpaHuua).
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3abenexka: QlAstat-Dx Analyzer 1.0 He npuema kaceTu 3a aHanua QlAstat-Dx ¢ usteknbn
CPOK Ha roAHOCT, BeYe M3Mon3BaHu KaceTu UNn KaceTu 3a aHanunaun, KouTo He ca
MHCTanupaHu B anapara. B Tean cnyyam we ce nokaxe cbobLLeHWe 3a rpeLuka.
[onbnHutenHn nogpobHocTy Le HamepuTte B pasgen 9.2.

3abenexka: B pasgen 6.7.2 e HamMmepuTe MHCTPYKLMUMTE 3a UMMNopTUpaHe 1 fobaBsHe Ha

aHanusu B QlAstat-Dx Analyzer 1.0.

v P Taar e LS D1

= » R :

TEST DATA

L |

o

Cancal

durypa 24. CkaHupaHe Ha 6apkoaa Ha kaceTaTta 3a aHanu3 QlAstat-Dx.

4. Axo e HeoGxoauMo, usbepete CbOTBETHUSA BUA anvKBOTHA YacT OT cnmcbka (durypa 25).

sdminielistor Run Test Module 1 1442 20170330
Ul administrater
Resp Panel
TEST DATA SAMPLE TYPE
2430362 - UTM i
B TYpe Swab
Resp Panel ~

Canoel
Select Sample Type

®durypa 25. U360p Ha BuAa Ha anMKBOTHAaTa 4YacT.

5. e ce nokaxe ekpaHbT Confirm (MoTBbpxaaBaHe). MpernenanTe BbBeAEHUTE AaHHU U
HanpaBeTe HeOOXOAMMUTE NPOMEHMN, KAaTO HAaTUCKaTE CbOTBETHUTE MOSieTa Ha CEH30PHUA

eKkpaH 1 pepaktupate nHdopmauusTa (purypa 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

durypa 26. EkpanbT Confirm (MoTBbpkAaBaHe).

6. KoraTo BCUYKM MoKasaHu AaHHW ca NpaBunHu, HatucHete @ Confirm (MoTebpxaaBaHe).
Ako e HeobXxoaMMO, HaTUCHETE CbOTBETHOTO MO, 3a Aa pefakTupaTe CbAbpPXKaHNETO My,
unu n3bepete Cancel (OTMsaHa), 3a Aa OTMEHWUTE aHanuaa.

7. W pBaTta kanaka 3a anuKBOTHa 4acT — Ha 0TBOpa 3a TaMMOH U IMaBHWsi OTBOP Ha KaceTaTa
3a aHanus QlAstat-Dx — Tpsi6Ba ga 6baat 3atBopeHu. Korato BXxoabT 3a NOCTaBsHE Ha
kaceTn oTrope Ha QlAstat-Dx Analyzer 1.0 ce oTBOpY aBTOMaTU4HO, NoCTaBeTe KaceTara 3a
aHanu3 QlAstat-Dx c 6apkoaa OTNnsiIBO U peakLMOHHUTE Kamepu otgony (durypa 27).
3abenexka: Korato c onepaTvBHMSA MOAYN ca CBbp3aHu NoBeYe OT eAUH aHanMTUYHU
moayna, QlAstat-Dx Analyzer 1.0 aBToMaTtu4HoO nsbrpa aHanMTU4HUS MOAyI, B KOWTO Lie ce
U3MbIHU TECTHT.
3ab6enexka: Kacetarta 3a aHanu3 QlAstat-Dx He TpsibBa ga ce HaTucka, 3a 4a Brnese B
QIlAstat-Dx Analyzer 1.0. [NocTaBeTe 51 npaBuUnNHO BLB BXoAa 3a NocTaBsHE Ha KaceTun n

QIlAstat-Dx Analyzer 1.0 aBTOMaTM4YHO LLE 51 NPUABWXKU B aHANUTUYHUA MOAYT.

TEST DATA

Cancel

®durypa 27. NocTaBsiHe Ha KaceTa 3a aHanu3 QlAstat-Dx B QlAstat-Dx Analyzer 1.0.
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8. Korato oTkpue kaceTata 3a aHanu3 QlAstat-Dx, QlAstat-Dx Analyzer 1.0 aBTOMaTU4HO
3aTBaps Kanaka Ha BXOAa 3a NOoCTaBsiHE Ha KaceTu 1 3anoyBa U3MbIHEHNETO Ha TecTa. 3a

CTapTupaHe Ha U3NbJTHEHMNETO He e HeobXoAMMO AONMBbIHUTENHO AEACTBUE OT onepartopa.

3abenexka: QlAstat-Dx Analyzer 1.0 HAma ga npueme kaceta 3a aHanus QlAstat-Dx, koaTo
He e Gyuna nsnonseaHa v cKkaHMpaHa Npu NoAroToBkata Ha Tecta. AKO e NocTaBeHa kaceTa,
pasnuyHa OT CKaHMpaHaTa, LLie Ce reHepupa rpeLlka 1 kacetata aBToMaTuyHoO Lie 6bae
u3BageHa.

3abenexka: [1o TO3M MOMEHT MOXeTe 4a OTMEHUTE U3NBbIHEHNETO HA TECTa, KaTo
HaTucHeTe GyToHa Cancel (OTMsiHa) B 4OMHUSA AECEH bIbfl HA CEH30PHUS eKpaH.
3abenexka: B 3aBUCMMOCT OT cucTemMHaTa KoHurypauuss Moxe aa e Heobxoanmo
onepaTopbT OTHOBO Aa BbBee noTpebutenckata napona, 3a Aa crapTupa U3MbiHEHNETO
Ha TecTa.

3abenexka: KanakbT Ha BXo[a 3a NOCTaBSHE HA KaceTu LUe ce 3aTBOPY aBTOMATUYHO creq
30 cekyHau, ako BbB Bxofa He 6be noctaBeHa kaceTa 3a aHanu3 QlAstat-Dx. Ako ToBa ce

cny4un, noBToOpeTe npouenyparta, Kato 3ano4yHeTe OT CTbIKa 5.

9. [lokaTo ce uanbrHsaBa TECTBLT, OCTaBALLOTO BPEME OT U3MbIHEHMETO CE NokasBa Ha

CEH30pHUSA ekpaH (curypa 28).

__':__
= = 1] =

TEST DATA Fon Towt

¥

®urypa 28. EkpaH 3a U3NbJIHEHMETO U OCTaBaLLOTO BpeMe 3a U3NbIIHEHUE Ha TecTa.

10.Cnep kato TecTbT 6be U3MbIHEH, Ce NMoka3Ba ekpaHbT Eject (M3BaxaaHe) (durypa 29).
HatucHete ¥ Eject (MsBaxaaHe) Ha CeH30pHUSA eKpaH, 3a fja U3BaauTe kaceTaTta 3a
ananus QlAstat-Dx 1 5 genoHupaiiTe kaTo 6MONOrMYHO onaceH oTnagbk B CbOTBETCTBUE C
BCWYKM HaLMOHAIHW, LLATCKN 1 MECTHM HOPMaTUBHW pa3nopenbu 3a 3apaBeTo u

6esonacHocTTa.

3a6enexka: Kacetara 3a aHanu3 QlAstat-Dx TpsibBa fa ce n3Baau, korato BXoObT 3a NOCTaBsHe
Ha KaceTu ce OTBOPM M 13Baay kaceTtaTta. AKo kaceTaTa He 6bae ussageHa cneq 30 cekyHau, TS
aBTOMaTW4HO Le Briese obpaTHo B QlAstat-Dx Analyzer 1.0 n kanakbT Ha BxoAa 3a NocTaBsHe Ha
KaceTu e ce 3aTBOpU. AKO TOBa CTaHe, HaTucHeTe Eject (sBaxgaHe), 3a ja OTBOPUTE OTHOBO

Kanaka Ha BxoAa 3a NoCtaBdHe Ha KaceTu, crnen KoeTo n3BageTe KacetaTta.
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3abenexka: Manon3saHunTe kacetn 3a aHanua QlAstat-Dx Tpsibea aa ce n3xsbpnart. He
MOXe [ja ce 13non3saT NMOBTOPHO KaceTu 3a TECTOBE, YNETO U3MbIIHEHME € 3aMoYHano, HO

cnepn ToBa € OTMEHEHO OT onepatopa, U 3a KOUTO € OTKpUTa rpeLuka.

TEST DATA

durypa 29. Ekpan Eject (M3BaxpaHe).

11.Cnep kaTo kaceTata 3a aHanu3 QlAstat-Dx 6bae n3BageHa, Lie ce nokaxe ekpaHbT
Summary (Pestome) ¢ pesyntatute (cdurypa 30). JonbnHUTENHN NOAPOOHOCTY e
HamepuTe B pa3gen 5.4.
1 nvatabie 2w | 3w abie 4 piabie

Fun Test

Summasy 150 20300518

£ Awnilable

TEST DATA QlAstat-Du® Respiratory Panel

®

© influenza

Log Out

1T sweenpackege P Pinn Aupeort [E] save pepent

®urypa 30. EkpaH Summary (Pe3tome) ¢ pesynraTture.

5.3.1 OTMsAHa Ha n3nbliHEHWe Ha TecT

Ako BeYe ce U3MbIHABa TEeCT, HaTuckaHeTo Ha Abort (MpekpaTtaBaHe) we ro crnpe (durypa 31).

3abenexka: VanonssaHute kacetu 3a aHanun3 QlAstat-Dx TpabBa ga ce nsaxebpnar. He moxe
[a ce 13non3saT NOBTOPHO KaceTu 3a TECTOBE, YMETO U3MbIIHEHME € 3anoyHaro, HO crnej ToBa
€ OTMEHEHO OT onepaTtopa, UIu 3a KOUTO € OTKpUTa rpeLuka.
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TEST DATA Fun Tags

®urypa 31. OTMAHa Ha U3NbIIHEHME Ha TeCT.

Cnepn npekpaTsBaHe Ha TecT kaceTata 3a aHanm3 QlAstat-Dx noseye He Moxe pa ce
obpaboTBa u He MoXe Aa ce nsnonsea NoBTopHo. Cnien HatuckaHe Ha Abort (MpekpaTsaBaHe),
LLie ce MoKaxke Auanoros Npo3opeL, ykaseall, Ha onepaTopa Aa NoTBbpau, Ye TeCTbT TpsbBa Aa
Obae oTMeHeH (durypa 32).

Please confirm you
wish to cancel the test.

@ Yes ® No

®durypa 32. AivanoroB npo3opeL 3a 0TMAHa Ha U3NbIIHEHME Ha TecT.

5.4 [llpernepq Ha pesyntatute

QIlAstat-Dx Analyzer 1.0 aBTOMaTM4YHO MHTEpPNpeTMpa U 3anucBa pesyntatuTte oT Tecta. Cneg
usBaxgaHe Ha kacetaTa 3a aHanu3 QlAstat-Dx aBToMaTnyHO ce nokasBa ekpaHbT Summary
(Pestome) ¢ pesyntaTtute (cpurypa 33).

3abenexka: Bb3aMoxHWUTe pe3ynTaTi OT aHanu3a u HauMHUTe 3a TSXHOTO MHTEprpeTMpaHe Lwe
HamepuTe B MHCTPyKUuKTe 3a ynoTpeba kbM KOHKPETHUSI aHanm3.
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nemnnaer Summary AEED HI008-18
Available £ Available Available “T Available u

Run Test
TEST DATA QlAstat-Dx® Respiratory Panel

123 ° Inf _:.-;.-.;.\ A e

View
AP @ comnavinus 225F Fesults

Dptions

BT simpont Puckape @) Print Fesort 2] sove Bepont g
®urypa 33. Mpumep 3a ekpaHa Summary (Pe3tome) ¢ pesyntatuTte, cbabpxaw Test Data (JaHHu 3a TecTa) B

naBoTo kape u Test Summary (Pe3tome Ha TecTa) B OCHOBHOTO Kape.

OcHoBHaTa 4acT OT eKkpaHa CbAbpxa CrnegHuTe Tpu Cnucbka M obo3HavaBa pesynTaTute C
oLBeTsiBaHE U CUMBONW:

[ ] n'prVIFlT CMNUCHBK BKIKOYBa BCUYKN NaToOreHn, OTKpUTtn 1 VI,EI,eHTVICbVILI,VIpaHVI B alIMKBOTHaTa
YacT, npealwecTtsaHn OT 3Haka e M ouBeTeHU B YepBEHO.

® BTOpUAT CNNCHK BKITHOYBA BCUYKM ABYCMUCIEHWN pe3ynTtaTt 3a naTtoreHn, ¢ BbnpocuteneH
3HaK oTnpea 1 ouBeTEeHU B XbNTO.

® TpeTuaT CNMCHK BKAKOYBA BCUYKU NaTOreHu, TeCTBaHW B anMKBOTHAaTa 4acT. lNatoreHuTe,
KOUTO Ca OTKPUTU U MAEHTMULMPAHN B anNnKBOTHaTa YacT, ce NpeaLlecTBaT OT 3Haka e n
Ca OLBETEHU B YepBeHO. [aToreHnTe, KOUTO ca TECTBaHMU, HO HE Ca OTKPUTKU, ce
npeawecTBaTt OT 3HakKa 1 ca ouBeTeHU B 3ereHo. [IBycMucneHuTe pesynrtaTtu 3a
naToreHn nMmat BblnpocuTeneH 3Hak otnpea 1 Ca OLUBETEHMU B XbITO.

3ab6enexka: OTKpUTUTE N MAEHTUDMUMPAHMTE NAaTOreHM B annKBOTHaTa YacT ca u3bpoeHn BbLB
BCUYKU CMIUCBLN.

AKO TECTBT He 3aBbpLUM YCMELLHO, Le ce nokaxe cbobLieHne ,Failed” (HeycnelueH), cneasaHo
OT KOHKPETHUS KOA Ha rpeLukaTa.

B nsiBaTa 4yacT Ha ekpaHa ce nokassaT cregHUTe AaHHW 3a TecTa:

e Sample ID (MpeHTUdMKaTOp Ha anuKBOTHaTa 4YacT)
e Patient ID (MgeHTudpmkatop Ha naumeHTa) (ako nma)
® Assay Type (Bug aHanus)

e Sample Type (Bua anvkBoTHa YacT)

B 3aBucMMmoOCT OT MpaBaTa 3a AOCTbM Ha onepaTtopa ce AaBaT OONbAHUTENHW OaHHM 3a
aHanunsa B pasgennte B AOoJIHata 4acT Ha eKpaHa (Hanpmmep rpacpuvkm Ha amnnudukaums,
KpuBU Ha ctonAaBaHe u I'IO}J,pO6HOCTVI 3a TeCTa).

MoxeTe aa ekcnopTvpaTte AaHHWUTE 3a aHanuaa, kato HaTucHeTe Save Report (3anuc Ha duw)
B Haii-4oNHaTa NieHTa Ha ekpaHa.
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duw Moxe [ia ce oTrnevaTta Ha NpUHTEP ¢ HaTuckaHe Ha Print Report (OTneyaTBaHe Ha uLl) B
JonHaTa feHTa Ha ekpaHa.

MomollleH nakeT 3a M3bpaHUs UMKBbI WM 33 BCUYKM HeycnelwHW uuknM Moxe aa 6bae
cb3dajieH Ypes HaTuckaHe Ha Support Package (MomMolleH nakeT) B Hal-gonHaTa NieHTa Ha
ekpaHa. AKo e Heobxoguma MOMOLL, M3NpaTeTe MoMoLLHATa NUCTOBKA Ha TexHudeckaTa
noaapwxka Ha QIAGEN.

5.4.1 Tlpernep Ha KpuBuTe Ha amnnnukauna

3a pa nperneaare KpyMBUTE Ha amnnudurkaums 3a Tecta, HaTUCHETe pasaena |~ Amplification
Curves (Kpveu Ha amnnudukaums) (dourypa 34).

3abenexka: Ta3u pyHKUUA MOXe Aa He Obae JOCTbMHA 32 BCUYKM aHaNu3u.

asministraton Aemglification Curves 1056 20200518
| == E -] E | [ =] °
L aiiite £ Available O Available t Available

Run Test

PATHOGENS  CONTROLS @
o p— i View
/ Results
Caronavins 229E :
None .. - . Optians
Lin ;
= i Log Out
BT soppor Pacage I} Print Repont [E] seve nepost

®urypa 34. Ekpad Amplification Curves (Kpueu Ha amnnudmkaums) (paspen PATHOGENS (MATOIMEHW)).

BnsBso ce nokassaTt nogpobHOCTM 3a TECTBAHUTE NATOrEHN U KOHTPOMK, @ B LeHTbpa — KpUBUTE
Ha amnnudukauus.

3abenexka: Ako User Access Control (KoHTpon Ha goctbna Ha notpebutenuTe) e BKIOYeEH
(BuwxTe pasgen 6.5) Ha QlAstat-Dx Analyzer 1.0, ekpaHbT Amplification Curves (Kpuvsu Ha
amnnudurKaumsa) e 4OCTbNEH camo 3a OnepaTopu CbC CbOTBETHUTE Npasa 3a JOCTbI.

Hatucnete pasgena PATHOGENS (MATOIMEHW) otnsiBo, 3a Aa ce nokaxar rpadukiTe,
CbOTBETCTBALUM Ha TecTBaHWTe naTtoreHu. HaTucHeTe umeTo Ha natoreHa, 3a ga u3bepete kou
naToreHn ga ce nokaseat B rpadukata Ha amnnudmkaumaTa. Moxe ga nsbepete eayH, HAKOMKO Unu
HWTO eaunH natoreH. Ha Bcekn natoreH B n3bpaHusi CNMCHK Lie ce 3agafe UBSAT, CbOTBETCTBALY, Ha
KpvBaTa Ha amnnuduKaums, cBbp3aHa ¢ natoreHa. HemsbpaHuTe naToreHu LWwe ce nokassaT B CUBO.

Mo meTo Ha BCeKM MaToreH ce nokaseaT CbOTBETHUTE CToMHOCTM Ha Ct 1 hnyopecueHuns B
KpanHa Touka.
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HaTncHete paszgena CONTROLS (KOHTPOIIN) otnsiBo, 3a oa nperneparte KOHTponute U ga
n3bepeTe Ko OT TAX Aa ce nokaseaT B rpadukata Ha amnnudukaumsaTa. HatucHeTe kpbryeto
[0 UMeTOo Ha koHTponaTa, 3a Aa s u3bepete UM OTMeEHUTE HeNHUSA M36op (curypa 35).

administrator Amplification Curves

» 058
_F__
= =i ] =

o | 5= ==
| avaitabte £ Available ) Avaidable S Available e

CONTROLS ®

| Lin

. = Log Dut
BT sepport Packege G} Pron Repont E] save repon

®urypa 35. Ekpan Amplification Curves (KnuBu Ha amnnudumkauus) (pasgen CONTROLS (KOHTPOIIN)).

pacdmkaTa Ha amnnudukaums nokasea Kpuata OT AaHHUTE 3a M3BpaHWTe naToreHn unu
KOHTponu. 3a Aa NpeBKYMTE MeXZy noraputMmMyHa 1 NnMHenHa ckana 3a octa Y, HaTUCHeTe
oyTtoHa Lin (JluHenHa) unun Log (JlorapuTmMuyHa) B JONHWS NAB bIbi Ha rpadmkaTa.

MawabbT Ha ocuTe X M Y MOXe Aa ce perynupa cbC ® chure XBallaynm Ha Bcsika oc.
HaTucHeTe M 3agpbXTe CUH XBallad, cref KoeTo ro npuasuxkeTe 40 XKenaHoTo MSCTO Mo ocTa.
MpuaBwxetTe CUH XxBaljay [0 Ha4yanoTo Ha oOcTa, 3a [da BbpHeETe CTOMHOCTUTE O
noapasbupaHe.

5.4.2 Tlpernepg Ha KpUBUTE Ha cToNsiIBaHe

3a ga npernmegaTte KpuBWTE Ha CToMsiBaHe 3a TecTa, HaTucHeTe pasgena Melting Curves
(KpvBu Ha cTtonsBaHe).

BnsiBo ce nokasear nOLI.pO6HOCTVI 3a TeCTBaAHUTE NaTOreHn 1 KOHTPOJIN, a B LLEeHTbpa — Kpusute
Ha cTongaBaHe.

3abenexka: PasgensT Melting Curves (KpuBu Ha cTonsiBaHe) e JOCTbMEH CaMo 3@ aHanmau
CbC CTOMsIBaHe.

3a6enexka: Ako User Access Control (KoHTpon Ha goctbna Ha noTpebutenuTe) e BKoYeH
(BwxTe pasgen 6.5) Ha QIlAstat-Dx Analyzer 1.0, ekpaHbT Melting Curves (KpuBu Ha
cTonsiBaHe) e AOCTbMEH CaMo 3a OnepaTopu CbC CbOTBETHUTE NpaBa 3a AOCTbI.
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HaTtncHete pasgena PATHOGENS (MATOIMEHW) oTtnsiBo, 3a ga ce nokaxaT TecTBaHWTE
naToreHuW. HatucHeTe kpbr4eTo 40 MMETO Ha NaToreHa, 3a Aa u3bepeTe KPUBUTE Ha CTOMsIBAHE
Ha Kou naTtoreHun aa ce nokassaTt. Moxe aa usbepeTe efuH, HAKOMKO UM HUTO €OUH MaToreH.
KbMm Bceku naToreH B M30paHMsi CMUCHK e Ce MPUCBOM LBAT, CbOTBETCTBALL Ha KpuBaTta Ha
cTonsiBaHe, cBbp3aHa C TO3W natoreH. HemsbpaHuTe naTtoreHu LWe ce nokaseaTt B cuBo. log
MMETO Ha BCEKM NaToreH e nokasaHa TemnepatypaTa Ha TOMeHe.

HaTncHete paszgena CONTROLS (KOHTPOIIN) otnsBo, 3a oa npernegarte KOHTponute U aa
n3bepeTe KoM OT TSAX Aa ce rnokasBaT B KpuBaTa Ha cTonseaHe. HaTucHeTe Kpbra 4o UMETO Ha
KOHTponarta, 3a Aa s nsbepeTe Unun npeMaxHete nsdopa .

KoHTponuTe, npeMuHanu aHanuaa, ce nokaspaTt B 3eNeHo 1 ca o6o3HayeHu ¢ ,Passed Controls®
(YcnewHn koHTponu), a Te3au, KOUTO He ca ro MpemMuHanu, ce noka3BaT B YepBeHO M ca
o6o3HaveHu ¢ ,Failed Controls* (HeycneluHu koHTponu).

Mawabbt Ha ocute X n Y Moxe da ce perynupa CbC . CHUTE XBallayn Ha BCAKa OC.
HaTtucHeTe n 3agpbXTe CUH XBallay, crnep KoeTo ro NpuaBMKeTe A0 XKernaHoTo MSCTO Mo ocTa.
MpuasukeTe CMH XBallad 40 Ha4anoTo Ha OCTa, 3a Aa BbPHETE CTOMHOCTUTE MO no,qpa36V|paHe.

5.4.3 Tlperneg Ha nogpobHOCTK 3a TecTa

Hatucrete & Test Details (MogpobHoCcTM 3a TecTa), 3a Oa npernegare pesynratute no-
noapobHo. MpeBbpTeTe HaJony, 3a Aa BUAWUTE MbIHUS UL,

B ueHTbpa Ha ekpaHa ce nokassaTr cnegHute Test Details (MogpobHocTn 3a Tecta)
(cburypa 36 Ha crnepBawaTa cTpaHuua):

e User ID (MpeHTndmkaTop Ha notpebuten)

e Cartridge SN (CepneH Homep Ha KaceTaTa)

® Cartridge Expiration Date (Cpok Ha rogHOCT Ha kaceTara)
® Module SN (CepwvieH HomMep Ha moayrna)

® Test Status (CbcTosHMe Ha TecTa) — Completed (M3nbnHeH), Failed (HeycneweH) nnm
Canceled by operator (OTmeHeH oT onepatopa)

® Error Code (Kog Ha rpeluka) (ako nva)

® Error Message (CbobLueHure 3a rpeLuka) (ako e NpUrnoXxmnmo)
® Test Start Date and Time (HayanHa gaTa v 4ac Ha TecTa)

® Test Execution Time (Bpeme 3a n3nbnHeHne Ha Tecta)

® Assay Name (Mme Ha aHanu3a)

® Test ID (MpeHTudwmkaTop Ha TecTa)

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020

45



® Test Result (PesynTar oT Tecta) (3a Bcekun aHanuT, o6 pesynTar oT TecTa: Positive
(MonoxuteneH) [pos], Positive with Warning (MonoxuteneH c npegynpexaeHue) [pos*],
Negative (OtpuuaTeneH) [neg], Invalid (HeBanugen) [inv], HeycnewweH [fail] nnn Successful
(Ycnewen) [suc]. NMoapoBHOCTH 3a Bb3MOXHUTE pesynTaTy OT aHanm3a u TAXHOTO
WHTepnpeTupaHe Lie HaMepuTe B MHCTPYKUMUTE 3a ynotpeba KbM KOHKPETHUS aHanus)

e Cnucbk Ha TeCTBaHUTE aHanUTK B aHanu3aa (rpynupanu no Detected Pathogen (OTkput
nartoreH), Equivocal (Osycmucnenn), Not Detected Pathogens (HeoTkpuTtu natorexm),
Invalid (HeBanupgeHr), Not Applicable (Henpunoxum), Out of Range (M13BbH AnanasoHa),
Passed Controls (YcnewHwn koHTponu) u Failed Controls (HeycnelwHu koHTponu)), cbe Ct n
cdbnyopecueHums B kpaiiHa Todka (ako uma 3a aHanusa)

® Cnucbk Ha KOHTponu, cbe Ct n dhnyopecueHLMs B KpariHa To4ka (ako uma 3a aHanvsa)

sdrristiater Test Detaity 1099 200518
=a = | ==1 °
E / \ J Available A S vailuble

Fun Test

Avmalable £ Available
TEST DATA TEST DETAILS

193 - administrator e
; TTTTTTTT

View
AP tridge Expiraton Dat 2020-12-31 00:00 Fesults

Swab - £ @
Completed

Options

= Log Dut
IV surpon Package G} Point Raport [E] save Pegert

®urypa 36. NMpumepeH ekpaH, nokassaw, Test Data (JaHHu 3a Tecta) B neBus naHen u Test Details (Moapo6HocTH

3a 'reC'ra) B OCHOBHMA naHen.
5.4.4 Tpernep Ha pe3yntaTute OT NpPeauLLHM TecToBe

3a Oa BuauTe pesynTtatu OT NpeaullHW TeCTOBEe, CbXPaHEHM B XPaHWIMLLETO 3a pesynTaTy,
natucrete @ View Results (Mpernen Ha pe3ynTaTuTe) Ha JeHTaTta C NaBHOTO MEHH0
(cburypa 37).

L & "
@ ]
. .. ©
(T o
2 View
Assay [} 501020115 I pos Results.
M_Asen ) 25002030 @ pes

201501020230 ) poa @

D souen

®urypa 37. NMpumepeH ekpaH View Results (Mpernen Ha pesynTatuTe).
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3a Bceku U3MbIHEH TECT ce AaBa criegHarta uHdopmaums (cpurypa 38):

e Sample ID (MpeHTUdmMKaTOp Ha anuKBOTHaTa 4YacT)

® Assay (AHanus) (vme Ha aHanu3a 3a TecTa)

® Operator ID (MoeHTUcunkaTOp Ha oneparopa)

® Mod (aHanuTU4YeH MOAYI, B KOWTO € U3MbJTHEH TECTBT)

® CbCTosiHME Ha KauBaHETO (BUKAA Ce caMo, ako PyHKUMSITa e aKTMBUpaHa ype3
HacTpouikute Ha BUC/NNC)

e Date/Time (QaTa/yac) (patata u YacbT Ha 3aBbpLUBAHE Ha TecTa)

® Result (PesynTaT) (pe3yntaTsT OT TecTa: positive (nonoxuTteneH) [pos], pos with warning
(nonoxuTeneH ¢ npeaynpexaeHune) [pos*], negative (otpuuarteneHr) [neg], invalid
(HeBanuaeH) [inv], failed (HeycnewweR) [fail] nnu successful (ycneweH) [suc))

3abenexka: [MonoxuTenHuTe pe3ynTaty ca CcreuucUYHU 3a BCEKM aHanua (T.e., Hskou
pesynTaTu MOXe [a He ca NMpUNoXuMMK 3a BCEKW aHanus). Buxre MHCTpykuumTe 3a ynoTpeba
KbM KOHKPETHVSI aHanms.

3abenexka: Ako User Access Control (KoHTpon Ha goctbna Ha NoTpebutenute) e BKIHOYEH
(BwxTe pasgen 6.5) Ha QlAstat-Dx Analyzer 1.0, faHHUTE, 3a KOUTO NOTPEOUTENSAT HAMA NpaBa
Ha AocTb, We 6baaT CKPUTU CbC 3BE3ANYKN.

W3BepeTe eanH uUnu noeeve pesynTaTu OT TECTOBE, KATO HATUCHETE CUBOTO Kpbrye BMSIBO OT
UaeHTUdUKaTopa Ha anukBoTHaTa YacT. [Jo u3bpaHuTe pesynTaTtu e ce Nnokaxe oTMeTKa. 3a
Ja OoTMeHWTe u3bopa Ha pesynTaTM OT TecTa, HaTucHeTe oTMeTkarta. Llenuat cnucbk ¢
pesynTaTn Moxe Aa ce usbepe C HaTUckaHe Ha Kpbrueto 3a @ oTmeTka Ha ropHus pen

(cpurypa 38).

@ rertragen 5] sewrossn D s

®urypa 38. MNpumepeH ekpaH Ha nM36op Ha Test Results (Pesyntatn ot Tecta) BbB View Results (Mpernen Ha

pesynTartuTe).

HaTtuncHeTe Hakbae B pefa C TecTa, 3a fa BuauTe pesynrtarta 3a KOHKpEeTEH TecT.
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HaTucHeTe 3arnaBue Ha rpada (Hanpumep Sample ID (MpeHTndwukatop Ha anukBoTHaTa
yacT)), 3a fa copTupaTe ChuUCbka BbB Bb3XOASLW, WM HU3XOASALW, ped MO CbOTBETHUSA
napameTbp. BbB BCEKM MOMEHT CNMCHLKLT MOXE [la Ce copTMpa caMo Mo eaHa rpada.

B rpadhata Result (Pe3ynTar) e nokasaH pe3yntaTbT OT Bceku TecT (Tabnuua 1).

3abenexka: [MonoxutenHute pesynTat ca cneunduyHM 3a BCEKU aHanua (T.e., HsKou
pesyntatn Moxe Ja He ca MPUIOXUMK 3a BCeKu aHanus). BuxTte mHCTpykumute 3a ynotpeba
KbM KOHKPETHWS aHanus.

Ta6nuua 1. OnucaHune Ha pesynraTute oT Tecta

Pesynrart Pesynrar OnucaHune
Positive (MonoxuTteneH) e MoHe eauH aHanuT e nNonoxuTeneH
pos
Positive with warning e! [MoHe eguH aHanNWT € NONOXUTENEH, HO KOHTPOMa Ha
(MonoxwuTeneH ¢ " pos* aHanusa e HeycneliHa
npegynpexaeHue)
Negative (OTpuuateneH) He ca oTkpuTV aHanuTn
neg
Failed (HeycneLueH) e TecTbT e HeycnelleH Nopaan Bb3HNKHaNA rpeLuka unm
fail OTMsiHa OT CTpaHa Ha noTpeburtens
Invalid (HeBanuaeH) e TecTbT e HeBanuaeH
inv
Successful (Ycneluer) ° TecTbT € NONOXUTENEH UMW OTpULLATENEH, HO
suc noTpebuTensT HIMa HeobxoauMMTe NpaBa 3a 4OCTbN, 3a

Aa npernena pesynratute oT Tecta

3abenexka: [Nogpo6HO onncaHne Ha pesynTaTuTe Le HaMmepuTe B MHCTPyKUMUTe 3a ynotpeba kbMm aHanusa 3a
M3MbIIHABAHWA TECT.

C QlAstat-Dx Analyzer 1.0 Tpsabsa ga MMa cBbp3aH NPUHTEP M NPaBUMHUAT ApanBep Tpabsa ga
6bae uHcTanupaH. HatucHete Print Report (OTnevatBaHe Ha cuw), 3a da oTneyaTtaTe
duwoseTe 3a M3bpaHuTe pesyntaTu.

HatucHete Save Report (3anuc Ha ¢wuw), 3a ga 3anvweTte ¢uwoBeTe 3a K3bpaHuTe
pesynTtatu B PDF chopmat Ha BbHLWHO USB ycTponcTBO 3a ChbXpaHeHue.

3abenexka: MpenopbyBa ce goctaBeHoTo USB ycTpoicTBO 3a cbxpaHeHue Aa ce 13nonsea 3a
KPaTKOCPOYHO CbXpaHeHWe W MNpeHOC Ha AaHHu. MsnonssaHeto Ha USB ycTponctBo 3a
CbXpaHeHWe TMOANeXN Ha oOorpaHWyeHus (Hanp. pasMepa Ha nameTTa unuM pucka oT
npesanucBaHe), KouTo TpsibBa Aa ce B3emart npeasug npeam ynorpeba.

M3bepeTe Buaa Ha cmwa: List of Tests (Cnucbk ¢ TectoBe) unm Test Reports (Puwose 3a
TecToBe).

HaTtucHete Search (TbpceHe), 3a ga TbpcuTe pesyntatute oT TectoBeTte no Sample ID
(MoeHnTndukaTop Ha anukeBoTHaTa 4vacT), Assay (AHanu3) un Operator ID (MaeHTudmkaTop Ha
onepaTop). BbBegete TekcTa 3a TbpCeHe C BupTyanHaTa knaBuaTypa M HaTucHeTe Enter
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(B'bBe)KJJ,aHe), 3a [a 3anoyHeTe TbpceHeTo. B pe3yntaTuTe OT TbPCEHETO e Ce NoKa)at caMmo
3anmcuTte, CbabpXalln TbPpCEHUA TEKCT.

AKO CMUCBKBLT C pesyntatm e 6un dunTpupaH, TbPCEHETO Lie Ce M3BbpLiBA CamMO BbB
duNTPUpPaHUS CUCHK.

HaTucHeTe n 3agpbxTe 3arnaBume Ha rpadpa, 3a ga npunoxute UATbP MO CbOTBETHUA
napameTbp. 3a HAkou napameTpu — Hanpumep Sample ID (MoeHTudUKaTop Ha anukBoTHaTa
yacT) — LWe ce MoKaxe BuMpTyanHaTa KnaeBumaTypa, 3a Ja MOXe [a Ce BbBede TeKCTbT 3a
TbpceHe Ha punTbpa.

3a apyrv napameTpu — Hanpumep Assay (AHanu3)— LWe ce OTBOPM AMAarnoroB Npo3opeL, Cbe
CMUCBK OT aHanusu, CbXpaHeHu B XpaHunuileto. N3GepeTe equH unu noseye aHanuau, 3a ga
dunTpupaTte camo TECTOBETE, KOUTO ca U3MbIHEHU C M3GpaHUTE aHanu3u.

CumsonsT T BRABO OT 3armaBueTo Ha rpadata nokasea, ye UNTLPBLT MO Tasu rpacda e
aKTUBEH.

Moxe pga npemaxHete dunTbp, Kato HatucHeTe Remove Filter (MpemaxeBaHe Ha unTbp) B
neHTaTa Cc NOAMEHIOTO.
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5.4.5 EkcnopTtupaHe Ha pesyntati B USB ycTponcteo

Ot BCceku pasgen Ha ekpaHa View Results (Mpernen Ha pesynTtatute) moxeTe aa mnsbepete
Save Report (3anuc Ha dww), 3a ga ekcnopTupate W 3anuwiete Konwe OT pesynTatute oT
Tecta B PDF dain Ha USB yctponcteo. USB noptbT ce Hamupa otnpesn Ha QlAstat-Dx
Analyzer 1.0 (dourypa 39).

3abenexka: NpenopbyBa ce goctaBeHoTo USB yCcTpPONCTBO 3a CbXpaHeHUe fa ce U3nonaea 3a
KpaTKOCPOYHO CbXpaHeHne 1 nNpeHoc Ha gaHHn. USB ycTpolicTBOTO € 06eKT Ha orpaHnyeHus
(Hanp. pa3mepa Ha NnameTTa uUnu pucka oT npesanuceaHe, KoUTo TpsibBa Aa ce B3eMaT Npeasns

npeam ynotpeba).

®urypa 39. MectononoxeHue Ha USB nopra.

5.4.6 OrtnedvaTBaHe Ha pe3ynTatu

C QlAstat-Dx Analyzer 1.0 TpsabBa 4a MMa cBbp3aH NPUHTEP Y NPaBUIMHUAT ApanBep TpsAbBa ga
6bae vHcTanupaH (noBeve MHopMauus 3a MHCTanMpaHeTo Ha ApariBepa Lie HamepuTe B
npunoxenne 11.1). HatucHete Print Report (OTneyatBaHe Ha ), 3a Aa M3npatuTe konve
OT pe3yntatuTe OT TecTa KbM MpUHTEpA.

5.4.7 Cb3gaBaHe Ha NOMOLLEH NMakeT

Ako e HeobxoamMMa nomoll, Moxe aa 6bae cb3gageH NOMOLLEH NAKET, KOWTO CbAbpXa LanaTa
HeobxoaMMa MHOpMaLUs 3a LUKIMTE, CUCTEMHM (DANoOBE U TEXHWUYECKU PErncTpauyoHHU
dhavinose, N Aa ce NpeaocTaBu Ha TexHWyeckata nogapbxkka Ha QIAGEN. 3a cb3paBaHe Ha
MOMOLLIEH NakeT KINWKHeTe Bbpxy pa3gen Support Package (MomoweH naket). MNosBaBa ce
OManoroB Npo3opeL, U MOXe Aa Ce Cb3aaje MOMOLLEH NakeT 3a M3bpaHus TECT UMK 3a BCUYKU
HeycnewHn TectoBe (Purypa 40). 3anasete nomowHwWs nakeT Ha USB ycTponcTtBo 3a
cbxpaHeHue. USB noptbT ce Hamupa otnpe Ha QlAstat-Dx Analyzer 1.0 (durypa).
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SELECT RESULTS TO INCLUDE |
Selected Test v
All Failed Tests
ET Create ® Cancel

®urypa 40. Cb3gaBaHe Ha MOMOLLUEH NakeT.

3abenexka: NpenopbyBa ce goctaBeHoTo USB yCcTpOMCTBO 3a CbXpaHeHue a ce U3nonaea 3a
KpaTKOCPOYHO CbXpaHeHue 1 NpeHoc Ha AaHHW. M3non3saHeTo Ha USB ycTponcTso 3a
CbXpaHeHWe NOoAseXun Ha orpaHM4eHns (Hanp. pasmepa Ha namMeTTa Unu pucka ot

npesanucBaHe), KouTo TpsibBa Aa ce B3emart npeasug npeam ynorpeba.

3ab6enexka: Ako e HeobGxodMMa NoMoLL, yBepeTe ce, Ye Marnko cried nosisarta Ha npobneva e
cb3fageH nomotleH naket. Mopaau orpaHMyeHaTa nameT 3a CbXpaHeHue U KoHUrypaumsaTa
Ha cucTemaTa, CUCTEMHUTE PalrioBe 1 TEXHUYECKUTE PerncTpaLmnoHHu dainnose ot
CbOTBETHVSA BPEMEBM MHTEPBas MoraT Aa ce U3TPUSAT aBTOMaTMYHO NPU NPoAbIKaBaHe Ha

M3non3BaHEToO Ha cuctemMmara.

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020

51



6 PyHKUMKM 1 ONUMK Ha cucTemMaTa

To3n pasgen cbabpXa oOMMCaHWe Ha BCUYKM Bb3MOXHOCTM M onumm Ha QIAstat-Dx
Analyzer 1.0, KOMTO NO3BONSABAT NPOMSAHA Ha HACTPOMKNTE Ha anapaTa.

6.1 OcHoBeH ekpaH

Ha ocHOBHMA ekpaH MOXe Aa Ce BWAW CbCTOSHWETO HAa aHanmMTUYHWTE MOAYNM M fa ce
oTBapAT pasnuuHuTe pasgenu (Login (Bnusane), Run Test (M3nbnHeHne Ha TecT), View
Results (Mperneg Ha pesyntatute), Options (Onumm) u Log Out (MN3nusaHe)) Ha
noTpebutenckuns nHtepdgenc (dPurypa 41).

JleHTa 3a 06LLIOTO CbCTOSAHME
JleHTa 3a CbCTOSAHMETO

Ha mogynute ?F#F JleHTa ¢ rnaBHO MeHIo
-. Avail £ Avsilable 3 Available railable
Fiun Test

=]

View
Tesults

soses
QIAGEN

Options

N

O6nacT 3a cbabpXxaHue JleHTa 3a nogmeHoTaTa

®urypa 41. OcHoBeH €KPAH Ha ceH3opHuA ekpaH Ha QlAstat-Dx Analyzer 1.0.
FmaBHUAT €KpaH BKrnto4YBa cnegHuTe enemMeHTu:

® JleHTa 3a 06LLOTO CbCTOSIHNE

® JleHTa 3a CbCTOSIHMETO Ha MogynuTe

e JleHTa c rnaBHO MeHI0

e O6nacT 3a cbabpXaHue

e JleHTa c pasgenu (nokasea ce B 3aBUCMMOCT OT eKkpaHa)

® JleHTa C NOAMEHIOTA N MHCTPYKLUMM (NOKa3Ba ce B 3aBUCUMOCT OT eKkpaHa)
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6.1.1 JleHTa 3a 06WOTO CbCTOSAHNE

JleHTata 3a cbcTosiHueto General (O6wu) gaBa nHdopmaumsi 3a CbCTOSTHUETO Ha cucTemaTta
(cburypa 42). B ngaBaTta 4acT ce nokasBa MAEHTUUKATOPLT Ha Bre3nus notpedbuten. B
cpenaTa ce nokasBsa 3arnaBvMeTo Ha eKpaHa, a BOSICHO — cMcTeMHaTta gaTa u yac.

administrator 14:39 2017-03-30

®durypa 42. lleHTa 3a 06LOTO CLCTOSIHME.

6.1.2 JleHTa 3a CbCTOAHMETO Ha MoaynNuUTe

NenTara 3a cbecrosiHme Module (Moayn) nokasBa CbCTOSHAETO Ha BCEKW aHanUTUYEH MoZyn
(1-4) B cucTemaTa, B CbOTBETHM MorieTa 3a cbeTosiHue (curypa 43). B noneTtarta ce nokassa
,Not Installed” (He e nHcTanmpaH), ako Ha Ta3u NO3MLUSA HAMa aHaNUTUYEH MOAY.

STV

‘I Available

Mapkep 3a BpemeTo
JleHTa 3a U3nbIHeHNeTo

Pen 1
: Pen 2
Ul administrator _~~

Resp_3018_19¢

Homep Ha aHannUTU4YHuUA moayn

®urypa 43. lleHTa 3a CbCTOAHMETO Ha MoAynuUTe.

KnukHeTe Bbpxy MOMNETO CbC CbLOTBETHWUS aHanMTUYEH MOAyn, 3a Aa BuauTe no-noapobHa
nHgpopmaumsi. CbCTOSIHUS Ha MOAYNWTE, KOUTO Ce MOKasBaT B MONMIETO 33 CbCTOSIHMETO B
neHTaTa 3a CbCTOsSHME Ha MoayNnuTe ca nokasaHu Ha Tabnvua 2 (Ha criegBallarta cTpaHuua).
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Ta6nuua 2. CbCTOSAAHMA Ha MOAYNUTE, KOUTO Ce NOKa3BaT B NosieTa 3a CbCTOSAHMETO

CbcTosiHMe

OnucaHue

Not installed
(He e uHcTanupaH)

Excluded (M3kntouen)

Error (Mpewka)

Initializing (MHMUManusnpaxe)

Available (JocTbneH)

Test running
(M3nbnHaBa TecT)

‘] Ul administrator
Resp_3018_19¢

Test completed
(TeCTbT € U3nNbIHEeH)

Ul administrator
Resp Panel

Eject cartridge
(U3Bapete kacetara)

Hama WHCTanupaH aHanuTtu4yeH Moaysn Ha Ta3m no3muua.

AHaNUTUYHUAT MOAYN € U3KIIOYEH OT NOTPeBUTENs B MOTPEGUTENCKUTE HACTPOMKY.

AHanuTUYHNAT MOoAy”n € OoT4yesn Cepuos3Ha rpeLuka.
AHanUTUYHNAT Moy € HensnpaseH.

AHanUTUYHUAT MoAay”n ctapTvpa U U3BbpLliBa camogunarHoCcTuka.

AHanUTUYHWST MOAYN € AOCTBLMEH 3a HOB TecT. B To3n aHanuTuyeH moayn He ce
M3MbIIHSBA TECT, HE € NocTaBeHa kaceTa 3a aHanu3 QlAstat-Dx n kanakbT Ha Bxoga
3a nocraBsiHe Ha KaceTu e 3aTBOPEH.

MoTpebuten ,administrator’ (aaMMHUCTPaTOP) M3NBMHABA B MOMEHTa TecTa
Resp_3018_19c Ha aHanutuyeH mopyn 1. [lo 3aBbpLUBaHeTO Ha TecTa ocTasaT 32
MUHYTU 1 14 cekyHOW.

MoTpebuten ,administrator’ (aammHucTpaTop) e n3anbnHWUN Tecta Resp Panel Ha
aHanuTuyeH moayn 1.

JleHTaTa 3a U3MbIHEHWETO B NOMETO LUe NoKa3Ba CbCTOSIHAETO Ha TecTa:
TEST COMPLETED (TECTbT E U3MbJIHEH): TecTbT € U3NbhHeH ycneLuHo.

TEST FAILED (TECTBT E HEYCIMNELUEH): TeCTbT € U3nbIiHEH, HO € Bb3HWUKHaMNa
rpeLuka.

TEST CANCELLED (TECTbT E OTMEHEH): notpebutensar e oTmeHun Tecta.

Cnep vn3BaxgaHe Ha kaceTaTa 3a aHanu3 QlAstat-Dx 1 3aTBapsiHe Ha kanaka Ha
BXOfJa 3a MOCTaBsiHE Ha KaceTu aHaNMTUYHUAT MOy OTHOBO e 6bae AOCTLMEH.

B aHanuTuuHua Moayn uma kaceTa 3a aHanua QlAstat-Dx 1 kanakbT Ha Bxoaa 3a
NoCTaBsAHE Ha KaceTu € 3aTBOPEH, HO B MOMEHTA He Ce M3MbIHsABa TeCcT. ToBa MOXe
[a ce Crlyuv B criegHuTe cuTyaumm:

® KacetaTaHe e OTCTpaHeHa crnea usBaxaaHe nopagn OTMEeHeH Unn n3nbliHeH

TeCT.

® Cucremara e uskrYeHa ¢ KaceTta, ocTaHarna B aHanuTuyHus moayn.

6.1.3 JleHTa c rmaBHO MEHIO

B Tabnuua 3 ca nokasaHu onumuTe 3a n0Tpe6|/|Ten$| OT JNleHTaTa C rmaBHOTO MEHIO.

Ta6nuua 3. Onuuun Ha NeHTaTa C rMaBHOTO MEHIO

Ume

BytoH OnucaHue

Run Test
(N3nbnHeHne Ha TecT)

View Results
(Mpernep Ha pesyntatute)

Options (Onuuun)

Log Out (U3nusane)

° CrapTupa nocnenoBaTenHocTTa 3a U3NblHeHe Ha TecT (BUXTe
pa3gen 5.3). CodryepbT QlAstat-Dx aBTomaTnyHo n3bmpa JoCTbNeH
aHanWTU4YeH MOAYN M 3anoysa npouedyparta 3a NoAroToBka Ha TecTa.

OtBaps ekpaHa View Results ([pernea Ha pesynraTtute) (BuxTe
pasgen 5.4).

Moka3sa nogmeHtoTo Options (Onuuu) (BuwxTe pasgen 6.4).

©0 0

MoTpebutensT n3nusa ot cuctemara (akTBHO e camo korato User Access
Control (KoHTpon Ha gocTbna Ha NOTPEBUTENNUTE) € BKITIOYEH).
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6.1.4 O6nacTt 3a cbabpXaHue

MHdopmaumaTta, KoAaTo ce noka3sa B obrnactTa 3a OCHOBHOTO CbAbpXaHwe, € pasnuyHa B
3aBMCMMOCT OT CbCTOSHMETO Ha noTpebutenckuss nHTepdenc. lMpu BnAusaHe B pasnuyHU
pexvMu n n3bop Ha enemeHTV OT OnucaHuTe MOo-AOMNYy MeHTa B Tasn obract ce nokassar
pesynTtaTtu, pestoMeTa, KOHUrypaumm n HaCcTPonKM.

B 3aBMCUMOCT OT CbAbPXKaHWETO, MOXe Aa MMa AOMbIIHUTENHN ONUMKM B fleHTaTa ¢ pasgenuTe
n MeHoTo Options (Onuwun). MogmeHtoTo Options (OnumKn) ce oTBaps ¢ HaTUCKaHe Ha bByToHa
Options (Onuun) (courypa 44).

Fun Test

oe0eo

User  Assay  System Change Opticns
MGMT  MGMT  Conkg Paseweed

®durypa 44. OTBapsiHe Ha noaMeHIoTo Options (Onuuu).

6.2 EkpaH 3a BnusaHe

Korato User Access Control (KoHTpon Ha goctbna Ha notpebuTtenuTe) e BKIIOYEH (BUXTE
pasgen 6.6), noTpebutenute TpsbBa Aa ce uaeHTMdMUMpaT C BnNusaHe B codpTyepa, 3a Aa
nsnonaeat yHkumnTe Ha QlAstat-Dx Analyzer 1.0.

BAXHO: Npu nbpBoTO BNnsaHe noTpedutencknaT naeHtudukatop e ,administrator n naponara
no nogpasdupaHe e ,administrator”. Maponarta TpsibBa g4a ce cMeHu crned NbpBOTO BrM3aHe.

3abenexka: Cnepg ycnelwHo nbpBoHayanHo nHctanupane Ha QlAstat-Dx Analyzer, User

Access Control (KoHTpon Ha gocTbna Ha NoTpebuTennTe) ce akTMBMpa aBTOMATUYHO.

3abenexka: CMNHO NpPenopbYMTENHO € NpU NbPBOTO BIM3aHe Aa ce cb3faie Hal-Marnko eauH
noTpebutenckn akayHT 6e3 ponsara Ha ,Administrator* (AgmMuHucTpaTop).

O6nacTTa 3a cbAbpXaHWe Ha ekpaHa 3a Bru3aHe BKM4YBa TEKCTOBO MoONie 3a BbBexaaHe Ha
User ID (VWpeHTudpmkatop Ha notpebuten) (cpurypa 45 Ha cnegsawata crpanuua). Ako
onumsita Show previous user logins (Moka3BaHe Ha NPeAVLLHN BNM3aHWUs Ha NoTpeduTenn) e
n3bpaHa, e ce Nnokaxe 1 CNUCbK C NPeAULLIHUTE NET YCrEeLLUHO BNe3nu notpeburens.
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3abenexka: VkoHaTa 3a BnM3aHe Ha CepBM3EH TEXHUK B OOMHUSI AECEH bIbM Ha ekpaHa
TpAbBa Aa ce n3nonasa camo ot ynbrHomolleH oT QIAGEN nepconan.

He user Login 1240 200190218

User |0 Password

®durypa 45. EkpaH 3a Bnu3aHe.

BbBefete noTpeGUTENCKOTO MMe, KaTo KIWKHEeTe BbpXy €4HO OT MMeHaTa B ChuUChbka Wnu
BbpXy TekcToBoTo none User ID (MoeHTudpukaTop Ha noTpeGuten) u BbBedeTe WMETO C
BUpTyanHata knasuatypa. Crnep kaTo BbBedeTe noTPeBGUTENCKOTO uMe, MOTBbpAeTe C
HaTUCKaHe Ha 3HaKa 3a OTMeTKa Ha BUpTyanHaTa knasuarypa (gpurypa 46).

No user Login 16.38 201703-30

useriD labuser Password

X space v

®durypa 46. BuptyanHa knaBuatypa Ha CEH30pPHUSA eKpaH.

Ako e usbpaHa onuusita Require password (M3nckea napona) (Buxte pasgen 6.6), we ce
nokaxke TEKCTOBO Mofe 3a mapona v BupTyanHaTa knaBuaTypa 3a BbBexaaHe Ha nmaponarta.
AKo He e HeobxoAymMa napona, TEKCTOBOTO Mnorne 3a Hes e 6bae CMBO.

Ako I'IOTpe6I/1TeJ'I$|T 386paBI/1 naponata, CUCTEMHUAT aAMUHUCTPATOP MOXe Aa A Hynupa.

3abenexka: AKO aMUHUCTPaTOPbT 3abpaBu cBosiTa napona, Ts MoXe [ia ce Hynupa camo oT
»1exHuyecko obcnyxBaHe” Ha QIAGEN, koeTo n3nckBa nocelleHne Ha MACTO OT CepBU3eH
TexHuk Ha QIAGEN. 3aToBa ce npenopbyBa da ce Cb3AagaTt AOMbAHUTENHW NoTpebutencku
aKayHTu.
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or C'bOGpa)KEHVIﬂ 3a CUFYpHOCT, aKo TpU NMbTU Ce BbBeAe HenpaBuiiHa napona, cucremarta Lie
Ce 3aKnw4u 3a egHa MnHyTa, npeau I'IOTpeGMTeJ'IﬂT Aa MoXe fa onnuta Aa Bre3e OTHOBO.

3abenexka: CnasgaiiTe nonutukata 3a KubepcurypHocT Ha Bawata opraHusaumsi npu
KOHTpOIa Ha yAOCTOBEPUTENHNTE AAHHW.

3abenexka: CnHo NpenopbYMTENHO € Aa Ce M3MNoM3Ba CUMHa napona cnopej nonutukaTa 3a
naponu Ha Balarta opraHusaums.

6.2.1 WsnusaHe

Korato User Access Control (KoHTpon Ha goctbna Ha noTpeduTenute) e BKIYEH (BUXTE
pa3gen 6.6), noTpebutenute MoraTt ga M3nasaT BbB BCEKM eAMH MOMEHT ¢ onumaTa Log Out
(M3nn3aHe) B neHTaTa € rMmaBHOTO MeHIo. [1oBeye nHdopmauus we HamepwuTe B pasgen 6.1.3.

MoTpebutenuTte LWe u3NM3aT aBTOMATUMYHO OT cCuUCTemaTa, KoraTto u3Tedye BpeMeTo 3a
aBTOMaTU4YHO u3nu3aHe. ToBa BpeMe Moxe Aa ce koHdpurypupa B General (O6wu) HacTponku
Ha MeHoTo Options (Onuwnu) (BuxTe pa3gen 6.8.3).

6.3 CkpunHcenBbP

CkpunHcenBbpbT Ha QlAstat-Dx ce noka3ea, crnep Kato ustede onpegeneH nepvog ot BpeMe,
npes koeto noTpebuten He e paboTun c anapata. ToBa BpeMe MOXe Ja ce KoHdurypupa B
meHtoTo Options (Onumn) (BuxTe pasgen 6.4).

CKpUIAHCEBBPBT MOKa3Ba [OCTLIMHUTE aHanMTU4HM MOZYNM W OCTaBalWlOTO Bpeme [0
NPVKIIOYBaHETO Ha TecTa (durypa 47).

3abenexka: o Bpeme Ha onepauumun KaTo akTyanusauus Ha codTyep, Cb3gaBaHe Ha pe3epBHU
Konusl, Bb3CTaHOBSIBaHE, Cb3[aBaHe Ha apxvMBU W OTBapsiHe Ha apXvBW, CKPUAHCENBBLPBT M
aBTOMaTMYHOTO U3Nu3aHe Morat da ce geaktuBupat. OT cbobpaxeHns 3a KnbepcurypHocT ce
npenopbyBa Aa He OcTaBsTe cucTemarta 6e3 Haa3op npes ToBa Bpeme.

durypa 47. CKpMMHCENBBLP, NOKa3BaLl eAVH AOCTLNEH aHaNUTUYEH Moayr.
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6.4 Menio Options (Onumm)

MeHtoTo Options (Onuun) ce oTBapsa OT NeHTaTa € rmMaBHOTO MeHK. B Tabnuua 4 ca pageHu
OOCTbMNHUTE 3a noTpebuTens onumn. OnuMuUTe, KOUTO HE ca AOCTbLMHM, We 6baaT ouBeTeHN B
CVBO.

Ta6nuua 4. MeHio Options (Onuun)

Ume ByToH OnucaHue

[ocTbnHu ca 3a agMUHUCTPATOP, CEPBU3EH TEXHUK U PbKOBOAUTENS
Ha nabopaTopusaTa

ApxuBHM pesyntatu

[locTbnHa 3a noTpebutenu ¢ npaea 3a ynpaeneHue Ha
notpebutenute u notpedutenckute npocpunu.

User Management
(YnpaBneHue Ha noTpebutenute)

Assay Management [ocTbnHa 3a noTpebutenu ¢ Npaea 3a ynpasneHue Ha aHanmau.

(YnpaBneHue Ha aHanusute)

[JoctbnHa 3a notpebuTenu ¢ npasa 3a KOHUrypvpaHe Ha
cucremara.

System Configuration
(KoHdpurypaums Ha cuctemata)

26000

Change Password HoctbnHa e, ako User Access Control (KoHTpon Ha goctbna Ha
(MpomsiHa Ha naponata) noTpebuTenunTe) e BKIOYEH.

6.5 ApxuBHM pesyntaTtu

M3bpaHnTe pesyntatn Morat Aa ce apxvBupar C onuusi 3a nocrnensallo npemaxesaHe, 3a a ce
oceoboan nametr B QIAstat-Dx Analyzer wnu 3a ga ce BbBege nonuTukata Ha Bawarta
opraHusaumsi 3a 3anasBaHe Ha [aHHU. ApxuBMpaHUTe (annoBe CbAbpXKaT BCUYKU BaXKHU
OaHHM 3a UMKNM TecToBe (Hanp. OaHHW 3a KpPWUBM, pe3ynTaTu Ha aHanuTu, obWW AaHHWM C
pe3yntatu u gp.) n MoraT ga ce pasrnexgar no BCSKO BpeMe Ha Bceku anapaT QlAstat-Dx
Analyzer (BuwxTe pasgen 6.5.2).

ApxmBHaTa YHKUMOHANHOCT € AOoCTbnHa npe3 MeHwoTo Options (Onumm). Bb3MOXHO €
Cb3gaBaHe Ha apxuBu ¢ unu 6e3 onums 3a oTCcTpaHsBaHe UNW 3apexaaHe Ha apXxuB.

3a6enexka: Mpu pasrnexgaHe Ha pe3yntaTv OT TECTOBE B apxvB, MMa CamMO OrpaHuveHa
PYHKLUMOHAINHOCT (3a noBeyve MHopMaLms BmxTe pasgen 6.5.2).

6.5.1 CnbsgasaHe Ha apxuB
6.5.1.1 Cb3paBaHe Ha apxuBeH ¢pann 6e3 pyHKUUA 3a OTCTpPaHABaHe

3a cb3pgaBaHe Ha apxuBeH dann dunTpupanTe pesyntaTute, Kouto Tpsabea ga ce apxvsumpar.
HaTucHete Create Archive (Cb3gaBaHe Ha apxvs) U UATpPUpanTe Mo XenaHuTe HavanHa u
KpanHa gata. N3bpaHuat Gpow pesyntaTu ce nokasea Ha ekpaHa. B eaunH apxvseH dann morat
na ce apxusupart go 250 pesyntara.
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3a cb3gaBaHeTo Ha apxvBeH ann morat Aa ce u3bepaT camo Beye KavyeHu U U3Teknu
BUC/MWUC pesyntatu. HatucHete HIS/LIS Uploaded (Kavenn BUC/NINC), 3a pa aktusmpate
Tasu onuus, n HatucHete Create Archive (Cb3gaBaHe Ha apxuB) (Purypa 48).

administrater Archive Results 14:20 2020-05-25

F F LT T L T

e sty Bw,- u_ i

-] 9 (3 4 °
Available - Available ) 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 >

©

Options
HIS/LIS Uploaded >

Remove Results >

©

0 Results Selected
® Cancel

Log Out

®durypa 48. Onuum 3a cb3faBaHe Ha apxvB

3ab6enexka: NMpenopbyBa ce goctaBeHoTO USB yCTPOMCTBO 3a ChXpaHEHUE Aa Cce M3Mnon3Bea 3a
KpaTKOCPOYHO CbXpaHEHUE U NpeHoC Ha AaHHWU. M3non3saHeTo Ha USB ycTpoiicTBo 3a
CbXpaHeHune noanexun Ha orpaHn4YeHns (Hanp. pa3mepa Ha nameTTa Unn pucka ot

npesanuceaHe), kouTo Tpsbea Aa ce B3emaT npesua npeau ynotpeba.

3abenexka: PyHKUMOHANHOCTTa CKPUMHCENBBP € HeakTMBHA MO BPEME Ha Cb3[aBaHe Ha
apxumB. Ako e aktnBupaH User Access Control (KoHTpon Ha gocTbna Ha notpebuTtenuTe), He ce
n3ncKBa NMOBTOPHO BNn3aHe 3a naeHtuduumparne Ha notpebutens. MNpenopbyntenHo e

QlAstat-Dx Analyzer ga He ce octaBsl 6e3 Hag30p No BpeMe Ha Cb3[aBaHe Ha apXxuB.

6.5.1.2 Cb3paBaHe Ha apxuBeH pann ¢ PyHKUMUSA 3a OTCTpaHsiBaHe

BAXHO: ApxvBupaHuWTe ¥ npemaxHaTu pe3yntatm Beye He ce HamwupaT Ha QIAstat-Dx
Analyzer n Hama pga ca 4acT OT ann c pe3epBHO konve Ha cuctemata. CunHo
npenopbYMTENHO € Han-Hanpen Aa Ce HanpaBu Pe3epBHO KOMWe Ha cucTemara npegu ga ce
NpoabIDKU CbC Cb3faBaHe Ha apxvBeH dann ¢ pyHKUMSA 3a OTCTpaHsiBaHe. 3a Cb3faBaHe Ha
pe3epBHO Konue Ha cuctemarta BuxTe Pasgen 6.8.9.

Ako n3bpaHuTe pesyntatu TpsbBa ga ce apxmBupart n npemaxHat ot QIAstat-Dx Analyzer,
NPoAbIKETE CbC Cb3OaBaHETO Ha apxvMBHUS dain, kakTo e onucaHo B Pasgen 6.5.1.1 un
akTuBMpanTe pyHKUMATA 32 OTCTPaHsIBaHe.
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HatucHete Remove Results (MpemaxBaHe Ha pe3ynTaTuTe) U aKTUBUpaWTe NpemMaxBaHeTo.
AKO Cb3[aBaHETO Ha apXuWBHWUA paiin e ycnelwHo, u3bpaHuTe peaynTaTM aBTOMaTUYHO ce
oTcTpaHsieaT oT QlAstat-Dx Analyzer (®urypa 49).

administrater Archive Results 14:21 2020-05-25
L e e |
| ==7] = = | ==7] °
r r
‘I Available ) Available \_% Available ‘/l Available
Run Test
ARCHIVING Create Archive
: Start Date  2020-05-24 > Hemove (
Create Archive > Results )
Open Archive 5 Start Time  14:20 > Select to remove View

corresponding results Results
from this analyzer after
archive was created.

End Date  2020-05-25>

©

End Time 14:20 >

HIS/LIS Uploaded > Waming: g
Removed results can only
Remove Results > be viewed on QlAstat-Dx @
0 Results Selected
- Log Out
U Cre hive ® Cancel

®urypa 49. ExpaH ¢ onuus 3a Remove Results (MpemaxsaHe Ha pe3ynTtaTute)

3ab6enexka: NpemaxHaTuTe pesyntatu Beye He ca Hanvue B QlAstat-Dx Analyzer. dyHkuunte
3a oTnevyaTBaHe U OT4YeT, KakTo M kauBaHeTo Ha BUC/MTNC He ca Bb3MOXHW cref yCneLHo

npemaxsaHe.

3a6enexka: MNpenopbysa ce goctaBeHoTo USB yCTPOMCTBO 3a CbXpaHeHWe Aa ce u3nonaea 3a
KPaTKOCPOYHO CbXpaHeHWe 1 NPeHOC Ha AaHHW. MisnonssaHeTo Ha USB ycTpoincTeo 3a
CbXpaHeHWe MOAMEXN Ha OrpaHNYeHus (Hanp. pasmMepa Ha nameTTa Unu pucka ot

npesanuceaHe), KOUTO TpsibBa fa ce B3emaT Npeasua npeau ynotpeba.

3abenexka: PyHKUMOHANHOCTTa CKPUAHCENBBP € HeaKTMBHA MO BPEME Ha Cb3[aBaHe Ha
apxuB. Ako e aktuupaH User Access Control (KoHTpon Ha gocTbna Ha noTpebutenure), He ce
n3ncKBa NOBTOPHO BNn3aHe 3a naeHtuduumpaHe Ha notpebutens. MNpenopbynTenHo e
QlAstat-Dx Analyzer oa He ce ocTaBsi 6€3 HaA30p NO BPEME Ha Cb3[laBaHe Ha apXxuB.

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020

60



6.5.2 OTBapsiHe Ha apxuB

ApxunBHU hainose, Cb3gafeHn C TekylaTta unm ¢ no-ctapa Bepcusi Ha NPUNoXHUsa codptyep Ha
QlAstat-Dx morat ga ce oTBapaT caMo 3a pasrnexaaHe. HatucHete Open Archive (OTtBapsiHe
Ha apxvB) W 3apefeTe xenaHus apxveeH chann. Cnea ycnewHo 3apexaaHe Ha JafeH apxuB,
HaTucHeTe View Archive (PasrnexgaHe Ha apxuB). [1o BpeMe Ha pasrnexgaHe Ha apXvMBHUTE
pesynTatu He mMoraTt ga 6bAaaT cTapTMpaHu HOBUM UMKNW. 3aTBopeTe apxuBHus chann ¢ 6yToHa
Close Archive (3aTBapsiHe Ha apxvB), 3a Aa ce BbpHeTe B CTaHgapTHaTa OyHKUMOHANHOCT
(Purypa 50).

admistrator Archive Besulta
DESETTEEIEY SRS _F
= = = -

/ /
| Avaitable £ Available oJ Available “+ Available

ARCHIVING

View
Archive

Click View Archive’ to browse the content

ick Close Archive’ o regain regular functionality. °

Close
Test | Done Archive

®urypa 50. OTBapsiHe Ha apXUBEH eKpaH

3ab6enexka: MNMpenopbyBa ce goctaBeHoTo USB yCTPOMCTBO 3a CbXpaHeHMe Aa ce 13nonaea 3a
KpaTKOCPOYHO CbXpaHEHWEe U MpeHoc Ha AaHHu. WM3nonssaHeto Ha USB yctpoiictBo 3a
CbXpaHEeHWe MOANEeXn Ha orpaHudeHust (Hanp. pasmMepa Ha nameTTa WnuM pucka oT
npesanuceaHe), kouTo TpsibBa Aa ce B3emaT npeasua npeaw ynotpeba.

6.6 YnpasneHue Ha noTpedbutenute

MpunoxHnat codtyep QlAstat-Dx nogabpxa pasnuyHuM cueHapum Ha wusnonssaHe. 3a
ynpasfeHneTo Ha NnoTpebuTenuTe 1 NpasaTta ca Bb3MOXHW CNEAHNUTE PEXUMM:

® Pexum ,Single User* (EgnH notpebuten): User Access Control (KoHTpon Ha goctbna Ha
noTpebutenute) e usknioyeH u notpebutenute, srnesnu B QlAstat-Dx Analyzer 1.0, He ce
KOHTponupat. Benukn dyHkumm n Bb3MoxxHocTu Ha QlAstat-Dx Analyzer 1.0 ca gocTbMHM 3a
BCUYKM NOTpebutenu 6e3 orpaHn4eHus.

o Pexum ,Multi-User* (MHoro notpebutenn): User Access Control (KoHTpon Ha goctbna Ha
noTpebutennTte) e BKIOYEH 1 NoTpebutenuTe Tpsibea Aa BNM3aT, Npeav Aa morat aa
pabotaTt ¢ QlAstat-Dx Analyzer 1.0. enctBusaTa, KOUTO MoraT Aa M3BbPLLUBAT, ca
orpaHuyeHun 1 onpeaeneHn cbobpasHo NoTpebuTenckuTe UM NPoUnu.

3ab6enexka: Onuuata User Management (YnpaeneHue Ha notpebutennte) e 4OCTbMNHA Camo
3a notpebutenn ¢ npocpun ,Administrator* (AgmunnctpaTtop) wmnm ,Laboratory Supervisor*
(PbkoBoauTen Ha nabopatopus).
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3abenexka: User Access Control (KoHTpon Ha gocTbna Ha noTpebutenute) moxe ga ce
BKINtOYBA W WM3KkNMo4Ba B HacTponkute General (O6wm) nog System Configuration
(KoHdpurypauus Ha cuctemara) B MeHtoTo Options (Onuun).

Onuunata User Management (YnpaBneHve Ha noTpebutenuTe) no3sonsisa Ha notpebuTtenu c
npocounn ,Administrator* (AgmuHuctpatop) un ,Laboratory Supervisor (PbkoBoguTen Ha
nabopatopus) ga AobassaT HOBU noTpebutenu B cucTemara, Aa onpefensat TexHUTe npasa u
noTpebutencku npodunu 1 aa BKMOYBaT M U3KMNoYBaT NoTpedutenu.
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3abenexka: CunHo npenopbunTenHo e Aa ce aktnsmnpa User Access Control (KoHTpon Ha
JocTbna Ha noTpebutenute). B pexxum Ha nsnonssaHe oT eauH notpebuTten, notpebutensT
“Ma BCUYKM agMMHUCTPATOPCKM NpaBa 6e3 KOHTPon Ha NnoTpebuTenute, KOMTO BNU3aT B
QlAstat-Dx Analyzer. Hanuvue ca BCu4kn oyHKUMM 1 XapakTepucTuku 6e3 orpaHmdenunst. OcBeH
TOBa € CUITHO NPENOPBLYUTENHO NPU MbPBOTO BfM3aHe Aa ce Cb3hafe Han-Manko eavH
noTpebutenckn akayHT 6e3 pongara Ha ,Administrator* (AogmuHucTpaTop). AKo eavH noTpebuten
Ha QlAstat-Dx Analyzer nanbnHsea pasnuyHn NoTpedbuTenckn ponu, BKIIOYUTENHO U ponaTa Ha
»+Administrator® (AoMmMHUCTpaTop), ChbLUEeCTBYBa rONsAM pUCK 4OCTBNBLT A0 codpTyepa aa ce

6rokmpa HanbNHO, ako NnoTpebutenaT 3abpasu cBOATa Nnapona.

B Tabnuua 5 ca gageHu goctbnHuTe B QlAstat-Dx Analyzer 1.0 notpebutencku npogpunu.

Ta6nuua 5. Motpe6utencku npodunu B QlAstat-Dx Analyzer 1.0

MoTpe6uTenckun MpaBa Mpumep
npocun
Administrator MbnHn OTroBopHuk 3a anapata/UT
(AgMuHucTpartop)
Laboratory [obaBsiHe Ha HOBM NoTpebuTenu PbkoBoauTen Ha nabopatopus
Supervisor BbBexgaHe Ha HOBU aHaruau B KOHTUHrEHTA
(PbkoBoaMTEN Ha
nabopatopus) M3nbnHeHve Ha aHanuav 1 Npernea Ha pesyntaTure ot

BCUYKM NOTPEGUTENN U reHepMpaHe Ha NOMOLLHM NakeTu
Advanced User M3nbnHeHne Ha aHanuan Mukpo6wvonor, nabopaHT
(Motpe6uren c Mpernen Ha NoapOBHM Pe3ynTaTh OT CBOM TECTOBE
paswipeHm (HanpuMep rpadukn Ha aMnNUdUKaLMS 1 Np.) 1
npasa) reHepupaHe Ha MOMOLLHW NaKkeTy
Basic User M3anbnHeHve Ha aHanuan 3apaBeH cneuuanuct (Hanpumep
(ObukHoBeH Mpernen Ha peaynTaTi oT cBou TecToBe 6es nogpobHocT  MEANLIMHCKa CecTpa, Nekap,
notpe6uten) o6LonpakT1KyBaLy, nekap v ap.)

(Hanpumep NONMOXUTENHW/OTPULATESTHU PesyrnTaTh) 1
reHepvpaHe Ha MOMOLLHM NakeTu

6.6.1 [ocTbn v ynpaBneHne Ha cnucbka ¢ noTpebutenute

M3nbnHeTe cnegHuTe CTbMkK, 3a Aa OTBOpUTE CNNCHKa C n0Tpe6|/|Ten|/|Te Ha cucrtemata U aa
' ynpasndaBare:

1. HatucHete 6yToHa Options (Onuun) n cnep ToBa 6yToHa User Management (YnpaeneHue
Ha noTpebutenute), 3a A4a koHdurypupate notpebutenute. EkpanbT User Management

(YnpaBneHue Ha noTpebuTenute) ce nokassa B obnactra 3a CbabpXaHue Ha gucnnes
(dpurypa 51).
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admutistrator User MGMT 14.49 2017-03-30

| Available °

Run Test
USER

administrator > e
>

technician
View

Results

labuser >
Optione
Log Out
2P Add user ve & cance

®urypa 51. EkpaubT User Management (YnpaBneHue Ha notpebutenure).

W3BepeTe noTpebuTens, ¢ kKOMTO e paboTuTe, OT CNMCbKa B nsiBaTa rpada Ha obnactTa

3a cbabpxaHue (purypa 52).

admistrator User MGMT 1449 201703-30

Available °

Run Test

USER USER OPTIONS
administrator » e
technician > e
labuser > . Results
User Active @
Options
Assign user profile >
Assign Assays > @
Accau Ctatictire Y LogOu'.
28 add user E s & cancel

®durypa 52. U360p 1 ynpaBneHue Ha noTpedéuTenu.

2. "

O
O

36epeTe 1 npomMeHeTe crneaHuTe onunn, KakTo e Heobxoanmo

User Name (MoTtpebutencko nme): NMokassa NnoTpebntenckoTo nme.

Password (Mapona): MNo3Bonsiea npomsiHa Ha NaponaTa 3a To3u noTpeduten

User Active (AkTuBeH notpebuten) (yes/no (ga/He)): MNo3Bonsaea Aa ce NpoMeHu ganv
noTpebuTensT e akTUBeH, UNu He. HeakTMBHUTE NOTpedbuTenn He MoraTt Aa BNM3aT Unu
[a u3BbpLUBaT AEWCTBNA B cucTeMaTa.

Assign User Profile (3agaBaHe Ha noTpebuTtencku npodwun): MNo3sonsBa 3agaBaHe Ha
pasnuyeH notpeduTtenckn npocun 3a To3m notpebuten (Hanpumep Administrator
(AomunncTpatop), Laboratory Supervisor (PbkoBoguten Ha nabopartopus), Advanced
User (MoTpebuTen ¢ paswmpeHun npaea), Basic User (ObukHoBeH notpebuten)).
M3bepeTe cboTBETHMA NOTpebUTENCcKM Npodun OT cNucbka B ASCHaTa YacT Ha
obnactTa 3a cbabpxaHue (durypa 53).
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admuistrator User MGMT 1203 20170703

l Available °

Run Test
USER USER OPTIONS USER PROFILE
administrator > Administrator e
technician > i Laboratory Supe... View
ppan B Advanced User - fissaite
User Active & Basic User @
Assigh user profile. 5 Service Technician Options
Assign Assays >
Assay Statistics > @
Log Out

28 add user B save ® cancel

®urypa 53. 3agaBaHe Ha npodunu Ha noTpebuTenu.

Assign Assays (3agaBaHe Ha aHanuan): MNo3BonsiBa onpeaensHe Ha aHanuau ot 6asaTa
[AaHHW, KOUTO NOTPEBUTENAT MoXe Ja M3BbpLUBA. V3bepeTe aHanM3nTe OT CnMcbKa

OTAACHO Ha obnacTTa 3a cbabpxaHue (cdurypa 54).

admnistrator User MGMT 1445 20170330
l Available °
Run Test
USER USER OPTIONS ASSAYS
administrator > Resp Panel % e
technician > sy View
labuser > T
User Active @' ) @
Assign user profile > teticrs
Assign Assays b
Assay Statistics > @
Log Out
28 add user E] 2 @ cancel

durypa 54. 3agaBaHe Ha aHanu3u Ha noTpeGuTenu.

O Assay Statistics (Ctatuctuka 3a aHanmsa): lNoka3sa KOnko MbTu € 6un n3anbnHeH eauH
aHanu3 ot n3bpaHusi notpeduten (dpurypa 55).
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admistrator User MGMT 1450 201703-30

Available °

Run Test

USER USER OFTIONS ASSAY STATISTICS
administrator > Resp Panel e
technician > —" ] e
labuser > frosilie
User Active & @
Assign user profile > teticrs
Assign Assays >
Assay Statistics > @
Log Out

28 add user E s & cancel

®urypa 55. lNpernen Ha cTaTUCTMKA 3a aHanu3a.

3. HatucHete Save (3anuc) n Confirm (MoTebpxaaBaHe), 3a Aa 3anuLleTe NPOMEHUTE.
MoxeTe cbLyo Taka Aa HatucHeTe Cancel (OtmaHa) n Confirm (MoTebpxaasaHe), 3a Aa

aHynuparte npoMeHuTe.
6.6.2 [obaBsiHe Ha noTpebuTenu

M3nbnHeTe cnegBawmte CTbMkM, 3a pga pJobaeute HoBu notpebutenn B QlAstat-Dx
Analyzer 1.0:

1. HatucHete 6yToHa Options (Onuuu) n cnep ToBa 6ytoHa User Management (Ynpasnexue
Ha noTpebutenuTe), 3a Aa koHdurypupate notpedutenmte. EkpaHbT User Management
(YnpaeneHve Ha noTpebutenuTe) ce nokasea B 06nacTTa 3a cbabpXaHue Ha gucnnes
(cpurypa 56).

acmistrator User MGMT 1723 20170330
Available °
Run Test
USER USER OPTIONS
administrator » & Name e
technician > -
labuser > ! Results
’ ©
User Active L

Options
Assign user profile >

? @
b Log Out

28 add user = ® cancel

®durypa 56. [lo6aBsiHe Ha HOB noTpe6uTen.
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2. HatucHete Add User ([Job6aBsHe Ha noTpeGuten) B AonHaTa NsiBa YacT Ha ekpaHa, 3a ga

nobaBuTe HOB I'IOTp66VITeJ'I B cuctemarta.

3. VsnonssaiiTe BUpTyanHaTta knasuaTtypa, 3a aa sbeefeTe User Name (MoTpe6utencko

ume) n Password (Mapona) 3a HoBusA noTpebuTen.

4. HatucHete Assign User Profile (3agaBaHe Ha noTpeGuTencki npodun) n 3agante
noaxoasAwms Npodmn Ha HOBUSt NOTPedUTen OT CNCbKa OTAACHO Ha obnacTtTa 3a
cbabpxaHue (cdurypa 57).

admunistrator User MGMT 1728 201703-30

Run Test
USER USER OPTIONS USER PROFILE

administrator > er Na Administrator e
newlser
>

technician Laboratory Supe..

View

labuser > = Advanced User Resuits
? ) Basic User v @

User Active L . o
Service Technician Options

Assign user profile >
2 @
b Log Out
28 add user B save & cancel

durypa 57. 3apaBaHe Ha noTpe6GuTencku npodun Ha HOB NoTpe6uTen.

5. HatucHete Assign Assays (3agaBaHe Ha aHanuan) n nsbepete aHanuante (OT NoKasaHUs

CI'IVIC'bK), KOUTO I'IOTpe6VITeJ'IF|T MOXe Oa U3nbliHABa.

6. HatucHete Save (3anuc) n Confirm (MoTBbpxaaBaHe), 3a Aa 3anuwleTe U CbXpaHuTe
HoBaTa nHdopmaums. HoBusaT notpebuten e HaCTpoeH 1 Moxe BegHara fa Brese B
QlAstat-Dx Analyzer 1.0.
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6.7 YnpaBneHue Ha aHanuanTe

OT meHoTOo Assay Management (YnpaeneHue Ha aHanuaunTe) MoxeTe Aa ynpasnsasaTte
aHanusuTe 1 fa usnonaeate cBbp3aHaTa C TsX MHOopMaLUs U CTaTUCTUKA.

3abenexka: Onuuata Assay Management (YnpaBneHue Ha aHanu3uTe) e 4OCTbMNHA camo 3a
notpebutenn ¢ npodpun ,Administrator* (AgmunuctpaTtop) wunu ,Laboratory Supervisor®
(PbkoBoauTen Ha nabopatopus).

6.7.1 YnpasneHune Ha JOCTbMHUTE aHaNu3n
Ananusute Ha QlAstat-Dx Analyzer 1.0 ce ynpaBnsiBaT CbC CriegHuTe onepawuuu:

1. HatucHete 6ytoHa Options (Onuun) n cnep ToBa 6yToHa Assay Management
(YnpaBneHue Ha aHanuanTe), 3a 4a oteopute ekpaHa Assay Management (Ynpasnexue
Ha aHanuanTe). [locTbnHUTE aHanunau ca u3bpoeHun B NbpBaTa rpada Ha obnacrtrta 3a
cbabpxaHue (cdurypa 58).

adimunistrator Assay MGMT 1450 20170330
Available °
Run Test
AVAILABLE ASSAYS 08437015450506
Resp Panel > Assay active (A, e
ssay |l View
08437015450506 Results
Respiratory Panel @
1 'r_' ¥ Options
Assay Notes >
Type of Samples > @
Log Out
[ import ] sa ® cancel

®urypa 58. YnpaBneHvue Ha AOCTbNHUTE aHanNnu3wn.

2. WN3GepeTe MMETO Ha aHanu3a, ¢ KOWToO e paboTuTe, B nsiBaTa rpada Ha o6nacrta cbe
CbabpXaHue.

3. WN3bepeTe egHa oT n3bpoeHnUTe B Tabnuua 6 onuun.
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Ta6nuua 6. OnuuK 3a ynpaBrieHre Ha aHanusmn

Onuusa

OnwucaHue

Assay Active

(AKTMBEH aHanwua)

Assay ID (UoeHTudmkaTop Ha aHanusa)
Assay Description (OnucaHve Ha aHanusa)
Assay Version (Bepcus Ha aHanu3a)

LIS assay name (Mme Ha aHanusa B JIUC)
Assay Notes (Benexkun kbM aHanvaa)

Type of Samples
(Bupgose anukBoTHU YacTu)

List of Analytes (Cnucbk ¢ aHanuti)

List of Controls (Cnucbk ¢ koHTponu)
Assay Statistics (Ctatuctuka 3a aHanusa)

Tosmn 6yTOH Nno3BOJIsiBa 3ajaBaHe Ha aHann3a KaTto akTuBeH unu
HeaKTUBEH.

3abenexka: Kacetn 3a aHanu3 QlAstat-Dx 3a onpegeneH aHanus morat
[a ce TecTBaT CamMo ako aHanu3bT € aKTUBEH.

MNoka3Ba naeHTUUKaLMOHHNA HOMEP Ha aHanuaa.
Moka3Ba MMeTO Ha aHanu3a.

Moka3ssa BepcuaTa Ha aHanmsa.

Moka3ea MHopmauus 3a aHanusa B JIVIC.
Moka3Ba gonbnHUTENHa uHopMaums 3a aHanusa.

Moka3sa cnucbk ¢ pasnuyHnUTe BUAOBe arnKBOTHU 4YacTun, NoaoAbpXaHU
OT aHanusa.

Moka3Ba CNUCHLK C aHanNUTUTE, KOMTO Ce OTKPMBAT U UAeHTMdMLMpPaT oT
aHanusa.

Moka3Ba CNUCHK C KOHTPONMHUTE aHanNMTU, U3NON3BaHW B aHanmaa.

Moka3Ba 6post Ha BcuykM n3nbnHeHn Ha QlAstat-Dx
Analyzer 1.0 TecToBe 3a U3bpaHus aHanu3, kakto u 6pos Ha
NONOXWUTENHUTE, OTPULATENHNUTE, HEYCMELLUHUTE Y OTMEHEHUTE TECTOBE.

6.7.2

MMHOpTMpaHe Ha HOBU aHalnn3un

Hosu aHanusu Ha QlAstat-Dx Analyzer 1.0 ce umnopTupat B cnegHaTta nocrnefoBaTenHocT:

1. MoctaBeTe USB ycTpoOMCTBOTO 3a CbXpaHeHWe, KOeTo Cbabpxa dannoseTe ¢

nedunHmunnTe Ha aHanmnaute, B USB nopta Ha QlAstat-Dx Analyzer 1.0.

3abenexka: Mpenopbysa ce goctaBeHoTo USB ycTPoNCTBO 3a CbxpaHeHue Aa ce

N3non3Ba 3a KPaTKOCPOYHO CbXpaHeHue 1 NpeHoc Ha gaHHu. ManonasaHeTo Ha USB

yCTpOVICTBO 3a CbXpaHeHne noanexun Ha orpaHn4eHns (Hanp. pa3mMmepa Ha namMmeTTa Unn

pvcka OT npe3anucBaHe), KouTo TpsibBa Aa ce B3emaT npeasua npeau ynotpeba.

2. 3a pa vmnopTtupaTte HoBuTe aHanuam B QlAstat-Dx Analyzer 1.0, HaTucHeTe ByToHa

Options (Onuun), cneg koeto — 6yToHa Assay Management (YnpaBneHve Ha aHanusure).

EkpaHbT Assay Management (YnpaBneHve Ha aHanuauTe) ce nokassa B obnacTra 3a

cbabpkaHue Ha gucnnes (durypa 59).

AVAILABLE ASSAVS

[ meer

Assay0l

:Q

s
S,?

i

T

B s @ cwnon

®durypa 59. EkpaH Assay Management (YnpaBneHue Ha aHanusuTe).
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HaTucHeTe nkoHaTa Import (MMnopTupaHe) B onHaTa NsiBa YacT Ha ekpaHa.

4. WN3bepeTe daina c aeduHMLMATA Ha aHanusa, KoMTo e ce nmnoptupa ot USB
YCTPOWCTBOTO 3a CbxpaHeHne. 3a Aa 6bae pa3no3HaT oT cuctemaTta, hannbT C

AeduHnuMATa Ha aHanusa TpsbBa Aa ce Hamupa B rnaBHaTa narka.
5. Ue ce nokaxe AManoros nposopel 3a NOTBbPXK4aBaHe Ha kauyBaHeTo Ha chaina.

6. Moxe fa ce nokaxe AManoros Npo3opeL| 3a 3aMeHsiHe Ha TekyllaTa Bepcus ¢ HoBa.
HatucHeTe yes (oa) 3a 3amsHa.

7. AHanusbT cTaBa akTUBeH npu n3bupaHe Ha Assay Active (AkTuBeH aHanus) (dpurypa 60).

AVAILABLE ASSAYS Assay0l T Thet

B won Bl e @ tmce

®urypa 60. AKTUBUpaHe Ha aHanu3a.

6.8 KoHdurypupaHe Ha QlAstat-Dx Analyzer 1.0

B meHioTo System Configuration (KoHdurypaums Ha cuctemarta) moxeTe Aa ynpasnsiBate
cuctemarta QlAstat-Dx Analyzer 1.0 u ga 3agaBate cneumduyHUTE 3a pervMoHa napameTpu.

6.8.1 PervoHanHu HacTpomnku

PernoHanHute Hactpovikn Ha QlAstat-Dx Analyzer 1.0 ce KoHdurypupat cbC cnegHute
onepauum:

1. HartucHete ByToHa Options (Onuun), cneg koeto — 6yToHa System Configuration

(KoHdurypauumst Ha cuctemara).

2. WsbepeTe Regional (PervoHanHn) oT cnncbka Settings (HacTpoliku) B nsiata rpada.

M3bepeTe 1 3agarite HacTporknTe B Tabnumua 7, ako e Heob6xoaumo.
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Ta6nuua 7. ocTbNHM permoHanH

W HacTPOWKM

Time Zone (Yacosu nosic)

Date format
(Popmat Ha patara)

Date separator
(PaspenuTten Ha parara)

Time format
(Popmat Ha Yaca)

Language (E3uk)

Hacrtpoiika OnwucaHue
Date (Jata) 3apaBa cuctemHaTa gata (rogvHa, meceu, AeH) (dburypa 61 no-gony)
Time (Yac) 3agaBa CUCTEMHUS Yac (YacoBe, MUHYTK)

3agaBa YacoBus Nosic Ha cuctemara

3apaBa dopmaTa Ha aataTta. BeaMoxHu ca cnegHute onumu (durypa 62 no-gony):
oa-MM-Irrrr

oa-MM-Irr

MM-OA-TTTrr

ITrr-MM-A4 (no noagpasbupaxe)

rm-mMm-ga

3apaBa pasgenutens Ha gatarta. BbamoxHu ca cnegrute onuum (cpurypa 63 Ha
crneppalyara cTpaHuua):

— (no nogpasbupaHe)

W

3apaBa dopmaTa Ha Yaca. BbaMoxHu ca cnegHute onumu (dburypa 64 Ha
cregpalyara cTpaHuua):

24 yaca (44:MMm:cc) (no nogpasbupaHe)

12 vaca (44:Mm:cc cyTpuH/cnenoben)

AHrnuiickn (no nogpaséupaxe)

System Config 1451 20170330

Available
Run Test
SETTINGS REGIONAL SETTINGS DATE
Regional > Date > e
General > Time 2 ° ° View
Printer > Time Zone > iF 03 30 gouie
Network > Date Formal > ° ° @
System Log > Date Separator > Options
Technical Log > Time Format >
Version Info > Language > @
3 Log Qut
() cancel
®durypa 61. 3agaBaHe Ha cucTeMHarTa Aara.
adminisirate System Config 14:52 20170330
(>
Run Test
SETTINGS REGIONAL SETTINGS DATE FORMAT
Regional b Date 2 DD-MM-YYYY e
General bl Time > DD-MM-YY P
View
Printer > Time Zone > MM-DD-YYYY i
Metwark > Date Format > ¥YYY-MM DD - @
System Log > Date Separator b YY-MM-DD Options
Technical Log > Time Format >
Version Info > Language > @
3 Log Qut
() cancel

®durypa 62. 3agaBaHe Ha chopmart 3a cucTemHaTa gara.
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adminigrator System Config 1452 20170330

| Available

Run Test
SETTINGS REGIONAL SETTINGS DATE SEPARATOR
Regional > Date > 2017.03.30 e
General > Time > 2017-03-30 4 -

View
Printer > Time Zone > 2017_03_30 i
Netwark > Date Format > 20017/03/30 @
System Log > Date Separator > 2017:03:30 Options
Technical Log > Time Format >
Version Info > Language > @
- Log Qut
() cancel

®durypa 63. 3agaBaHe Ha pa3genuTern 3a CMCTeMHaTa aarta.

adminisrates System Config 1452 20170330
| Available °
Run Test
SETTINGS REGIONAL SETTINGS TIME FORMAT
Regional > Date > 24 hours i e
& 12 my/prv
General > Time > 2 hours (am/pm) View
Printer > Time Zone > i
Network > Date Format > @
System Log > Date Separator > Options
Technical Log > Time Format >
Version Info > Language > @
- FX— -3 Log Qut
() cancel

®durypa 64. 3agaBaHe Ha hopmaT 3a CUCTEMHUSA Yac.

6.8.2 Hactpouku 3a BUC/JINC

BwxTe pasgen 7.

6.8.3 OO6LUM HACTpPOMKK

O6wwte HacTponkn Ha QlAstat-Dx Analyzer 1.0 ce NpOMeHAT CbC CrieaHUTe onepauum:

1. HatncHete 6yToHa Options (Onuun), cnep koeto — 6yToHa System Configuration
(KoHdurypaums Ha cuctemara).

2. WN3Gepete General (O6wwm) oT cnucbka Settings (HacTtpoiikv) B nsiBata rpada. N3bepete n
3apaniTe onuumTe B Tabnuua 8 (Ha cnegpaliaTa cTpaHuua), ako € Heobxoammo.
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Ta6nuua 8. Bb3MOXHM 06N HACTPOWNKK

HacTtpoiika

OnucaHue

User Access Control (KoHTpon Ha
[ocTbna Ha noTpebutenure)

Automatic log-off time (Bpeme 3a
aBTOMaTW4YHO U3NU3aHe)

Require password before
executing assay (M3ucksa napona
npeau N3nbiHeHne Ha aHanma)

Use Patient ID (M3non3BaHe Ha
MOEHTUUKATOP Ha NaLMeHT)

Prefer Patient ID Bar Code
(MbpBoO Gapkoa ¢ uaeHTUdrkaTop
Ha NaumneHT)

Patient ID Mandatory
(3agbmxuTeneH naeHTudukaTop
Ha naumeHT)

Sample ID Mandatory
(3agbmxuTteneH naeHTudukaTop
Ha anuKBOTHa YacT)

Prefer Sample ID Bar Code
(MbpBO Gapkoa ¢ uaeHTUdrkaTop
Ha anuKBOTHa YacT)

Exclude Modules (M3kntouBaHe Ha
Mopynn)

Number of Results per Page
(Bpoi pesynTaT Ha cTpaHuLa)

Show Previously Logged-in User
IDs (MokasBaHe Ha
naeHTMdUKaTopuTe Ha Brneanute
npeav notpeburenu)

Require Password to Log In
(M3nckBa napona 3a Bnv3aHe)

Restore Factory Default
(Bb3cTaHoBsiBaHe Ha
habpuyHUTE HACTPOVKM NO
noapasbvpaHe)

Bknitousa User Access Control (KoHTpon Ha gocTbna Ha notpebutenurte), KOMTo
M3KCKBa OT BCUYKU MOTPEGUTENM Aa BN3aT B cucTeMaTta v orpaHuyaBa AencTeusiTa
Ha noTpebuTenuTe camo A0 paspeLleHnTe OT TeXHUS noTpebuTencku npodun.
KoraTo Ta3u onuus He e BKkNioYeHa, notpebutenure He ce pasrpaHuyasart. Beuuku
hyHKUMM We 6baaT AOCTBLIHK, BCE €OHO Ce U3MbIIHABAT OT npoduna ,Administrator”
(ABMUHUCTPaTOP).

Tasu onuus e BKIloYeHa no noapasdupaxe.

AxTnBHa e camo ako User Access Control (KoHTpon Ha gocTbna Ha noTpebutenuTe)
€ BKIoYeH. Tasn HacTpoika onpeaers BpeMeBust UHTepBarl, crnep KomTo
noTpebuTensT aBTOMaTUYHO M3M13a OT cUcTeMaTa, Thil KaTo He € U3BbPLLAN HUKaKBU
npencteusi ¢ QlAstat-Dx Analyzer 1.0. lonyCTUMUAT AnManasoH € oT 5 MUHYTU A0

99:59 yaca. Mo nogpas6upaHe: 30 MUHYTH.

[encTBusa Ha noTpeduTtens — HanpuMep NPUABMXBaHE Ha Kypcopa, KIMKBaHWS,
HaTuCKaHe Ha KNaBuLL Ha BbHLUHATA KraBuaTypa Ui JOKOCBaHe Ha CEH30pHUS
eKpaH — HynmpaTt BpeMeTo 3a aBTOMaTU4HO U3nn3aHe.

AKO Npeay aBTOMaTUYHOTO M3NM3aHe NOTPedUTENAT e BbBEN AaHHW (Hanpumep B
ekpaHa Run Test (M3nbnHeHne Ha TecT)), Te Wwe 6baar 3arybeHn.

AxTBHa e camo ako User Access Control (KoHTpon Ha gocTtbna Ha notpebutenuTe)
e BkoYeH. KoraTo Tasn HacTpoiika e akTvBupaHa, BCU4kv noTpebutenu we Tpsbea
[[a BbBexaaT napona crnef HatuckaHe Ha 6ytoHa Confirm (MoTebpkaaBaHe) npeau
V3MbIIHEHWE Ha aHanm3.

Korato e aktuempaHa onuusTta Use Patient ID (M3non3eaHe Ha naeHTuduKaTop Ha
nauveHT), copTyepbT Ha QlAstat-Dx Lie fgafe Bb3MOXHOCT Ha noTpebutenute aa
BbBeaar unu ckaHvpar Patient ID (MgeHTudmkaTop Ha NaumeHT), 4okaTo ce
noaroTBAT 3a U3MbIHEHWE Ha TecT (BwxkTe pasgen 5.3).

Onpepens fanv noTpebuTenuTe e nonyyasaT ykasaHue MbpBO Aa CKaHupaT
naeHTUMKaTOpa Ha nauveHTa ¢ 6apkoa YeTela.

Mo noppas6upane: Disabled (MU3kntoyeHa).

AkTMBHa e camo ako onuusaTta Use Patient ID (M3non3eaHe Ha naeHTUdMKaTop Ha
nauveHT) e BkntoyeHa. Korato e akTuBupaHa, notpebutenvte TpsioBa fa BbBeaat
VAEHTUMKATOP Ha NaLMEHT, NPeay Aa U3MbAHAT aHanua. Korato He e akTvBupaHa,
noTpebuTenuTe Moxe Aa He NoMbIIBaT MONETo 32 UAEHTUGUKATOP Ha MaLMEHT.

Mo noppas6upane: Disabled (MU3kntoyeHa).

Korato e aktuempaHa, notpebutenunTe Tpsibea Aa BbBeAaT naeHTMdmKaTop Ha
anvKBOTHa YacT, Npeau Aa U3MbIHAT aHanua. KoraTo He e akTvBupaHa,
notpebutenunTe Moxe Aa He NOMbIIBAT NOMNETO 3a MAEHTUGUKATOP Ha annKBOTHA YacT
n QlAstat-Dx Analyzer 1.0 aBTOMaTU4HO LLie reHepupa yHUKaneH ngeHtudmkaTop.

Mo nogpas6upane: Disabled (M3kntoueHa).

Onpegens aanu notpedutenure Le nonyyaeat ykasaHue Mbpso Aa ckaHupat Sample
ID (MpeHTUdMKaTOp Ha anuKBoTHaTa YacT) ¢ 6apkos Yetela.

Mo noppas6upane: Disabled (M3kntoyeHa).

[laBa Bb3MOXHOCT onpeaeneHn aHanuTU4YH Moaynn Aa ce U3KIioYBaT oT

M3MbIHEHVETO Ha TecToBe. ToBa Moxe Aa 6bae NonesHo, ako MMa CbMHeHVe 3a
HEM3NpaBHOCT B HAKOW MOZYI.

Mo nogpas6upane: Disabled (MU3kntoueHa).

Tasu HacTpoiika onpeaens Komko pesyrntara ce nokasear Ha CTpaHuLa B ekpaHa View
Results (Mpernen Ha pesynTaTtuTe).

AxTnBHa e camo ako User Access Control (KoHTpon Ha gocTbna Ha noTpebutenute)
e BKntoyeH. KoraTo Tasu HacTpoiika e BKoYeHa, B ekpaHa 3a Briv3aHe Lie ce nokassa
CMMCBKBLT Ha BNU3anuTe 0 MOMeHTa noTpedutenu.

Mo noppas6upare: Enabled (BkntoyeHa).

AxTnBHa e camo ako User Access Control (KoHTpon Ha JocTbna Ha noTpebutenuTe)
e BKrntoyeH. KoraTto Tasu HacTpoiika e BKIoueHa, BCuYky notpebutenu Tpsioea aa
BbBeJaT naponarta, 3a Aa Bna3sat. Korato e uskniodeHa, 3a Bfim3aHe e Heobxoaum
camo User ID (MipeHTndbrkaTop Ha notpeburen).

Mo nogpasbupaxe: Enabled (BkntoveHa).

Mo3BonsiBa Bb3cTaHOBsIBaHe Ha BCUYKM habpuyHN HAacTpOoky no nogpasbupaHe 3a
cuctemara.
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6.8.4 HacTponkun Ha npuHTepa

OnuunaTta 3a HacTpowiku 3a Printer (MpuHTep) no3sonsaBa Aa ce nsbepe CUCTEMHUST MPUHTEP.
QlAstat-Dx Analyzer 1.0 nosBonsiBa W3MNOn3BaHe Ha MPEXOBW MNPUHTEPU WU MNPUHTEPW,
CBbp3aHu ¢ onepatmeHua Mmogyn npe3 USB nopTtoBeTe OT 3agHaTta cTpaHa Ha anapara.

HacTponkuTe Ha npuHTepa Ha QlAstat-Dx Analyzer 1.0 ce NpOMEHAT CbC CNeaHUTE onepaLun:

1. HatucHete 6yToHa Options (Onuun), cnea koeto — 6yToHa System Configuration
(KoHdhurypaums Ha cuctemata).

2. W3bepeTe Printer (MpuHTEp) OT cnMcbka C HACTPOWKK B NsiBaTa rpada.

3. WN3bBepeTe npuHTEpP OT CNMCHKA C AOCTBLMHM NpUHTEpK (durypa 65).

admuistrator Systern Config 1202 20170703

| =1
Available °

Run Test
SETTINGS SELECT A PRINTER

Regional > PRINTER - e
>

General .
senera View

Printer > Results

Network > @

System Log > Options

Technical Log >

Version Info > @

Log Out
® cancel

®durypa 65. U360op Ha cucTemMeH NpuHTEp.

3a vHcTanupaHe Ha npuHTep Ype3 USB unu ethernet, BuxkTe Mpunoxenne 11.1.
6.8.5 MpexoBu HAaCTPONKU

Onuusata Network (Mpexa) nossonsiBa cBbp3BaHe Ha QIlAstat-Dx Analyzer 1.0 ¢ mpexa,
OOCTBM [0 MpexoBuTe npuHTEpU U Bpb3ka C 6GonHunyHa (BWC) wnm nabopaTopHa
nHgpopmaumoHHa cuctema (IUC). OOGbpHeTe ce KbM MPEXOBUS agMUHMCTpATop 3a
NoApPOBHOCTM 3a KOHUIypUpPaHETO HA MPEXOBUTE HaCTPOMNKM.

M3nbnHeTe criegHUTe CTHIKKM, 3a Aa KOHUrypupaTe MpeXoBUTE HACTPOMKU:

1. HartucHete ByToHa Options (Onuuwn), cneg koeto — 6yToHa System Configuration
(KoHurypauumst Ha cuctemara).

2. W3bepeTe Network (Mpexa) OT cnncbka ¢ HacTpoiiku B nsiBata rpadpa (dpurypa 66).
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System Config 11:50 20170703

Run Test

NETWORK SETTINGS IPvad SETTINGS

? Enable IPv6 4 D Obtain IPv4

i

address autom.

> View
Resulls

Enable IPv4

General >
Printer >
Netwark &
System Log >
Technical Log >
Version Info >

IPv4 Settings b @
'\ (O]
Enalecurs (B ObtainDNS

[E] save (e3] ;Ia;';cel

®durypa 66. KoHdurypupaHe Ha MpexXoBUTe HaCTPOMKM.

W3BepeTe u 3apaiiTe onumnTe B Tabnuua 9 cnopes UHCTPYKLMUTE HA MPEXOBHS!

agMUHUCTPAaTOP.

Ta6nuua 9. MpexxoBu HacTPOWKU

Onuusa

OnwucaHue

Enable IPv6
(BkntoyBaHe Ha IPv6)

Obtain IPv6 address
automatically (ABToMaTU4HO
nonyyasaHe Ha IPv6 agpec)

IPv6 Address (IPv6 agpec)

Subnet Prefix Length (ObmxunHa
Ha npedukca Ha noamMpexara)

Enable IPv4
(BkntoyBaHe Ha IPv4)

Obtain IPv4 address
automatically (ABTomMaTU4HO
nonyyasaHe Ha IPv4 agpec)

IPv4 Address (IPv4 appec)

Subnet Mask
(Macka Ha nogmpexara)

Default Gateway
(lWnto3 no nogpasbupaxe)

Obtain DNS address
automatically (ABTomMaTU4HO
nonyyasaHe Ha DNS agpec)

Preferred DNS Server
(MpepnountaH DNS cbpBbP)

Alternate DNS Server
(AntepHaTnBeH DNS cbpsbp)

BkntouBa nsnonssaHeTo Ha npoTtokona IPv6. MoameHioTo IPv6 Settings
(Hactporiku Ha IPv6) e akTvBHO camo ako ,Enable IPv6" (BkniouBaHe Ha IPv6B) e
BKIHOYEHA.

MossonsBa Ha anapaTa ga nonyyasa IPv6 agpec ot mpexata no DHCP.

3apaBa IPv6 agpeca Ha onepaTvBHUA MOAYN PBYHO. Ta3u onuus e akTuBHa
camo ako ,Obtain IPv6 address automatically” (ABTOMaTM4HO nonyyaBaHe Ha
IPv6 agpec) e usknioyeHa.

Onpepens AbmkuHaTa Ha npedukca Ha IPv6 nogmpexaTta. Tasu onums e
aKTMBHa camo ako ,Obtain IPv6 address automatically” (ABTomaTnyHo
nonyyasaHe Ha IPv6 agpec) e nsknioveHa.

BkntouBa nsnonssaHeTo Ha npoTtokona IPv4. MoameHioTo IPv4 Settings
(Hactporiku Ha IPv4) e akTvBHO camo ako ,Enable IPv4" (BkniouBaHe Ha IPv4) e
BKIIIOYEHA.

MossonsBa Ha anapaTa ga nonyyasa IPv4 agpec ot mpexata no DHCP.

3apaBa IPv4 agpeca Ha onepaTvBHUS MOAYN pbYHO. Tasn onums e akTuBHa
camo ako ,Obtain IPv4 address automatically“ (ABTomaTyHO nonyyaBaHe Ha
IPv4 apgpec) e usknioveHa.

Onpepenst AbmkuHaTa Ha npedukca Ha IPv4 nogmpexaTa. Tasu onumsi e
akTnBHa camo ako ,Obtain IPv4 address automatically (ABTomaT4Ho
nonyyasaHe Ha IPv4 agpec) e nsknoyeHa.

Onpepens wno3sa no noapasbvpaxe 3a IPv6 unu IPv4 B 3aBucrmocT ot
BKITOYEHWS1 NpoToKon. Taam onuus e akTMBHa camo ako ,Obtain IPv6 address
automatically” (ABTomaTu4HO nony4yasaHe Ha IPv6 agpec) nnu ,Obtain IPv4

address automatically* (ABToMaT4Ho nonyyaeaHe Ha IPv4 agpec) e usknioveHa.

MosBonsBa Ha anapaTa ga nonyyasa DNS agpec ot mpexata no DHCP.

Onpepens rnaBHna DNS cbpsbp. Tasu onuus e akTneHa camo ako ,,Obtain DNS

address automatically* (ABTomaTnyHo nonyyaBaHe Ha DNS agpec) e usknioyeHa.

Onpegenst pe3epBHus DNS cbpBbp. Tasm onums e aktTuBHa camo ako ,,Obtain
DNS address automatically” (ABTomaTn4HO nonyyasaHe Ha DNS agpec) e
N3KMoYeHa.
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6.8.6 CuctemeH perncrbp

CncTemMHMAT permcTbp 3anvcea obuia MHgopmaumsa 3a M3MNon3BaHeTO Ha onepaTtuBHUTE U
aHanMTUYHUTE MOoAynu — Hanpumep AobaBsHe UM NpemaxBaHe Ha noTpebutenu, n gobassHe
UNn NpeMaxBaHe Ha aHanuau, BNN3aHWsl, N3nNu3aHusi, ctTapTupaHe Ha TecToBe U Ap. HatucHeTe
6ytoHa Options (Onuumu), cnep koeTo — GyToHa System Configuration (KoHdurypaumsa Ha
cuctemata) n System Log (CuctemeH pernctbp), 3a ga oTBopuTe wuHdOpmauusTa 3a
CUCTEMHUS perucTbp. B LeHTbpa Ha ekpaHa ce nokasea ,System Log Capacity” (Kanauutet Ha
CMCTEMHUA PEerncTbp) U cnep TOBa — CbObPXAHMETO Ha perucTbpa. HatucHete Export Log
File (EkcrnopTvpaHe Ha peructpaumMoHeH ain), 3a [ga ekcrnopTMpaTe CbAbpPKaHUETO

(cpurypa 67).

adminigrator System Config 1453 20170330

Available
Run Test
SETTINGS SYSTEM LOG

Regional >
e Refresh

i

General > Vien
iew

Results
> "

Printer
Network > @
System Log > Options
Technical Log >
Vers I >

‘ersion Info 2 Page 1 of 16 y % @

Log Qut
[B EpotLogFie

®durypa 67. OTBapsiHe Ha CUCTEMHUA PErncTbLP.

3abenexka: 3a MbnHa MOMOLHA MHoOpMauMsa 3a AadeH TeCT UM 3a BCUYKM HeyCneLuHW
TecToBe BMECTO TOBa Ce NpenopbyBa M3MNoMN3BaHeTo Ha PYHKLMOHANHOCTTa 3a MOMOLLEH NakeT
(BuxTe 5.4.7).

6.8.7 WHdopmauusa 3a BepcuaTa n cnopasymeHmne 3a CopTyepHo nuueH3npaHe

HatucHete 6yTtoHa Options (Onuun), cneg ToBa OytoHa System Configuration
(KoHdpurypauus Ha cuctemaTta) u cneg toBa Version Info (MHdopmaums 3a BepcusaTa), 3a Aa
BMAUTE BepcudaTa Ha codptyepa Ha QlAstat-Dx, cepuiiHuTe Homepa, BepcuuTe Ha hbpMyepa 3a
WHCTanMpaHuTe aHanMTUYHW MOAYNN 1 CropasyMeHNETo 3a COPTYEPHO NMLEH3NPaHeE.

6.8.8 AkTyanuaupaHe Ha cuctemaTta
BAXHO: Codtyep Bepcusa 1.1 nnum no-HoBa ce M3NCKBa 3a akTyanusmpaHe fo sepcus 1.3.

Tpsibea oa n3nonssaTe Hail-HoBaTa Bepcusl Ha codTyepa, 3a Aa ocurypute Hai-gobpa paboTa.
MoxeTte pa ce oObpHeTe KbM ,TexHudecko ob6cnyxBaHe“ Ha QIAGEN Ha appec
support.giagen.com 3a CbAeNCTBUE C akTyanusauumTte Ha copTyepa.
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3a pa aktyanusumpate cuctemata QIlAstat-Dx Analyzer 1.0, HaTucHeTe OyToHa Options
(Onuun), cnen ToBa 6yToHa System Configuration (KoHdurypaums Ha cuctemata) u cnep
ToBa System Update (AkTyanusmpaHe Ha cuctemata) . N3bepete cboTBeTHMA .dup dann,
cbxpaHeH B USB ycTpo#icTBO, 3a Aa WHCTanupaTe no-HoBa Bepcus Ha cuctemarta. lle ce
nokaxe cbobLLeHne, KOeTO MpenopbYBa NbPBO Aa Ce HanpaBW Pe3epBHO KOoMnve Ha cuctemarta
(BwxTe pasgen 6.8.9) (durypa 68). Cnea akTyanuanpaHeTo NOTPeOUTENAT MOXe Aa Momnyyu
ykasaHue aa usknodm QlAstat-Dx Analyzer 1.0 u ga ro ctapTMpa OTHOBO.

Making a backup is
recommended before
updating

(@ procesd () cancel

®urypa 68. AKTyanu3ampaHe Ha cuctemara.

3abenexka: 3a ga rapaHTupaTe HaBpeMeHHa akTyanusaums Ha codTyepa oT Bepcusi Ha
cogptyep 1.2 unu no-ctapa e NpenopbYNTENHO Aa cna3saTe crnegpaluara npoueaypa npeau u
cried akTyanusauusra:

Mpean akTyanusaumsTa B Ha4anHusa ekpaH otngete Ha ,Options® (Onuyun) >, System Config”
(KoHdpurypauus Ha cuctemara) > B ,Settings” (Hactporikn) nsbepete ,General® (O6wn) > B
,General Settings* (O6wwn HacTpoWku)

1. NMpeBbpTeTe Hagony (MNb3HeTe Harope) n notbpceTe noneto ,Number of results per
page” (bpown pe3yntaT Ha cTpaHMLa)

2. HatucHete Bbpxy noneto ,Number of results per page” (BpoVi pe3yntatu Ha cTpaHuua)
[MpomeHeTe cTonHOCTTa Ha ,100“ n HaTucHeTe enter

4. HaTtucHeTe ,Save” (3anuc) B gonHaTa feHTa, 3a Aa 3anasute HacTporkuTe.

Cnep ToBa BbpHeTe Oposi Ha pe3ynTaTuTe Ha efHa CTpaHuua 4O npeauHaTa HacTpovika. 3a
[a ro HanpasuTe, B Ha4anHusa ekpaH otngeTte Ha ,Options® (Onuun) > ,System Config*
(KoHdurypaums Ha cuctemara) > B ,Settings” (Hactponkn) nsbepete ,General* (O6wn) > B
,General Settings* (O6wwm HacTpoiku)

1. NMpeBbpTeTe Hagony (MNb3HeTe Harope) u noTbpceTe noneto ,Number of results per
page” (bpow pe3yntaTu Ha cTpaHuLa)

2. HatucHete Bbpxy noneto ,Number of results per page” (bpoit pesyntatu Ha cTpaHuua)

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020 77



3. MpomeHeTe cToiiHocTTa oT ,,100“ Ha ,Noka3aHaTta npeau ToBa CTOMHOCT® U HAaTUCHeTe

enter
4. HaTtucHeTe ,Save” (3anuc) B gonHaTa feHTa, 3a Aa 3anasute HacTponkuTe.

3ab6enexka: NMpenopbuBa ce goctaBeHoTo USB yCTPOMCTBO 3a ChbXpaHeHne aa ce
n3non3ea 3a KpaTkoCpoYHO CbXpaHeHMe M NPeHoC Ha AaHHKW. M3non3saHeTo Ha USB
YCTPOWCTBO 3a CbXpaHeHue e 06eKT Ha orpaHuYeHust (Hanp. pasmepa Ha nameTTa unu
pvcka OT npesanunceaHe), kouTo TpsibBa Aa ce B3emaT npeasu npeam ynortpeba.

3abenexka: PyHKUMOHANHOCTTa CKPUAHCEVBBP € HeakTMBHA MO BPEME Ha akTyanusauus
Ha cuctemara. Ako e aktueupaH User Access Control (KoHTpon Ha gocTbna Ha
noTpebutenute), He ce M3NckBa NOBTOPHO BrM3aHe 3a naeHTudurumpaHe Ha notpeburtens.
MpenopwvunTenHo e QlAstat-Dx Analyzer na He ce octaBs 6e3 Hag30p No Bpeme Ha

akTyanmsauua Ha cuctemMmarta.
6.8.9 Cmb3paBaHe Ha pe3epBHO Konue Ha cuctemara

3a pa HanpaBswuTe pe3epBHO Konve Ha cuctemata QlAstat-Dx Analyzer 1.0, HaTucHeTe GyToHa
Options (Onuun), cnep ToBa 6yToHa System Configuration (KoHdurypaums Ha cuctemaTta) u
cnea toea System Backup (PesepBHo konue Ha cuctemata) (curypa 69). MNMoctaBete USB

YCTPOWCTBO 3a CbXxpaHeHue B npeaHus USB nopt.

BACKUP Fen Tomt

®durypa 69. ApxuBupaHe Ha cuctemara.

HatucHete 6ytoHa Make Backup (Cb3gaBaHe Ha pe3epBHO konue). e ce cb3gage dann ¢
paswupeHue .dbk 1 nme no nogpasdupaHe.

3a pa Bb3cTaHoBUTE OT pe3epBHO konue, HaTucHete OyToHa Restore Backup
(Bb3cTaHoBsIBaHE OT pe3epBHO Konue) n nsbepete CbOTBETHUS halin C pe3epBHOTO Konue C
paswupeHne .dbk ot cBbp3aHoTo USB ycTpolcTBo 3a cbxpaHeHue. Lle ce nokaxe
cboOLLeHNe, KOeTO NpenopbyYBa Aa Ce HanpasBu Pe3epBHO KoMnve npean Bb3CTaHOBSABAHETO.
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3abenexka: CUNHO NpenopbYMTENHO € PEAOBHO a Ce Cb3faBa pe3epBHU KOMUs Ha
cucTemaTta CbrniacHO NoNuTMKaTa Ha BaluaTa opraHv3aumst 3a HanuUYHOCT Ha JaHHUTE U
3almTa Ha gaHHuTe oT 3aryba.

3abenexka: PyHKUMOHANHOCTTA CKPUMHCENBBP € HeakTBHA MO BpeMe Ha Cb3faBaHe Ha
pe3epBHO Konue Ha cuctemata. Ako e aktmeupaH User Access Control (KoHTpon Ha goctbna
Ha noTpebutennTe), He ce N3NCKBa NOBTOPHO BMM3aHe 3a naeHTuduLmpaHe Ha notpeburtens.
MpenopbunTenHo e QlAstat-Dx Analyzer fna He ce octas 6e3 Ha30p No BpeMe Ha cb3aaBaHe
Ha pe3epBHO KOMWe Ha cuctemarTa.

3a6enexka: MNpenopbysa ce goctaBeHoTo USB yCTPOMCTBO 3a CbXpaHeHue Aa ce u3nonaea 3a
KpaTKOCPOYHO CbXpaHeHWe 1 NPeHOC Ha AaHHu. ManonssaHeTo Ha USB ycTpoincTBo 3a
CbXpaHeHWe MOAMEXN Ha OrpaHNYeHus (Hanp. pasMepa Ha nameTTa Unu pucka ot

npesanuceaHe), KOUTO TpsibBa a ce B3emaT Npeasua npeau ynotpeba.

6.9 [lpomsHa Ha naponu

3a ga npomeHuTe napona Ha noTpebuten, HatucHeTe GyToHa Options (Onuun) 1 cned ToBa
Change Password (MpomsiHa Ha naponata). [bpBo BbBeAeTe TekyLiaTa napona B TEKCTOBOTO
none (®wurypa 70), cnen koeto — HoBaTa B noneto New Password (Hoea napona). Bbeegete
HoBaTa naporna ouwe BeaHbX B noneto Confirm Password ([oTBbpxaeHne Ha naponata)
(cburypa 71 Ha crnepBawiaTa cTpaHuua).

abuser Change Password 17.37 201703-30
User ID labuser Fassword
q w e r t y u i o p
a s d f g h j k
h z X c v b n m & 123
X space iV

®urypa 70. BbBexaaHe Ha TeKkywiaTa napona.
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labuser Change Password

Hew password

X space

Confinm passwerd

17.37 20170330
9 0
& @
| ABC
~

®urypa 71. BbBexaaHe n noTBbpxaaBaHe Ha HoBaTa napona.

Cnep Tpu HeycnellHW onuTa 3a BbBeXAaHe Ha napona norneto 3a BbBexgaHe Ha napona e
ce [esaKTMBMpa 3a edHa MMHYTa W e Ce MOoKaxe AManoros Mpo3opel, CbC CbObLEeHNeTo
.Password failed, please wait 1 minute to try it again“ (HenpaBunHa napona. W34akante

1 MuHyTa, 3a Aa onuTaTe OTHOBO).

3a6enexka: CunHo npenopsvynTESIHO € Aa Ce U3NoJi3Ba CUITHa napona cnopen nonmMtukaTta 3a

naponu Ha Bawara opraHu3auus.

6.10 CobcTosHue Ha cuctemaTa QlAstat-Dx Analyzer 1.0

CbCTOSIHMETO Ha onepatuBHUTE WU aHaNUTU4YHUTE MOLOyNn cCe obo3HayaBa C LBeTa Ha

nHavkaTopuTe (cBeToamoamn) B npegHaTta vact Ha QlAstat-Dx Analyzer 1.0.

OI'IepaTI/IBHMHT Moy MOXe [a Nnoka3sa HSIKOW OT cnegHuTe LBETOBE 3a CbCTOSIHUE:

Tabnuua 10 obsicHsBa NokasaHUsiTa Ha UHAUKATOPUTE 3a CbCTOSHNETO Ha OnepaTUBHUSA U1

aHannTu4HnTEe Moaynu.

Ta6nuua 10. OnucaHMUs Ha UHAMKATOPUTE 32 CbCTOAHUETO

Moayn WHankaTop 3a cbCTOSIHMETO OnwucaHne

OnepatuBeH W3kntoveH QlAstat-Dx Analyzer 1.0 e n3krno4eH
CuH QlAstat-Dx Analyzer 1.0 e B pexvuM Ha n34akaHe
3eneH QlAstat-Dx Analyzer 1.0 paboTu

AHanuTnyeH W3kntoveH QlAstat-Dx Analyzer 1.0 e usknoveH
CuH QlAstat-Dx Analyzer 1.0 e B pexuM Ha n34akBaHe

3eneH (muraiy)
3eneH

YepseH

QlAstat-Dx Analyzer 1.0 ce nHMumanusupa
AHanUTUYHKAT Moayn paboTu

HeunanpaBHOCT B aHanUTU4HUA mogyn
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6.11 WsknouBaHe Ha QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 e npegHa3HayeH 3a HenpekbcHaTa paboTa. AKO anapaTbT HAMa Aa ce
n3nonsea 3a KpaTbk nepuog (Mo-manko oT eAuH AeH), npenopbyBame ga sbeegete QlAstat-Dx
Analyzer 1.0 B pexMm Ha M34yakBaHe, KaTo HaTucHeTe OyToHa 3a BkIloYBaHe/M3KNiouBaHe B
npegHaTa 4acT Ha anapata. 3a ga msknoumTte QlAstat-Dx Analyzer 1.0 3a no-npoabMKMTENHO
Bpeme, U3KIoyeTe 3axpaHBaHeToO Ha anapaTta OT NpeBKIoYBaTens 3a 3axpaHBaHeTo 0oT3aj Ha
QlAstat-Dx Analyzer 1.0.

Ako noTtpebuten ce onuta ga Bbeege QlAstat-Dx Analyzer 1.0 B pexxuM Ha usyakBaHe, JOKaTO
aHaNUTUYHUSAT MOZYS U3MbIIHSBA TECT, Le ce NoKaXe Auaroros npo3opel, cboblyaBall, Ye B
MOMEHTa He € Bb3MOXHO WM3knouBaHe. OcTaBeTe anaparta Aa MNPUKNIoYM M3MbIHABaHUTE
TECTOBE M OnuTanTe Aa ro U3KMYMTE Cnes KaTto NpUKIIoYM.
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7 Csbp3aBaHe ¢ bBUC/TINC

Tosun pasgen onvcea cBbp3BaHeTo Ha QlAstat-Dx Analyzer 1.0 ¢ 6onHuyHa unu nabopaTopHa
nHdpopmaumonHa cuctema (BUC/INC).

KoHdwurypupaHeto Ha BUC/INC nossonssa QlAstat-Dx Analyzer 1.0 na ce cBbpxe C
BNC/NUC n ocurypsisa oyHKLMOHAMNHM Bb3MOXHOCTU OT poAa Ha:

® AkKTuBMpaHe u KoHurypmpaHe Ha komyHukaumsTa ¢ BUC/TTIUC

e KoHdurypupaHe Ha aHanuau 3a nanpaiiaHe Ha pe3ynTaTu u 3asBsBaHe Ha paboTHU
NOPBYKM

® /3nbnHeHne Ha TecT no pa60THa nopbYKa

® VsnpawaHe Ha pes3yntata OT TecTt

3abenexka: ﬂpenopquTenHo € [ja cna3BaTe MepKuTe U NonnuTukaTa 3a 6e3onacHocT Ha
Bawarta opraHmsaums no OTHOLLEHWe Ha foKanHaTa BbTpeLLHa Mpexa, Tbi KaTo

komyHukauusaTa ¢ BUC/JTINC He e kpunTupaHa.

7.1 AkTuBMpaHe u KoHuUrypmpaHe Ha komyHukauusaTa ¢ BUAC/JINC

1. HatucHete 6yToHa Options (Onuun), cnea koeto — 6yToHa System Configuration

(KoHdurypauumsi Ha cuctemara).

2. WN36epete HIS/LIS (BonHnyHa nHdopmaumoHHa cuctema (BUC)/MabopatopHa
nHopmaumoHHa cuctema (JIMC)) ot cnmucbka Settings (Hactponkn) B nsiBata rpada.

M3bepeTe u 3agaite HacTporknte B Tabnuua 11, ako e Heob6xoaMMO.

Ta6nuua 11. Hactponku 3a BUC/NNC

Hactpoika Onucanue

Host Communication Pa3speluaBa cBbp3saHeTo ¢ BUC/MNC.

(KomyHukaums ¢ xocT) Ta3u onuWs e n3kmioyeHa no noapasbupaxe.

Host Settings AkTuBHa e camo ako Host Communication (KomyHvkaumsi ¢ XxocT) e BkntodeHa. Tasn

(Hactpoitku 3a xocT) HacTpoWka 3agaBa agpeca 1 nopTta Ha xocta. APechT Ha XocTa No3Bonsisa
BbBexaaHe Ha IP agpec unu ume Ha xocta. IP agpecbT TpsibBa ga 6bae ot 4 undpu
(N.N.N.N), kato N Tpsi6sa fa 6bae mexay 0 u 255.

[MpoTokonbT 3a NpeHoc B MOMeHTa e cbBMecTuM ¢ HL7 (cnegBawumte Bepcun Lue
6baaT cbBMecTMu u ¢ POCT1A).

Hospital name (Mve Ha 6onHuuaTa) e yHMKanHoTo uMe 3a cucteMara 3a ynpaBneHue
Ha AaaHum (CYA) vnn NTNC.

Mo noppasbupare Timeout (Cpok 3a ns4aksaHe) e KOHUrypmpaH Ha 5 cekyHau un
MOXe Aa ce yabmkasa Ao 60 cekyHau. ToBa e MakcuManHoTo Bpeme, koeto QlAstat-
Dx Analyzer 1.0 we nsyakBa cbobLleHNe OT XocTa.

Messages queued (CbobLUeHMs Ha onallukaTa) e UHamkaTop 3a 6pos Ha
CbO6LLEeHNsATa, YaKalluy Ha onalukaTa.

BytoHbT Check connectivity (MpoBepka Ha Bpb3kaTa) NpoBepsiBa Bpb3kaTa Mexay
QlAstat-Dx Analyzer 1.0 n xocta ¢ nonbfnHeHus IP agpec v nopr.

(npoabnkaBa Ha crieABaliaTa cTpaHuLa)
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Ta6nuua 11 (npoAabmMkaBa OT NpeAuLIHaTa cTpaHuLa)

Hacrtpoiika

OnucaHue

Result Upload
(KauBaHe Ha pesynraTtu)

Results Upload Settings
(Hactpoiiku 3a kayBaHe Ha
pesyntaTu)

Test Orders
(Mopbykn 3a TecToBe)

Order Settings
(HacTpoiiku 3a nopbyka)

Pel’MCTpaLlVIﬂ Ha OTKpuBaHe
W OTCTpaHABaHe Ha rpeLlKku

MossonsBa n3npaiaHeTo Ha pesyntatu ot QlAstat-Dx Analyzer 1.0 kbm xocTa.
Tasu onuus e nsknioyeHa no nogpasdupate.

AkTuBHa e camo ako Result Upload (KauBaHe Ha pesyntaTu) e BKMoYeHa.

PesynTtati morat Aa ce kauBaT B ABa PexuMa: aBToMaTuyeH 1 pbyeH. Korato e
BKIMIOYEH aBTOMATUYEH PEXUM, BefiHara crief U3MbIHEHWETO Ha TECT, peayntaTute ce
nanpawat kbM xocta. AKO aBTOMaTUYEH PEXWM € UKII0YEH, pesynTaTute MoraT Aa ce
13npaLuaT pb4HO C HaTuckaHe Ha bytoHa Upload (KauBaHe) B ekpaHute ,,Pe3tome Ha
pesyntatute“ u ,lpernea Ha pesyntatute’. ABTOMaTUYHUST PEXUM € U3KITIOYEH MO
noppasbvpate.

Expire Time (Cpok 3a n3npatlaHe) 3agaBa B paMKUTe Ha KOMKO AHV €AMH TECT MOoXe
Aa ce u3npaila KbMm xocta. AKo e Hyna, onuusTa e UskIoYeHa 1 CpoKbT 3a u3npatlaHe
Ha pe3ynTaTuTe HUKora Hama Aa uaTteve.

Reset Uploading (HynupaHe Ha ka4yBaHETO) U34YMCTBA OnaLlkaTa OT Yakalum
nanpaiare cbobueHns. Tasm onuus moxe Aa 6bae nonesHa, korato ca u3npaTeHn
MHOTO pesynTaTti, Ho No pea NPUYMHU NpeJaBaHeTo TpsbBa Aa ce OTMEHMW.

Retry (MoBTOpeH onuT) n3npatia 0THOBO pe3ynTaTi CbC CbCTosiHUE ,Error” (MpeLuka)
npwv kavBaHe.

Authorization (Pa3spelueHve) Moxe aa ce 3ajage Ha AafeHa AMbXHOCT, 3a ga
no3Bonu kayBaHe Ha pedyntatu. Mo nogpasbupaHe ToBa pa3peLleHne e BKIoYEHO
camo 3a ponsTta ,Administrator’ (AoMuHuUcTpaTop).

[Mo3BonsBa TecT Aa ce u3nbrnHaBa No paboTHa nopwbyka, cbagageHa B BUC/TINC.
Ta3su onuusa e n3kroYeHa no nogpasbupaHe.

AkTuBHa e camo ako Test Orders (lMopbyku 3a TECTOBE) € BKIMOYEHA.

Force Order (®opcupaHe Ha nopbyka) No3BonsiBa TECT Aa Ce U3MbIIHABA JOPU KoraTo
HSIMa@ KOMYHMKaLMs ¢ XocTa unu paboTHa nopbyka, CBbp3aHa C BbBeAEHNS
naeHTudmKaTop Ha anvkBoTHa vacT. Force Order (PopcupaHe Ha nopbuka) e
n3knoYeHa no nogpasbupaxe.

Peructpaumsta Ha oTkpuBaHe 1 OTCTpaHsBaHe Ha rpeLlkn Moxe Aa ce
aKTVMBUpa/AeakTMBMpa camo KaTo noTpebuTen ¢ agMMHUCTPATOPCKM NpaBa unn KaTto
CepBU3EH TEXHUK. TS NO3BOMNSIBA permctTpupaHeTo Ha cneundunyHm HL7 cboblueHns 3a
OTKpMBaHe ¥ OTCTPaHsBaHe Ha rpeLuku 3a kausaHusa B BUC/TNC.

3abenexka: CUNHO NPenopBbYUTESTHO € PerncTpUpaHeTo fa ce BKIIloYBa camMo 3a
aHanua no Bpeme Ha UHCTanupaHe u cref ToBa Aa ce U3KIoYH.

7.2 KoHdurypupaHe Ha UMeHa Ha aHanmau

MokasaHoTto B BUC/JINC ume Ha aHann3a mMoxe Aa ce pas3nuyasa oT nokaszaHoTo B QlAstat-Dx
Analyzer 1.0. MNpeaon pa ce u3nonseat dyHkuunte 3a BUC/JIUC, Tpabea fa ce m3BbpLuM
crefBallaTa npouegypa 3a NoTBbpXKaaBaHe Unv KopurupaHe Ha UMeHaTa Ha aHanmauTe.

1. HartucHete 6yToHa Options (Onuwmmn) u cnea ToBa 6ytoHa Assay Management (Ynpaenexve
Ha aHanuauTe), 3a Aa oTBOpUTE ekpaHa Assay Management (YnpaBneHvue Ha aHanusute).
JlocTbnHWUTE aHanuau ca n3bpoeHn B NbpBaTa rpadha Ha obnacTta 3a CbabpXKaHue.

2. WN3bGepeTe aHanusa oT MeHioTO Available Assays (JocTbnHu aHanu3m).

3. WN3bepete onuunaTa LIS assay name (Mme Ha aHanu3a B JIUC). Mo nogpasbupaHe umeTo
Ha aHanu3a TpsibBa oa 6bae egHo u cbluo B QlAstat-Dx Analyzer 1.0 n BUC/JIUC. Ako
nmeTo Ha aHanusa B BUC/NNC ce pasnnyaBa, To TpsibBa oa ce kopurmupa, 3a aa cbBnaga c
umeTo Ha aHanmsa B QlAstat-Dx Analyzer 1.0. Kopurnpante nmeTto Ha aHanusa B
TekcToBOTO norne LIS assay name input (BeBexxgaHe Ha umeTo Ha aHanusa B JINC) n cnep,
TOBa HaTUcHeTe GyToHa Save (3anuc).
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7.3 Cwb3paBaHe Ha nopbyka 3a TECT, ako MMa Bpb3Ka C XOCTa

Korato Host Communication (KomyHukaums ¢ xoct) n Test Orders (Mopbykm 3a TecToBe) ca
BKITIOYEHM, NOPBYUKM 3a TECTOBE MOraT fa ce U3TernaT OT XocTa Npeau U3NbiHEeHWe Ha TeCT.

CKaHmpaHe nnn BbBeEXaaHe Ha VI,D,eHTVI(bVIKaTOpa Ha annkBOTHaTa 4YaCT aBTOMATU4YHO U3Ternsa
nopbyKaTa 3a TeCT OT XOCTa.

7.3.1 KoHdurypupaHe Ha QlAstat-Dx Analyzer 1.0, ako nma Bpb3Ka € XOcTa

1. HatncHete 6yToHa Options (Onuun), cnep koeto — 6yToHa System Configuration

(KoHdurypaums Ha cuctemara).

2. WabepeTe HIS/LIS (BonHnyHa nHdopmaumnoHHa cuctema (BVIC)/JlabopaTtopHa

nHdpopmaumoHHa cuctema (JIMC)) ot cnmucbka Settings (HacTtponkn) B nsiBata rpada.

3. Bkntoyete Host Communication (KomyHukaumsi ¢ XocT) 1 koHdurypupaiite Host Settings
(HacTpoliku 3a XocT) ¢ gaHHMTe 3a xocTa. HatucHeTe 6ytoHa Check connectivity

(MpoBepka Ha Bpb3kaTa), 3a Aa NpoBepuTe Bpb3KaTa.

4. BknoyeTe Test Orders (Mopbyku 3a TecToBe) 1 koHGUrypupainTte Order Settings
(Hactpoiiku 3a nopbyka). Mma aBa pexunma Ha paboTa ¢ NopbykM 3a TECTOBE — C BKIOYEHA
unu nskrodeHa onumusa Force Order (PopcupaHe Ha nopbuka). Korato Force Order
(PopcupaHe Ha nopbyka) e BKIYeEHa, ako nopbykaTta 3a Tecta He Obe nsterneHa
YCMEeLHO OT XOCTa, MOTPebUTENSAT HAMa Aa MOXe Aa NPOABLITKM C U3MbIIHEHWETO Ha TecTa.
Korato Force Order (dopcupaHe Ha nopbyka) e n3knioveHa, Aopu nopbykara 3a Tecta ga
He 6bJe usTerneHa Unu Aa He CbLLECTBYBA B XOCTa, NOTPEOUTENST MOXe Aa NPOABLITKM C

U3MbIIHEHMETO Ha TECTa — LLe Ce NOoKaXKe NPo3opeL C NpeaynpexaeHue.

7.3.2 WN3nbnHeHWe Ha TECT No NopbYka

1. HatucHeTe GyToHa © Run Test (M3nbnHeHWe Ha TECT) B TOPHWS IeCEH bIbi HA OCHOBHUA

eKpaH.

2. Korato nony4yuTe ykasaHue, ckaHupaiTe 6apkoga ¢ ngeHtudmkaTopa Ha anMkBoTHaTa vacTt
C BrpageHus 6apkog yeTel B onepaTnBHuUa moayn (curypa 72).
3abenexka: KoHdurypaumsTa Ha QlAstat-Dx Analyzer 1.0 moxe fa no3BonsiBa BbBeXaaHe
Ha ngeHTudmrkaTopa Ha anuMKBOTHaTa YacT U C BUPTyarnHaTta knaBvaTypa Ha CEeH30pHUS
ekpaH. Noeeye NnogpobHOCTM LWe HamepuTe B pasgen 6.8.3.
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TEST DATA,

durypa 72. CkaHupaHe Ha 6apkoaa ¢ uaeHTUdMKaTopa Ha anMKBOTHaTa YacT.

MoeHTudmkaTopbT Ha anuKBoTHaTa YacT we 6bae nanparteH kbM xocTa u gokato QlAstat-
Dx Analyzer 1.0 nsyakea nopbyka 3a TECT, e ce noka3ea cbobueHuneTto ,Getting order..."
(MonyyaBaHe Ha nopbuKa...) (urypa 73).

3abenexka: Ako nopbykaTa 3a TecTa He Obae ycnelHo uarerneHa ot xocta u Force Order
(PopcupaHe Ha NopbyKa) e BKIYeHa, NOTpeOUTENST HAMA Aa MOXe Aa NPOLABLITKM C
n3nbrHeHEeTO Ha TecTa. Ako Force Order (PopcupaHe Ha nopbYka) € U3KMYeHa, Jopu
aKo nopbukaTta 3a TecT He Obae nu3terneHa, NoTpebUTENST MOXe Aa NPOLABITKM C
N3MbITHEHMETO Ha TecTa (LLie Ce NoKaxke n3ckadall AuanoroB Npo3opeL, ¢ NpeaynpeamTenHo
cbobuieHue). MNoeeye NHopmaLmMs 3a NPeaYNPEXaEHNATa U FPELLKUTE e HaMepuTe B
pasgen 9.2.

admiristrator Fun Test Module 1 12:23 2018-04-05

Il administrator

TEST DATA

15 v

Az,

Cancel
Getting order.

®durypa 73. EKkpaHbT N0 BpeMe Ha U3TernsiHe Ha nopb4ka 3a TecT.

KoraTo nopbukaTta 3a TecT 6be ycneluHo nony4eHa oT XocTa, ce nokasea ,Scan cartridge
for assay <assay_name> and book order <order_number>" (CkaHupaiTe kaceTa 3a aHanus
<uMe Ha aHanusa> 1 paboTHa nopbyka <HOMep Ha nopbykaTa>). CkaHupanTe 6apkoga Ha

nocoveHara kaceta 3a aHanus QlAstat-Dx (durypa 74).
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3abenexka: AKO XOCTbT BbpHE MOBeYe OT eHa NopbYka 3a TeCT 3a AafeH aeHTUdmKaTop
Ha anMKBOTHA YacT, ce nokasBa cbobLleHneTo ,Scan cartridge for book order
<order_number> (CkaHvpanTe kaceTa 3a paboTHa nopbyka) <HOMep Ha nopbyka>“. Ako
CkaHuMpaHaTa kaceTa 3a aHanu3 QlAstat-Dx He cboTBEeTCTBA Ha paboTHaTa nopbYka,
U3NbIIHEHMETO Ha TecTa He MOXe Aa NPOAbIKM U1 Le ce nokaxe rpelka. NMoseue
WHbopMaUmsa 3a NpegynpexaeHnsTa n rpellknTe e Hamepute B pasgen 9.2.

administrator Run Test Module 1 12:53 2018-0405

=

administrator

TEST DATA

15 v

Cancel
Scan cartridge for assay "Resp” for book order 2342343325

durypa 74. CkaHupaHe Ha 6apkoaa Ha kaceTaTta 3a aHanu3 QlAstat-Dx.

Moneto Assay Type (Bua aHanus) e ce nonbiHM aBTOMATUYHO M ako € HeobXoaMMmo,
cboTBeTHUAT Sample Type (Bug anukeoTHa YacT) TpsAbea Aa ce nsbepe pbYHO OT CNUCHKa
(cpurypa 75).

administrator Run Test Module 1 12:43 20180405

administrator
Resp Panel

TEST DATA SAMPLE TYPE

15 ¥ Swab

Resp Panel

Cancel
Select Sample Type

®durypa 75. U360op Ha BuAa Ha anuMKBOTHaTa YacT.

6. BuxTe pasgen 5.3 1 uanbrHete cTbnkm 5-11.
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7.4 KauBaHe Ha pe3syrnrtart OT TecTa B XxocTa

Korato Result Upload (KausaHe Ha pesyntaTt) u Results Upload Settings (HacTtpoiku 3a
KayBaHe Ha pe3ynTaTv) ca BKMOYEHU, pe3ynTaTuTe OT TECTOBETE MoraT Ja Ce KayBaT B XOcTa
aBTOMaTU4YHO UK PBbYHO.

KoHdurypupaHe Ha QlAstat-Dx Analyzer 1.0 3a aBTOMaTM4yHO KayBaHe Ha pe3ynTaTt OT TecTa B
xocTa

1. HatncHete 6yToHa Options (Onuun), cneg koeTto — 6yToHa System Configuration

(KoHdburypaums Ha cuctemara).

2. WsbepeTe HIS/LIS (BonHunyHa MHdopmaumoHHa cuctema (BUC)/JTlabopaTtopHa

uHdopmaumoHHa cuctema (JIMC)) ot cnuckka Settings (HacTpoiku) B nsisaTa rpada.

3. Bknioyete Host Communication (KomyHuKkaumsa ¢ XxocT) n koHgurypvpaite Host Settings
(HacTpoliku 3a XocT) ¢ gaHHMTe 3a xocTa. HatucHeTe B6ytoHa Check connectivity

(MpoBepka Ha Bpb3kaTa), 3a Aa NpoBepuTE Bpb3KaTa.
4. BknoyeTe Result Upload (KaueaHe Ha pe3ynTtaTti) u koHdurypupaiite Result Upload

Settings (HacTponku 3a kauBaHe Ha pe3ynTaTtu). Bkntouete Automatic upload
(ABTOMATMYHO KayBaHe).

7.4.1 ABTOMaTM4YHO Ka4BaHe Ha pes3ynTaTt OT TecTa B XocTa

Cnep kaTo TeCTbT ObAe U3NbIIHEH, Pe3ynTaThT We ce Kauyum aBToMaTuyHo. CbCTOSIHMETO Ha
KayBaHeTO e rnokasaHo B pasfena Test Data (JaHHu 3a TecTa) Ha ekpaHa Summary (Pestome)
c pesyntatute B rpadpata J:Upload (KausaHe) Ha ekpaHa View Results (Mperneg Ha
pesyntatute) (courypa 76).

sdministrator Summary y 1416 202006515

Hvailable £ twailable ) Available T Available
Fun Test
TEST DATA QiAstat-Ox® Respiratory Panel
123 - e
@ influenzaa
A View
RP © coronavirus 229F it

Optians

Swab

= Log Out
IT supcen Package g Print Regen [E] save Repert

®urypa 76. EkpaH Summary (Pe3tome) ¢ pesyntature.
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3a ga Buante ,CbCTOsSIHME Ha KayBaHeETO" 3a npeaviHn TectoBe, CbXpaHeHU B XpaHUINULEeTo

3a pesyntatuTe, HaTUCHeTe 9 View Results ([perneg Ha pesynTtatute) OT feHTaTa C

rMaBHOTO MeHl. B rpadata U

(cburypa 77).

administratar

| Available

° samphe IL

11113 Resp Pane! ministrate

Test Results

pload (KauBaHe) e nokasaHo ,CbCTOSHME Ha KayBaHETO®

17:33 201 6-04-05

Run Test
X Tir i
c ' 04
& 04l e
@ 04 View
- Results
@,r 018-04-05
v 14 Options
{ 03-22 1740
b b
Log Out
D search

®durypa 77. EkpaH View Results (Mpernea Ha pe3ynraTtute).

CbCTOsSIHMSATA Ha KayBaHETO, KOUTO Ce NOKa3BaT, ca onvcaHu B Tabnuua 12. ,CbcTosiHne Ha

KauyBaHeTO" nokassa pesyrntaTta OT Ka4yBaHeTO, MMETO Ce Nnokassa Ha ekpaHa Summary

(Pestome) ¢ pesynTaTute, a UkoHaTa ce nokassa Ha ekpaHa View Results (Mperneq Ha

pesynrartuTte).

Ta6nuua 12. OnucaHMe Ha CLCTOSIHUATA Ha KauBaHeTo.

NUme

WUkoHa

Onwucaxue

Pending (Yaka)
Uploading (Kausa ce)

Uploaded
(KayeH) (yac n para)

Error (IpeLuka)

Re-Uploading
(MoBTOpPHO KayBaHe)

Expired (previously uploaded)
(N3TekbN (BeYe kayeH))

Expired (never uploaded)
(N3TekbN (He e kayBaH))

RO

® @

PesyntaTbT oLle He e kayeH.
Pe3ynTaTbT Cce kauBa.

Pe3yJ'ITaT'bT € yCnewHo Ka4yeH Ha nocoveHaTta aata v vac.

FpeUJKa Nnpu Ka4BaHETO Ha pesynraTta (I/I3TeK'bJ'I CpPOK Ha u3s4yakeaHe un np)

PesyntaTtbT ce n3npalia OTHOBO.

PesyntatbT Moxe noBeye Aa ce kaysa. bun e nanpareH ycnewHo noxe
BEAHDBX.

Pe3ynTtaTbT MOXe noBeye Aa ce kaysa. Hukora He e 6un nsnpatiax.
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7.4.2 KoHdurypmpaHe Ha QlAstat-Dx Analyzer 1.0 3a pbyHO KayBaHe Ha pesyntar
OT TecTa B XocTa

1. HatucHete 6yToHa Options (Onuun), cnea koeto — 6yToHa System Configuration

(KoHdurypauumst Ha cuctemara).

2. WN36epete HIS/LIS (BonHnyHa nHdopmaumoHHa cuctema (BUC)/MabopatopHa

uHdopmaumoHHa cuctema (IMC)) ot cnuckka Settings (HacTpoiikun) B nsiBaTa rpada.

3. Bknioyete Host Communication (KoMyHuKkaums ¢ XxocT) n koHgpurypupainte Host Settings
(HacTporiku 3a XocT) ¢ gaHHMTe 3a xocta. HatucHeTe 6ytoHa Check connectivity

(MpoBepka Ha Bpb3kaTa), 3a Aa NpoBepuTe Bpb3KaTa.

4. BknoyeTe Result Upload (KausaHe Ha pe3ynTtaTti) u koHdurypupaiite Result Upload
Settings (HacTponku 3a kauBaHe Ha pesynTaTtu). Maknodete Automatic upload

(ABTOMaATMYHO KayBaHe).

7.4.3 PmbyHO KayBaHe Ha pes3ynTaTt OT TecTa B XocTa

Cnep kaTo TecTbT ObAe M3NbIHEH, pe3ynTaTbT MOXE a Ce Kayu pbYHO OT ekpaHa Summary
(Pestome) ¢ pesyntatute unu ekpaHa View Results (Mperneg Ha pesyntaTtute).

3a na kauuTte pesynTarta oT ekpaHa Summary (Pealome) ¢ pesynTaTtute, HaTUcHeTe GyToHa
T, usoad ypload (Kausare).

3a pa kauute pesyntaTta ot ekpaHa View Results (Mperneq Ha pesyntatute), usbepete eguH
WnK NoBeYe pe3ynTaTh OT TECTOBE C HAaTUCKaHE HA CUBOTO Kpbrye OTNSBO Ha uaeHTUdukaTopa
Ha anukeBoTHaTa 4acT. [lo n3bpaHuTe pesynTaTy We ce MoKaxe OTMeTKa. 3a Ja OTMEHWUTe
n3bopa Ha pe3ynTaTu OT TecTa, HaTUCHeTe oTmeTkaTta. Moxe Oa ce n3bepe LenNUAT CNUCHK C
pesyrnTatM C HaTickaHe Ha kpbrieto ¢ otMeTka @ B ropHus pen. Crien kato usbepete
pesynTaTuTe 3a kayBaHe, HaTUCHeTe ByToHa T, upload Upload (KauBaHe) (cpurypa 78).

Test Results 17:3% 20180405
Available °
Run Test
@ s . & R
Resy ! @ 2 @ e
Test adrr 0 0 20 @ pos View
. Results
Panel | @‘ b ° P
| @ 630 @ @
sl 1 4 o Options
drnin At & e nos
> A =
Log Out
0O seach P, Upload

®durypa 78. EkpaH View Results (Mpernea Ha pesynraTture).
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7.5 OTcTpaHsiBaHe Ha NnpobnemMu BbB Bpb3kaTa C XocTa

MHgopMmaums 3a OTCTpaHsiBaHETO Ha NpobneMu BLB Bpb3kaTa C XOCTa Le HamepuTe B
pasgen 9.1.
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8 lMopopbxka

Tosu pa3gen onvcea HeobxoaumuTe onepaumm 3a nogapbxka Ha QlAstat-Dx Analyzer 1.0.

8.1 Onepaunn 3a nogapbxka

B Tabnuua 13 e AadeH CNMChK ¢ onepauumy 3a noaapbxkka, Kouto TpsAGBa Aa ce U3NbIHABAT Ha

QlAstat-Dx Analyzer 1.0.

Ta6nuua 13. OnucaHua Ha onepauuuTe 3a noaapbKKa

Onepauus

YecToTa

MouncTBaHe unm obessapassiBaHe Ha

nosbpxHocTTa Ha QlAstat-Dx
Analyzer 1.0

CMsiHa Ha Bb3ayLWHWA PUNTLP

TpsibBa Aa ce n3BbPLLUBA, KOraTo TEYHOCTU, XUMUKANN U 6G1onormyHmn

npo6u (NoTeHUManHo MHEKLMO3HM) 6bAAT pasneTy Ha NOBbPXHOCTTa Ha

QlAstat-Dx Analyzer 1.0

[la ce n3BbpLIBA BEAHBX rOAULIHO

8.2 T[louncrteaHe Ha noBbpxHOCTTa Ha QIAstat-Dx Analyzer 1.0

NPEAYNPEXOEHUE/
BHUMAHUE

A

Puck ot HapaHABaHUA U maTepuanHu weTun

KoraTto noymncrTeaTe anaparta, HOoceTe 3alNTHN ovuna,

nabopatopHa npecTunka W pbkaBuuM, 3a

GMONOrMYHN 1 XMMUYHM ONACHOCTMW.

na  usberHete

NPEAYNPEXOEHUE/
BHUMAHUE

A

Puck oT HapaHsiBaHMA U MaTepuanHu weTun
Mpeon nouncteaHe wuskniovete QlAstat-Dx

KOHTaKTa.

Analyzer 1.0 ot

BHUMAHUE

A

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

He pasnuBante xmmukanu vnu Apyrm tedHoctu B unu ot QlAstat-

Dx Analyzer 1.0. TMoBpeguTe, NpUYMHEHW OT pasfMBaHe Ha

TEYHOCTMU, e aHynupar rapaHuumsaTa.
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BHUMAHUE

A

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

He pasnuBante TEYHOCTM BbBPXY CEH30PHUS €KpaH U He Tro
MoOkpeTe. 3a [da MovMCTMTE CEH30PHUSA eKpaH, W3nonssante
BenypeHaTa kbpna, npegoctaseHa ¢ QlAstat-Dx Analyzer 1.0.

M3nona3sante cnegHute
Analyzer 1.0:

maTepuanu 3a TMoyucTBaHe Ha MOBbPXHOCTTa Ha QlAstat-Dx

e (Cnab nounctealy npenapaTt

® XapTueHu Kbpnu

® [lecTunupaHa Boga

M3nbnHeTe cTbNKUTE NO-J0NY, 3a Aa NoYmcTuTe noBbpxHocTTa Ha QlAstat-Dx Analyzer 1.0:

1. Hocete na6opaTopHV| pBKaBnuu, NpecTtunka n 3awnTHn o4nna.

2. HaenaxHeTte XapTueHa Kbpna ¢ MeK no4vnucTeall npenapat n M36prueTe NOBBPXHOCTTA Ha

QIlAstat-Dx Analyzer 1.0, kakTo 1 OKONTHOTO paboTHO MSACTO. BHMMaBaiTe Aa He HaMoKpuTe

CEH30pHUSA eKpaH. 3a 1a NOYNCTUTE CEH30PHUS eKpaH, U3Non3BanTe BenypeHaTa Kbpna,

npepocraseHa ¢ QlAstat-Dx Analyzer 1.0.

[loBTOpeTe CcThNKa 2 TpU NBbTU C YACTU XapTUEHN Kbpnu.

4. HaBnaxHeTe xapTueHa Kbpra B AeCTu/IMpaHa BoAa v U3bbplueTe NOBbPXHOCTTA Ha

QIlAstat-Dx Analyzer 1.0, 3a ga oTcTpaHUTe ocTaTbLMTe OT NOYMCTBALLY, Npenapar.

[NoBTOpeTe ABa NbTU.

5. MopcyweTe noBbpxHocTTa Ha QlAstat-Dx Analyzer 1.0 ¢ uncta xapTueHa kbpna.

8.3 (O6b6es3apassBaHe Ha noBbpxHocTTa Ha QlAstat-Dx Analyzer 1.0

NPEAYNPEXOEHUE/
BHUMAHUE

A

Puck OT HapaHsIBaHUsi 1 MaTepuanHu WeTn
Korato nouuctBaTe anapata, HOceTe  3alUTHU  0O4Una,
naGopaTopHa npecTunka UK pbkaBuuM, 3a [Jda usberHerte

OGMONOrMYHN Y XMMUYHM ONACHOCTMW.

benuHaTta gpasHu ounTe M KoXata M MOXe Aa OoTAenu onacHu

rasose (xnop). Hocete nogxogsawim nMyHy npeanasHn CpeacTea.
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NPEAYNPEXAEHWE! | pyck o1 HapaHsABaHUA U MaTepuarnHu WeTn
BHUMAHMUE Mpean nouucteaHe wu3skntovete QlAstat-Dx  Analyzer 1.0 ot

iji KOHTaKTa.

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0
BHUMAHUE o
He pasnuBante xvmukanu vnu gpyrm tedHocty B unm ot QlAstat-

iji Dx Analyzer 1.0. TMoBpeguTe, NpUYMHEHW OT pasfMBaHe Ha

TEYHOCTMU, e aHynupar rapaHuusaTa.

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0
BHUMAHUE .
He pasnuBante TEYHOCTM BbBPXY CEH30PHUS €KpaH U He Tro
iﬁ MoKkpeTe. 3a f[a MouYNCTUTE CEH3OpHUS eKkpaH, W3nonasanTte

BenypeHaTa kbpna, npegoctaseHa ¢ QlAstat-Dx Analyzer 1.0.

M3nonseante cnegHute martepuanu 3a obes3apassBaHe Ha noBbpxHocTTa Ha QlAstat-Dx
Analyzer 1.0:

® 10% pa3TBop Ha GenuHa
® XapTueHu kbpnu

e [lectunupaHa Boga

ManbnHeTe cTbNKNTE NO-A0NY, 3a Aa 0ob6e33apasnTe noBbpxHocTTa Ha QlAstat-Dx Analyzer 1.0:

1. Hocete na60paTopHV| pbBKaBnuu, NpecTtumnka n 3awnTtHn o4nna.

2. HaBnaxHeTe xapTueHa kbpna ¢ 10% pasTBop Ha 6enuHa u n3dbpLueTe NOBBbPXHOCTTA Ha
QIlAstat-Dx Analyzer 1.0, kakToO 1 OKONTHOTO paboTHO MSACTO. BHMMaBaiTe Aa He HAMOKpuTe
CEH30pHMS ekpaH. N3vyakarTe NoHe TpuM MUHYTK, 32 Aa MOXe pa3TBOPbLT Ha GenvHa aa
pearvpa CbC 3aMbpcuUTENUTE.

CnoxeTte HOBU PbKaBuULUN.

4. TMoBTopeTe CTBLMKU 2 1 3 OLLe ABa MbTU C YUCTU XaPTUEHW KbPMU.
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5. HaenaxHeTe xapTveHa Kbpra B AecTunupaHa Bofa U n3bbpLueTe NoBbPXHOCTTA Ha
QIlAstat-Dx Analyzer 1.0, 3a ga oTCTpaHUTe ocTaTbLuUTe OT pa3TBopa Ha benvHa.

MoBTOpEeTE ABa NbTK.

6. MopacyweTte nobpxHocTTa Ha QlAstat-Dx Analyzer 1.0 ¢ yicTa xapTueHa kbpna.

8.4 CwmsiHa Ha Bb3ayLWHUA puUnTbp

B'bSD,yLIJHI/IﬂT (bI/IﬂT'bp Tpﬂ6Ba Oa ce CMeHA BCdKa roaunHa, 3a fa ce ocurypun gocrtatbyeH
Bb3AyLIEeH NOTOK B anapaTta.

Bb3gywHusT puntbp ce Hamupa nog QlAstat-Dx Analyzer 1.0 n notpebutensit uma goctsn 4o
Hero oT NpegHaTa cTpaHa Ha anapara.

Cawmo Bb3aywHu puntpm ot QIAGEN TpsibBa ga ce n3nonaeat 3a cMsiHa.
3a ga cMeHuTe Bb3AyLWHUSA UNTbpP, U3NbIHETE CNEAHUTE CThIKM:

1. MoctaBeTte QlAstat-Dx Analyzer 1.0 B peum Ha n34akBaHe C HaTUCkaHe Ha byToHa 3a

BKMNtOYBaHE/U3KNo4BaHe oTnpen Ha anaparta.

2. TMocTtaBeTe pbka Nnoj KaceTarta ¢ Bb3AyLIHUA UNTLP B NpeaHaTa YyacT Ha QlAstat-Dx

Analyzer 1.0 1 neko st 6yTHeTE Harope c NpbLCTU.

3. UagbpnaiiTe Bb3ayLwWHUs unTbp Hasag, AokaTo usnese usnaTa kaceTa. [lenoHupaiite

cTapusi Bb3ayLieH PUnTbp.
4. WN3BapgeTe HoBaTa KaceTa C Bb3gylleH (ouUnTbp OT 3awmTHaTa Topoudka.

5. TMocTaBeTe HoBaTa kaceTa ¢ Bb3ayLweH puntbp B QlAstat-Dx Analyzer 1.0. AnapatsT €

roTOB 3a yn0Tpe6a.

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

BHAMAHWE M3nonseanTte camo opurnmHanHu vactn ot QIAGEN. NanonasaHeTo

iﬁ Ha HeoJo6peHn YacTi MoXe [a JoBede A0 NnosBpeaa Ha anapata u
LLie aHynupa rapaHumsTa.
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8.5 PemoHT Ha QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 moxe pga ce pemoHTMpa camO OT ymbnHomouleHn ot QIAGEN
npeactasutenn. Ako QlAstat-Dx Analyzer 1.0 He paboTu kakTo TpsibBa, ce OObpHETE KbM
»T€xHu4yecko obcnyxBaHe” Ha QIAGEN, kaTo wu3nonssaTe MHgoOpMauuMsaTa 3a KOHTaKT B
pasgen 9.

Puck oT HapaHIBaHUSA U MaTepuarnHu LWeTn
He otBapsvite koprnyca Ha QIAstat-Dx Analyzer 1.0. He ce

onuTBaiiTe Aa U3BbPLUBATE PEMOHTM UMM U3MeHeHusi no QlAstat-
NPEAYNPEXOEHUE/ | Analyzer 1.0.

BHUMAHUE

ﬁ HenpaBunHOTO oOTBapsiHe Ha kKopnyca WM W3BbpLUBaHE Ha
nameHenna no QlAstat-Dx Analyzer 1.0 moxe pfa npuyvHu
HapaHsBaHus 1 noBpeaa Ha QlAstat-Dx Analyzer 1.0, kaTo ocBeH

TOBa LLe aHynupa rapaHuusTa.
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9 OrtcTpaHaBaHe Ha npobnemm

To3sn pasgen npepoctaBsa MHOpMaUMSA 3a HAKOM MPOGNeMu, KOUTO MOXe Aa Bb3HWKHAT C
QlAstat-Dx Analyzer 1.0, KakTo M BBb3MOXHWUTE MpUYMHM U pelleHus. WHdopmauusata e
cneundumyHa 3a anapata. WHdopmauus 3a oTcTpaHsaBaHe Ha npobrnemu c KaceTa 3a aHanv3
QlAstat-Dx we HamepuTe B MHCTPYyKUMUTE 3a ynoTpeba KbM CbOTBETHATa KaceTa.

Ako maTe Hyxaa oT LOMbIHUTENHO CbAEeNCTBUE, ce 0b6bpHETE KbM , TEXHUYECKO obcnyBaHe"
Ha QIAGEN, kato usnonasate nHdopmaumsita 3a KOHTaKT No-4ory:

YebcanT: support.giagen.com

Mpeon foa ce obbpHETe kbM TexHu4deckaTa nogapwxka Ha QIAGEN 3a rpewkn B QlAstat-Dx
Analyzer 1.0, 3anvweTte onepauuiTe, OOBENW OO Trpewkara, W UWHdopMauusaTa oT
€BeHTyarnHuTe [AuanoroBu nposopun. Tasum uHdopmauusa we noMorHe Ha ,TexHu4ecko
obenyxsaHe” Ha QIAGEN pa pewu npobnema.

Mpeon pa ce obbpHeTe kbM ,TexHnyecko obecnyxeaHe“ Ha QIAGEN 3a rpeluku, npuroteseTe
criegHaTta nHdopmauus:

® CepwueH Homep, TuM, Bepcus Ha copTyepa Ha QlAstat-Dx Analyzer 1.0 n uHctanupaHu
dannose ¢ geMHULMM Ha aHanuanTe

e Kopa Ha rpewkaTa (ako uma)

® MomeHTa OT Bpeme, B KOMTO € Bb3HMKHara rpeLlkaTta 3a npbe NbT

e Konko YecTo Bb3HUKBA rpeLukata (T. €., TepMOANYHA UMK NOCTOSIHHA FpeLLKa)
e CHMMKa Ha rpeLukaTa, ako € Bb3MOXHO

o [lomolleH nakeT

9.1 XapayepHu n copTyepHU rpeLLKm

Mpewka Bb3moxHa npuunHa KomeHTapu n npegnoxenus
The QIAstat-Dx QlAstat-Dx Analyzer 1.0 He e MposepeTe aann QlAstat-Dx Analyzer 1.0 e BkmoYeH B
Analyzer 1.0 does not BKIMIOYEH B KOHTaKTa. KOHTaKTa.
startl (QIAstgt-Dx MpeBKMoYBaTENAT 32 BKrlOYEeTE ro C MPEBKMI0YBATENS 3@ 3aXPaHBAHETO 0T3a/]
Analyzer 1.0 He 3axpaHBaHeTo 0T3aa Ha QlAstat-  Ha QlAstat-Dx Analyzer 1.0.
cTaptipa). Dx Analyzer 1.0 He e BKITIOUeH.
QlAstat-Dx Analyzer 1.0 e B HatucHete 6yToHa 3a BKnto4BaHe/M3knioYBaHe, 3a Aa
PEXUM Ha U34yakBaHe. nanese QlAstat-Dx Analyzer 1.0 OT pexvm Ha us4aksaHe.
Analytical Module not MocTbT Mexay aHanUTU4HUS U MpoBepeTe Aanu MOCTBLT MeXAY OnepaTUBHUSA 1
detected (He e otkput onepaTuBHUA MOAyn He e aHanuMTUYHMA MoAyn € CBbp3aH NpaBuUIHO.
aHanuTUYeH moayn). NpaBUMHO CBbP3aH.
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Ipewka

Bb3moxHa npuynHa

KomeHTapu u npeanoxeHus

The Analytical Module
status indicator is red
(MnpvkaTop®bT 3a
CBbCTOAHMETO Ha
aHanUTUYHUA Moayn e
YepBeH).

The touchscreen does
not respond (CeH30opHUAT
eKpaH He pearvipa).

Bar code reader does not
scan (bapkog yeTteubT
He ckaHupa).

The QIAstat-Dx assay
cartridge is stuck inside
the QIlAstat-Dx

Analyzer 1.0. (Kacetata
3a aHanus QlAstat-Dx e
3aceqHana BbB
BbTPELUHOCTTA Ha
QlAstat-Dx Analyzer 1.0.)

Lid of the cartridge
entrance port does not
open (KanakbT Ha Bxoaa
3a nocTaBsiHe Ha kaceTn
He ce oTBaps).

The Run Test button is
not active (ByToHbT
U3nbnHeHue Ha TecT He
€ aKTUBEH).

Assay does not run
(AHanm3bT He ce
M3MbMHsBA).

Result upload status is
“Error” (CbCTOAAHMETO Ha
KayBaHEeTo Ha
pesyntaTtute e
JpeLka®).

A result cannot be
uploaded (Pe3ynTtaTbT He
MOXe a ce Kauu).

HewusnpaBHoCT Ha xapayepa.

QlAstat-Dx Analyzer 1.0 e B
pexuM Ha n3yaksaHe
(MHOMKATOPBT 3a CbCTOSHNETO €
CVH).

HewusnpaeHocT Ha xapayepa.

He e BknoveHa yHKumMsATa 3a
6apkog cbc Sample ID
(NneHTndpukaTop Ha anvkBoTHaTa
yacr).

Mma xapayepeH unm codptyepeH
npobnem B 6apkoa YeTeua.

MexaHn4yHa HensnpaBHOCT Ha
mopyna.

MexaHn4Ha HensnpaBHOCT Ha
mopyna.

Kaceta 3a aHanus QlAstat-Dx e
ocTtaHana BbTpe B QlAstat-Dx
Analyzer 1.0 n TpsibBa na 6bae
n3BageHa, npeau QlAstat-Dx
Analyzer 1.0 ga paspeLum
M3MbIIHEHVE Ha HOB TeCT.

MopaynbT He e AOCTBbMEH.

MoTpebutensT HAMa npaea 3a
M3MbIIHEHWE Ha TecTa.

AHanu3bLT He e MHCTanupaH Ha
QlAstat-Dx Analyzer 1.0.

Bpb3kaTa c xocTa e usrybena.

M3TeKkbn e CpoKbT 3a n3vakBaHe
Ha KOMYHMKaLMsi C XocTa.

Cb00LLEHNETO € OTXBBPIEHO OT
xocrTa.

Pe3yﬂTaT'bT € C U3TeKbI CPOK.

O6bpHeTe ce KbM , TexHnyecko obenyxsaHe” Ha
QIAGEN.

HaTtucHeTe GyToHa 3a BKMOYBaHe/U3kMioYBaHe Ha
onepaTuBHUA MOAY!.

Ob6bpHeTe ce KbM , TexHn4ecko obcnyxsaHe" Ha
QIAGEN.

O6bpHeTe ce KbM pbkoBOAUTEN Ha nabopaTtopusTta unm
agMUHUCTpaTop Ha anapara Aa koHdurypupa dyHKumsTa
3a yeTeHe Ha bapkog Ha QlAstat-Dx Analyzer 1.0.

O6bpHeTe ce KbM , TeXHUYecko obCryxBaHe" Ha
QIAGEN.

O6bpHeTe ce KbM , TeXHUYecKo obCryxBaHe" Ha
QIAGEN.

O6bpHeTe ce KbM , TexHn4ecko obenyxsaHe” Ha
QIAGEN.

MoneTo B neHTaTa 3a CbCTOSIHUETO Ha MOAyNuUTe He
TpsibBa Aa nokasBa TekcTa ,Eject cartridge” (M3BageTe
KaceTtaTa). HaTucHeTe noneTo 3a CbCTOsHWE Ha Moayna,
cnep koeTo HaTucHete Eject (U3BaxaaHe).

I'IpoaepeTe Aanu MOCTbT MeXxay onepaTtuBHUA U
aHanMTU4yHna moayn € CBbp3aH NpaBUITHO.

OGbpHeTe ce KbM pbkoBOoAWUTEN Ha NabopaTopust unu
aAMUHMCTpaTop Ha anapara.

AxanusbT TpsibBa ga ce uHctanupa. O6bpHeTe ce KbM
pbKoBOAWTEN Ha NabopaTopus UK agMUHUCTPATOp Ha
anapata

OGbpHeTe ce KbM pbkoBOAUTEN Ha NnabopaTopust unu
aAMVUHMCTPAaTOp Ha anapaTa Aa npoBepu AaHHUTe 1 da
TecTBa Bpb3kaTa.

O6bpHeTe ce KbM pbkoBOAUTEN Ha nabopaTopus unu
aAMUHMCTPaTOp Ha anapaTa Aa NpoBepy CTOMHOCTTa Ha
HacTponkata Timeout (Cpok 3a us4yakeaHe), KOSTO MOXe
Aa ce yBenuuun o makcumym 60 cekyHau. Ako Beye e Ha
MakcMmarnHara CToHocCT, Tpsibea Aa ce nposepun
M3NpaBHOCTTa Ha MpexarTa.

XOCTBT € OTXBBbPNUM CbOGLLEHUE MO HskakBa NpuynHa
(aHanu3bT He e pa3no3HaT, CEMaHTUYHM Npobnemu n
np.). O6bpHeTe ce KbM , TexHn4ecko obenyxsBaHe” Ha
QIAGEN.

O6bpHeTe ce KbM pbkoBOAUTEN Ha nabopaTtopus unu
agMuHUCTpaTop Ha anapaTa Aa nposepu Expire Time
(Cpok 3a usnpauiaHe) B HacTpowikute Ha BUC/TTUC.
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Ipewka Bb3moxHa npuynHa

KomeHTapu u npeanoxeHus

Cannot run a test Hsima nopbuka 3a TecT 3a
because there is notest  ugeHTUdKKaTOpa Ha annKBoTHaTa
order (TecTbT He MOXe yacTt n Force Order (®opcupaHe
[la ce U3NbMHYM, 3aloTO  Ha NopbYKa) e BKoYeHa B

HsIMa MopbYka 3a TecT).  HacTpoWkuTe Ha BUC/MNC.

Mpobnem BbB Bpb3kaTa ¢ JINC u
Force Order (PopcvpaHe Ha
nopbYka) e BKMYeHa B
HacTpoinkute Ha BUC/NMAC.

Printer is not setup MmMa pasnuyHu npuymHu 3a
correctly, or test reports Hen3npaBHOCT Ha npuHTepa.

cannot be printed
(MpuHTEPDBT He €
HacTpPOEeH NMpPaBUHO UNn
He moraT aa ce
oTneyaTsaT uLLOBe 3a
TecTa).

O6bpHeTe ce kKbM agmuHucTpaTop Ha JIUC ga nposepu
[anv uma nopbyka 3a NOCOYeHUs naeHTUdUuKaTop Ha
anukBoTHa YacT B JIUC.

O6bpHeTe ce KbM pbKoBoAUTEN Ha nabopaTtopust Uu
aAMVHUCTpaTop Ha anaparta Aa NpoBepy Bpb3akaTta C
xocra.

3a ga usnbnHuTe aHanu3a 6e3 nopbyka 3a TecT,
nskntoyete Force Order (PopcupaHe Ha nopbyka) B
HacTponkute Ha BUC/NNC.

BwxTe QlAstat-Dx Analyzer 1.0 Printer Setup Guide Ha
QIAGEN.com/QIAStat-Dx_PrinterSetup 3a Yecto
3aJaBaHV BbMNPOCK 3a OTCTpaHsBaHe Ha npobrnemu npu
HaCTpOWKa Ha NPUHTEPa U Hacoku 3a n3bsreaHe Ha YecTo
cpeLlaHu npobnemu ¢ npuHTepa.

9.2 CobobueHuns 3a rpeLlku u npegynpexaeHns

Ipewka/npenynpexaeHue

O6sicHeHune

KomeHTapu v npeanoxeHus

The AM in the slots has
changed (AHanuTU4YHUST
Mopyn B rHe3[0To e
NPOMEHEH).

Performing a backup is
recommended before
updating or restoring
(Mpeau aktyanuaupaxe nnm
Bb3CTaHOBsIBaHE €
npenopbyMTEnHO Aa
HanpaBuTe pe3epBHO
Konue).

Shutdown not possible.
Please stop all tests and
eject cartridges (He e
BB3MOXHO W3KMtoYBaHe.
CripeTe BCUYKM TECTOBE U
n3Bagere kaceTtute).

Free disc space ddd
reached warning or critical
level (OcBoboaeTe AMCKOBO
npocTpaHcTBo ddd gocTurHa
npeaynpeavTenHo unu
KPUTUYHO HUBO).

The system was not shut
down properly last time
(MocnepHus NbT cuctemata
He e NU3KIIoYeHa NpaBurHo).

Test result with invalid data
found (OTkpwuT e pesyntat
OT TECT C HeBanuaHu
OaHH).

Unexpected behavior of AM
nnn (HeoyakBaHo
noBefeHNe Ha aHanMTU4YeH
MoAy”n nnn).

Update data aborted, error
occurred (AKTyanuampaHeTo
Ha JaHHUTE e npekpaTeHo,
Bb3HMKHA rpeLLka).

CucTtemarta e oTkpuna
npomMsiHa B xapayepHata
KOHdurypaumsi. NMpomeHeHo e
MECTONMOSIOKEHNETO Ha MoHe
efIMH aHanuTU4eH Moayrn.

o BpemMe Ha aKkTyanuampaHeTo
MOXe Aa ce 3arybaT faHHu,
aKo Bb3HUKHE rpeLuka.
PesepBHOTO Konune no3sonssa
Bb3CTAHOBSIBAHE Ha cuctemara
1 faHHUTE.

KoraTo ce nanbnHsiBa TecT,
QlAstat-Dx Analyzer 1.0 He
MOXe [ia Ce U3KIMIoYN.

Cucremarta TpsibBa fa ce
nposepu OT , TeXHNYEeCKo
obcnyxsaHe” Ha QIAGEN, 3a
fa ce yBenmuu JUCKOBOTO
NPOCTPaHCTBO.

Cucremata He e usknoveHa
cbrnacHo npoueaypara.
[aHHWTe OT nocnegHuns Tect
MOXe Aa ca 3arybeHu.

OTkpuTa e Heo4akBaHa rpeLuka
no Bpeme Ha nocneaHuns TecT.

OO6ua cuctemHa
HensnpaBHOCT.

Bb3HuKkHana e HeovakBaHa
rpeLuka npy akTyanusmpaHeTo
Ha QlAstat-Dx Analyzer 1.0.

He e HyxHo Aa npasuTe HULWO. CucTemaTa ce
KOH(Mrypu1pa cama crief npomsiHa Ha
MECTOMONIOKEHNETO HA MOAY.

CwriHo ce npenopbyBa a HanpasuTe pe3epBHO Komnve Ha
cucTeMata Npeauw Bb3CTaHOBSIBAHE UMK akTyanuavpate.

W3yakarite TectoBeTe Aa 3aBbpLiaTt unm ru oTMeHeTe,
crieq KoeTo n3Kn4yeTe cncremarta.

O6bpHeTe ce KbM , TexHnyecko obenyxsaHe” Ha
QIAGEN.

AHanusatopbT QlAstat-Dx Analyzer Tpsi6Ba aa ce
M3KIMHOYM NPaBUMHO C HaTUCKaHe Ha GyToHa 3a
BKIIOYBaHe/U3KNoYBaHe oTnpea Ha anapata, npeau Aa
Ce M3KIIYM 3axpaHBaHETO Ha anapaTa ¢
npeBkIoYBaTens 3a 3axpaHBaHeTo 0T3aj Ha anapaTta
UIN C U3KMIOYBaHE OT KOHTaKTa, KaKTo € OnMcaHo B
pasgen 6.11.

OnuTanTe OTHOBO Aa M3MbIIHUTE TECTa C HOBA KaceTa 3a
aHanu3 QlAstat-Dx. Ako npobnembT npoabmkaBa Unm
Bb3HMKBA YECTO, Ce OGbpPHETE KbM , TEXHUYECKO
obcnyxsaHe” Ha QIAGEN.

Pecraptupaiite cuctemara. Ako npobnemsbT
npoabmkasa, ce obbpHeTe KbM , TexHnyecko
obenyxsaHe” Ha QIAGEN.

O6bpHeTe ce KbM , TexHnyecko obenyxsaHe” Ha
QIAGEN.
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Ipelwuka/npeaynpexpeHve

0O6scHeHue

KomeHTapu u npeanoxeHus

No backup file found (He e
OTKPWT chawin ¢ pe3epBHO
konue)!

Assay <assay_id> not
available. (AHanuabT
<npeHTndnKaTop Ha
aHanu3a> He e JOCTbMeH).

Code (Koga): 0x400

Assay <assay_name> not
active (AHanM3bT <uMe Ha
aHanu3a> He e BKIOYEH).

Assay <assay_name>
already imported.
(AHanM3bLT <ume Ha
aHanu3a> seye e
MMNOPTUPaH).

Code (Koa): 0x0304

Import assay failed; the
assay file is invalid
(MmnopTupaHeTo Ha
aHanu3a e HeycneLHo;
annsT ¢ aHanu3 e
HeBanuaeH).

Importing ADF <adf_name>
failed. (MmnopTupaHeTo Ha
daiina ¢ geduHULUSTa Ha
aHanu3a <vme Ha danna> e
HeyCneLluHo).

Code (Kog): 0x0305

Login failed! (HeycnewuHo
Bnu3aHe!)

Login failed! The user is not
activated. (HeycnewHo
Brnusane! MNoTpebutensT He
€ aKTuBMpaH.)

Login failed! Wrong
Password! (HeycneluHo
Bnu3saHe! MpewHa naponal)

Login failed! User
identification does not exist.
(HeycnewHo Bnm3aHe!
MpeHTudukatopbT Ha
notpebutens He
CbllecTByBa.)

Passwords are not identical
(MaponuTte ca pa3nuyxm)!

Invalid Password! Min.
length 6 characters. Max.
length 15 characters.
Allowed characters: 0-9, a—
z, A-Z, _, space.
(HeBanugHa napona!
MwuHuManHa abmkuHa 6
3Haka. MakcumanHa
ObikuHa 15 3Haka.
Paspewenu 3Hauu: 0-9, a—
z, A-Z, _, vHTepBan.)

B USB ycrtpoiictBoTO 3a
CbXpaHeHue He e OTKpUT
nogxoaswy, .dbk dann c
pe3epBHO konwue.

AHanusbT, CbOTBETCTBALL Ha
kaceTaTa 3a aHanu3 QlAstat-
Dx, He e uMnopTupaH B
QIlAstat-Dx Analyzer 1.0.

AHanM3bLT He e BKIIOYEH.

B 6GaszaTa gaHHU uma aHanus
CbC CbLUUS UaeHTUMKaToOp u
Bepcus.

dDainbT ¢ gepuHnumsATa Ha
aHanusa 3a uMrnopTupaHe e
HenpasuIeH.

dDainbT ¢ gepuHnumsATa Ha
aHanusa 3a umrnopTupaHe e
HenpasuIieH.

OnuTbT 3a BNu3aHe e
HeycneLleH.

MoTpebutenaTt Hama
paspelueHve Aa 3nonaea
QlAstat-Dx Analyzer 1.0.

BbBeneHarta napona e
HenpasuHa.

MoTpebuTensT He e nobaBeH B

cucrtemarta.

3a na 3apageTe HoBa napona,
TpsibBa Aa s BbBEaeTe no
€[M1H 1 Cbll, HAaYuH ABa MbTU.

Maponara He oTroBapsi Ha
npaswunarTa 3a CUrypHocT.

MpoBepeTe ganu cannbT cbliecTeyBa B USB
YCTPOWCTBOTO 3a CbXpaHeHue. Ako NnpobnemMbT
npoabkasa, ce 0obpHeTe KbM , TexHnyecko
obcnyxsaHe” Ha QIAGEN.

MmnopTupaiite aHanmsa B QlAstat-Dx
Analyzer 1.0 (BuxTe pasgen 6.7.2).

BkntoueTe aHanusa (BuxkTe pasgen 6.7.1).

AHanusbT Beye e 3apefeH B cuctemata. He e HyxHo aa
npasuTe HULLO.

N3Ternete oTHOBO haiina ¢ AecuHMumMsATa Ha aHanu3a
oT www.giagen.com. O6bpHeTe ce kbM , TexHu4ecko
obenyxsaHe” Ha QIAGEN, ako npobnembT npoabxasa.

N3Ternete oTHOBO haiina ¢ AecuHMumMsATa Ha aHanu3a
oT www.giagen.com. O6bpHeTe ce kbM , TexHu4ecko
obenyxsaHe” Ha QIAGEN, ako npobnembT npoabxasa.

O6bpHeTe ce KbM pbKoBoAUTEN Ha nabopaTtopust Uu
aAMUHMCTpaTop Ha anapaTa.

ObbpHeTe ce KbM pbKOBOAMTEN Ha nabopaTopus unm
aAMUHUCTpaTOp Ha anapaTa, 3a Aa aKTuempa
notpebutens (BuxTe pasgen 6.6.1).

Cnep Tpy HeyCreLlHM onuTa 3a BbBex/AaHe Ha naponarta
notpebuTtensaT TpsibBa fa n34yaka egHa MUHYTa, Npeauv Aa
onuTa OTHOBO Aa Brese. Ako cTe 3abpasunu naponara,
ce 06bpHETe KbM aAMUHUCTPaTOpa Ha anaparta, 3a Aa
3ajaje HoBa.

ObbpHeTe ce KbM agMUHMUCTpPaTOpa Ha anaparta unm

pbkoBOAWTENst Ha nabopaTopusita Aa Ao6aBW HOBUS
nortpe6uten.

BbBenete ABe efHaKBW Naponu.

3apaiiTe napona ¢ MMHUMarnHa Ab/kuHa 6 3Haka u
MakcumarnHa AbskmHa 15 3Haka, KOSTO CbAbpXKa camo
nossonenute 3Hauu: 0-9, a—z, A-Z, _, nHTepsarn.
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Ipelwuka/npeaynpexpeHve

0O6scHeHue

KomeHTapu u npeanoxeHus

Export failed
(ExkcnopTupaHeTo e
HeycneLHo)!

USB Device not found (He e
HamepeHo USB
YCTPOWCTBO).

Bar code reading failed.
(BapkogbT He e npoveTeH
ycneLuHo.)

Failed to scan bar code.
(HeycnelwHo ckaHvpaHe Ha
6apkopa.)

Test failed, Error:
(HeycnewweH TecT, rpewika:)
<KOA Ha rpeLuka>.

User has no right to execute
assay
<assay_name>.(MoTpebute
NSAT HAMa NpaBo Ja
M3MbMHK aHanmsa <ume Ha
aHanusa>).

Code (Koa): 0x0402

Cartridge already used.
(KacetaTa Beue e
n3nonssaHa.)

Cartridge expired.
(Kacetata e ¢ ustekbn cpok
Ha rogHocCT.)

Different cartridge inserted.
(MocTaBeHa e pasnuyHa
KaceTa.)

Failed to create file.
(HeycnewHo cb3gaBaHe Ha
dann.)

HIS/LIS timeout. (N3Tekbn
CpOK 3a 134yakBaHe Ha
BUC/MNC.)

Results in state "Uploading”
or "Expired" cannot be
uploaded. (Pe3yntatu cbe
cbeTosiHue ,Uploading”
(Kaua ce) unu ,Expired”
(N3Tekbn) He moraT aa ce
KayBar.)

The maximum number of
results for upload <num> is
exceed <num>.
(MakcumanuusaT 6poi
pesynTaTu 3a kauBaHe
<6poi> e NpeBuLLEH:
<6pon>.)

BbaHukHana e HeoyakeaHa
rpeLuka rno Bpeme Ha

onepauuaTa 3a ekcrnopTupaHe

Ha pesynTaTty.

He e otkputo USB ycTpoiicteo

3a cbxpaHeHue B QlAstat-Dx
Analyzer 1.0.

HewnsnpasHocT B 6apkog
YeTela.

3a 1031 Gapkoa HAMa 3apeneH

aHanus B cucrtemara.

TecTbT € HeycrnelleH ¢
rpetuka.

MoTpebutenat Hava
paspeLueHve Aa U3MbIHW
aHanusa.

Beue nsnonssaHa kaceTa 3a

aHanu3 QlAstat-Dx He moxe ga

Ce n3nonsesa OTHOBO.

Kacetara 3a aHanu3 QlAstat-
Dx He MOXxe aa ce 13nonaea,
3aLL0TO HEMHUAT CPOK Ha
rOAQHOCT € U3TEKBI.

MocTaBeHaTa KaceTa 3a
aHanu3 QlAstat-Dx He
CbOTBETCTBA Ha kaceTaTta,
oTKkpuTa oT 6apkog yeTeua.

He moxe fa ce cb3gage dann

C pesepBHo Konue.

CpoKbT 3a KOMyHUKaUusITa
mexay anapata n JINC e
N3TEKbII.

Pe3ynTaT C U3TeKbI1 CPOK 3a

KayBaHe He MOXe [a Ce KayBa

MOBTOPHO.

KoraTo eauH pesynrar e Beye

cbc cbeTosiHue ,Uploading”

(KauBa ce), Toii He Moxe aa ce

KayBa OTHOBO.

MakcumannusT 6pon
pesynTaTi 3a eHOBPEMEHHO
KayBaHe e [4oCTUrHar.

OnuTainTe OTHOBO onepauusita. Ako npobnembT
npoabkasa, ce 06bpHeTe KbM , TexHnyecko
obenyxsaHe” Ha QIAGEN.

MocTaBeTe USB ycTpoicTBo 3a cbxpaHeHne B USB
nopra.

O6bpHeTe ce KbM , TeXHUYecko obCryxBaHe" Ha
QIAGEN.

BapkoabT Moxe Aa e noBpeaeH. ManonseanTte apyra
kaceTa 3a aHanu3 QlAstat-Dx.

Ako npobnembT NpoabmKaea, ce 06bpHETE KbM
»TexHundecko obcnyxsaHe” Ha QIAGEN.

OnutainTe fa M3NbNHMTE TeCTa OTHOBO C HOBA KaceTa 3a
aHanu3 QlAstat-Dx. Ako npobnembT npoabrxkaea, ce
obbpHeTe kbM , TexHnyecko obenyxsaHe” Ha QIAGEN u
MM KaxkeTe KaKBO nuLLe B CbOBLLEHNETO C Koaa Ha
rpeLukara.

PazspetlueHve moxe aa 6bae AafeHo oT ekpaHa User
Management (YnpasneHue Ha notpebutenute) (BuxTe
pasgen 6.6).

[lenoHupainTe nanonssaHara kacera 3a aHanu3 QlAstat-
Dx no cboTBETHUTE pa3nopeabu 3a 6esonacHocT n
fenoHupaHe. M3nbnHeTe TecTa ¢ HOBa kaceTa 3a aHanu3
QIAstat-Dx.

Kacetara 3a aHanu3 QlAstat-Dx Beue He moxe fa ce
n3nonaea. [lenoHupaiTe kaceTaTa No CbOTBETHUTE
pasnopen6u 3a 6e30nacHOCT U AenoHMpPaHe.

MocTtaBeTe kaceTtata 3a aHanua QlAstat-Dx, ckaHnpaHa ¢
6apkop yeTela.

USB ycTpoiCTBOTO 3a CbXpaHeHue He pabotu. OnutanTte
0OTHOBO € Apyro USB yCTpo#cTBO 3a CbXpaHeHue.

MpoBepeTe cToiiHocTTa Ha Timeout (Cpok 3a
n3vyakBaHe) B HacTpoukute Ha BUC/NIUC n yBennyete
CTOMHOCTTa. AKO BeYe e 3aafeHa MakcumanHarta
CTOMHOCT, ce 06bpHETE KbM , TEXHUYECKOo obcnyBaHe"
Ha QIAGEN.

CpoKbT 3a U34akBaHe MoXe Aa ce NPoMeHu B
HacTtponkute Ha BUC/MNC.

Cnep kato n3nese ot cbecTosiHue ,Uploading” (KauBa ce),
pe3ynTaTbT MOXe Aia Ce Kauu OTHOBO.

OTmeHeTe n3bopa Ha HSKOM OT pe3ynTaTuTe 1 onuTamTe
OTHOBO.

PkoBoacTBo 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 06/2020

100



Ipelwuka/npeaynpexpeHve

0O6scHeHue

KomeHTapu u npeanoxeHus

No book order for this
sample ID. Do you want to
continue anyway? (Hama
paboTHa nopbyka 3a To3u
naeHTudgukaTop Ha
anukBOTHa YacT. Vickate nu
[Aa NpoabIMKUTE BbNpekn
ToBa?)

Order not found.
(Mopbukata He e
HamepeHa.)

Ordered assay not installed.
(MopbyaHusT aHanus He e
MHCTanmpaH.)

No connection to HIS/LIS.
(Hsma Bpb3ka ¢ BUC/INC.)

JINC He e BbpHana nopbuka 3a
TecT 3a faaeH naeHTudukaTop
Ha anukBoTHa YacT. Force
Order (dopcupaHe Ha
nopbuKa) e nsknioveHa B
Order Settings (HacTponku
3a nopbuKa).

JINC He e BbpHana nopbuka 3a
TecT 3a faaeH uaeHTudmkaTop
Ha anukeBoTHa YacT. Force
Order (®opcupaHe Ha
nopwbyka) e ,enabled”
(BkntoyeHa) B Order Settings
(HacTpoiiku 3a nopbuka).

3aaBeHusIT B nopbykaTa 3a
TecTa aHanu3 He e MHcTanmpax
Ha QlAstat-Dx Analyzer 1.0.

WmeTo Ha aHanusa B QlAstat-

Dx Analyzer 1.0 He cbBnaga ¢
MMETO Ha aHanuaa, usnpateHo
ot JIUC.

Hsama Bpb3ka mexay JINC n
QlAstat-Dx Analyzer 1.0.

MpoabmxaBaHeTo Ha TecTa 03Ha4YaBa, Ye HeroBUST
pe3ynTaT Beye HaMa Aa MMa CboTBeTHa nopbyka B JINC
crep KauBaHeTO Ha pesynTara.

TecTbT He MOXe Aa ce U3nNb/HW. MNpuynHUTE 3a ToBa
cbobLeHne moraT aa 6bvaat cnegnute: JINC He e
nanpaTtuna nopbyka 3a ugeHTudukaTopa Ha
anvKBOTHATa YacT, U3TEKbI € CPOKBLT 3a M34aKBaHe Unu
mma npobnem BbB Bpb3KaTta C XxocTa.

WHcTanupaiite CbOTBETHUSA aHanms.

MposepeTe LIS assay name (Mme Ha aHanusa B JIUC) B
HacTtponkute Ha BUC/MNC.

MposepeTe AaHHWUTE 3a Bpb3KaTa B HACTPOWKUTE Ha
BMC/MAC.
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10 TexHu4ecku cneundomkaumm

YcnoBus 3a pa6oTa

M3nckBaHms KbM
3axpaHBaHeTo

Mpeanasuten
Temnepatypa
BnaxHocTt
Hagmopcka BUCo4nHa
CeeTnuvHa

90-264 V~

50-60 Hz

Hespo IEC 60320-1 C14

1 6poit 8 A, 3akbcHUTEN

15-30 °C

20-80% oTHOCUTENHa BNaXXHOCT, HEKOHAEH3MpaLla
0-2200 m

Lo 4000 lux

YcnoBus 3a TpaHcnopTupaHe

Temnepatypa

0-55°C, makcumym 85% OTHOCUTENHA BNAXHOCT, HEKOHAEH3MpaLla

EnektpomarHutHa cbBmectumoct (EMC)

M3nckeaHusa 3a EMC

OtroBaps Ha IEC 61326 knac A

Ob6opyaBaHeTo e npegHa3HadeHo u usnpobeaHo 3a CISPR 11 knac A. B
JoMallHa cpefia MoXe Aa NPUYMHU pagvoCMyLLEHUSI U B TaKbB Criyvaii Moxe
[a ce HanoXxu Aa rm orpaHuynTe.

MexaHU4YHU AaHHU N XapAayepHu KOMNOHEHTHU

OnepaTMBeH moayn

Pasmepu

Terno

AHanutuyeH mogyn

Pasmepu

Terno

WHTepdenic 3a Ethernet
USB nopTtoBe

WvpuHa: 234 mm
BucounHa: 326 mm
Obn6ouynHa: 517 mm
5kg

LWnpwHa: 153 mm
BucounHa: 307 mm
ObnbouynHa: 428 mm
16 kg

1 6port 10/100 — Base-T Ethernet
1 otnpen n 3 oT3ag
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11 TNpunoxeHus

11.1 NHcTanupaHe n KoHUrypupaHe Ha npuHTep

JonbnHUTENHM Hacoku 3a 4YecTO 3afdaBaHW BBLNPOCKU 3a OTCTpaHsBaHe Ha npobnemu npu
HacTpoyika Ha MpWHTEepa M HacokM 3a m3barBaHe Ha 4ecTo cpelaHn npobnemu ¢ npuHTEpa
MoraT pgda ce Hamepar B QlAstat-Dx Analyzer 1.0 Printer Setup Guide Ha
QIAGEN.com/QIlAStat-Dx_PrinterSetup.

11.1.1 WHcTtanupaHe Ha npuHTep ¢ USB
ManbnHeTe cnepBawmTe CTLMKN, 3a Aa UHCTanupaTte npuHTep ¢ Bpb3ka no USB:

1. CebpxeTte USB kabena ot npuHTepa ¢ USB nopT Ha onepatuBHusa moayrn. Mima
4 poctbnHM USB nopra: 1 oT gsicHaTa cTpaHa Ha ekpaHa 1 3 Ha repba Ha anaparTa.
2. BknoyeTe npuHTepa oT Printer Settings (HacTtpolikvu Ha npuHTepa), kaTto nsbepete

cboTBeTHaTa onumst PRINTER (MPUHTEP) nnun nictanupaiite cboTBETHUSA ApanBep
CUPS, kakTo e onuncaHo B npunoxexHve 11.1.3.

3abenexka: Ako oTnevaTBaHETO Npe3 NpeaBapUTENHO MHCTaNMpaHusl NPUHTEP He paboTu
ce nNpenopbYBa fnokaneH KOMMITbP Aa ce cebpxe kbM QlAstat-Dx Analyzer n pa ce
cnepfBaT MHCTPYKLUWTE 3a MHCTanvpaHe Ha npuHTep npe3 Ethernet (Buwxte Pasgen 11.1.2).
3abenexka: Ako oTnevaTBaHeTo npe3 ceBbp3aH Ype3d USB npuHTep He paboTn, cbeTosHMe
Ha 3agayaTa 3a oTrnevaTBaHe u Apyra uHgopmMaumsa Moxe Aa ce oTkpue Ypes nHTepderica
CUPS. 3a goctbn A0 HEero ce npenopbyBa fokaneH KOMMTbLP Aa ce cBbpxe kbM QlAstat-

Dx Analyzer u fa ce cneaBaT UHCTPYKLMUTE 3a MHCTanNMpaHe Ha npuHTep npes Ethernet
(BwxTe Pasgen 11.1.2).

11.1.2 WHcTanupaHe Ha npuHTep ¢ Ethernet

3abenexka: 3a nHctanupaHe Ha npuHTep npe3 Ethernet ce nsuckea HanuuneTo Ha mMpexoB
npuHTep, nokaneH komniotbp M QlAstat-Dx Analyzer, pa3nonoxeHv B egHa v Cblua fnokanHa
mpexa.

M3nbnHeTe crnegBawuTe CThIKKW, 3a Aa MHCTanMpaTe MpEeXoB NpuHTep ¢ Bpb3ka no Ethernet:

1. CebpxeTe npuHTepa ¢ Ethernet mpexa v ro BkroveTe.
PaspelueTte mpexoBute HacTpovikn Ha QlAstat-Dx Analyzer (BuwxTe Pasgen 6.8.5).

YBepeTe ce, Ye MpexoBaTa KoH(Urypaumsi Ha nokarnHus KOMMITbP € NpaBuiHa.

A o

WHcTanuparite gpavisepa CUPS OT UHTEPHET, KakTo € OnucaHo B npunoxeHune 11.1.3.
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5. Pecrtaptupaiite QlAstat-Dx Analyzer 1.0, KaTo ro UsknouuTe 1 BKIMOYUTE OTHOBO.

6. BkntoyeTe npuHTepa oT Printer (MpuHTEpP) B HACTPOViKMTE, KaTo M3GepeTe HoBaTa

AOCTBMHA oNumsa (MHCTanupaHvsa NpuHTep) U HatucHeTe Save (3anuc).

11.1.3 WHcTanupaHe Ha apaveep 3a npuHTep CUPS

CUPS (Common UNIX Printing System) npeacraensisa cuctema 3a nedat 3a nogo6Hu Ha Unix
KOMMIOTBPHM ONepaLyoHHN CUCTEMU, KOSITO NO3BOMsSiBa Ha onepaTtneHus moayn Ha QlAstat-Dx
Analyzer 1.0 ga pabotn kaTo cbpebp 3a nedyat. CUPS wusnonsea Agpavisepu ot tuna PPD
(Onucanune Ha PostScript® npuHTep) 3a BcMukM nevyartawm yctpoiicTea — PostScript u gpyru. B
onepaTtnBHusi Mogyn Ha QlAstat-Dx Analyzer 1.0 uma cabpuyHo nHctanvpanu apavisepu PPD,
HO morarT fa ce KaysarT v gpyru.

3ab6enexka: QIAGEN He Moxe pa rapaHTupa, Ye BCeku NpuHTep We pabotn ¢ QlAstat-Dx
Analyzer 1.0. B npunoxexuve 11.1.4 we HamepuTe CMMCBK C TECTBAHWUTE NPUHTEPMU.

3a pga WHCTanupaTe HOB ApanBep 3a NPUHTEpP, U3MbITHETE credBallmMTe CTbMKU:

1. Bknoyete CUPS B npunoxHus codptyep Ha onepatmeHusa mogyn Ha QlAstat-Dx
Analyzer 1.0 nog Options (Onuun) --> System Config (KoHdurypaums Ha cuctemara) -->
Network (Mpexa) --> Enable CUPS (BkniousaHe Ha CUPS) u cnepn ToBa HaTucHeTe Save
(3anuc), 3a Aa 3anuweTe HacTporkMTe (Tasu npoueaypa TpAbsa Aa ce M3BbPLUM C NpaBa Ha
agMUHWCTPATopP).

2. Ha komnioTbp B cbliaTa rnokanHa mpexa, eneare B CUPS npes ye6 6payabp (Hanpumep:
http://10.7.101.38:631/admin).
3abenexka: IP-agpecsT, KOWTO TpsibBa Aa ce M3non3Ba, Moxe ga ce Hamepu B Options
(Onuwun) --> System Config (KoHdurypaums Ha cuctemara) --> Network (Mpexa) -->
MAC/IP address (MAC/IP agpec).
M3nonagaiitTe crnegHuTe AaHHU 3a BNu3aHe:
User name (Motpebutencko nme): cups-admin

Password ([Mapona): nanon3sante naponaTa B NPUNOXHNS copTyep Ha onepaTuBHUS
moayn Ha QlAstat-Dx Analyzer 1.0 nog Options (Onuwum) --> System Config
(KoHurypaums Ha cuctemara) --> Network (Mpexa) --> CUPS settings (Hactpoiku Ha
CUPS).

3. LpakHeTe Bbpxy Add printer (JoGaBsHe Ha NpUHTEP).

4. WN3bepeTe NpuHTEP OT CNMCbHKa C NPUHTEPUTE B Mpexara u HaTucHeTe Continue
(MpoabmxaBaHe).

5. WN3Bepete Share this printer (CnogensiHe Ha To3u NpuUHTEp) U HaTUcHeTe Continue
(MpogbmxaBaHe) (churypa 79).
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B < [ Add Printer - CUPS 2.0 X ‘ 4+ v

& =) & @ 107101138

Administration
Classes

Help

Jobs

Printers

Add Printer

Add Printer

Name:

[HP_Officejet_Pro_6230 |

(May contain any printable characters except ", "2", and space)

[HP Officejet Pro 6230 |

(Human-readable description such as "HP LaserJet with Duplexer”)

Description:

Location:

(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.

®durypa 79. EkpaH 3a no6aBsiHe Ha NPUHTEPp.
6. WN3GepeTe apaiiBepa 3a Bawwms npuHTep v HatucHeTe Add Printer ([lo6aBsiHe Ha NpuHTEP).

3abenexka: Ako gpariBepbT 3a Bawms npuHTep He durypmpa B Cnmvcbka, n3nonssamnte
Han-cTaHOapTHWUS ApanBep 3a MapkaTa Ha Bawwmsa npuHTep. AKO HATO eAuH OT ApanBepute
B CMUCbKa He cTaBa, usternete Heobxoaumus apaesep CUPS kato PPD chaiin oT uHTepHeT
u ro nsbepete B noneto Or Provide a PPD File (Mnu nocovete PPD dann), npean ga
HaTucHeTe Add Printer (JoGaBsHe Ha npuHTep) (durypa 80).

B & 5 Add Printer - CUPS 2.0.0 X ‘ + v
& = O M (0 107101138
+ 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 1050c 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 Desklet 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.

®durypa 80. U36op Ha ApariBepa 3a NpUHTepa.
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7. WN3bepete npaBunHus Media Size (Pasmep Ha nucta) (Hanpumep ,,A4“), 3aLL0TO HSIKOM
NpUHTEPU HAMA Aa neyaTart, ako hopmMaTbT Ha NMcTa e rpewweH. Cneq Toea 3anuwieTte
nsbopa ¢ HaTnckaHe Ha Set Default Options (3agaBaHe Ha onuunTe no noapasbupaHe)
(cpurypa 81).

M o0 [ setPrinter Options €L X | e

< O o 107401130

Set Printer Options

Set Defaunlt Options for HP Officejet Pro 6230
General Banners  Policies

General

Media Size: X ]

Color Mode: CMYK
Resolution: Widpi

Aledia Source: Tray
Media Type: Flain Papes

Set Deloull Options
Banners

Starting Banmer: Nt
Ending Banner: =

St Defuk Options
Policies

Errer Policy: slop printir
Operation Palicy: el

Sof Defauk Opions
bbb 107,101,

®durypa 81. U36op Ha npaBunHusa Media Size (Pa3mep Ha nucTa).

8. WsknioyeTte onepaTtnBHUA Moayn Ha QlAstat-Dx Analyzer 1.0 u cnep ToBa ro BktoyeTe
OTHOBO, 3a Ja MOXeTe Aa u3rnonssarte Aparsepa.

9. BknioyeTe MHCTanupaHus npuHTep nog Options (Onumn) --> System Config

(KoHdurypaumsa Ha cuctemara) --> Printer (MpuHTep). M36epeTe xenaHusa npuHTep u

HaTucHeTe Save (3anuc). MpuHTEpHLT BeYe e roToB 3a U3Non3BaHe.
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11.1.4 CnuCbK C TECTBAHUTE MPUHTEPU

KbmM MOMEHTa Ha u3gaBaHe Ha HacTOsALWOTO PBbKOBOACTBO 3a noTpebuTtens, cnegHute
npuHTepu ca TectBaHn oT QIAGEN u ca ceBmectumun ¢ QlAstat-Dx Analyzer 1.0, kakto no USB,
Taka n no Ethernet Bpbaku:

e HP® OfficeJet® Pro 6230
e HP Color LaserJet® Pro M254dw
e Brother® MFC-9330CDW

3a Mo-CKOpoLLEH CMUCBHK C TecTBaHW npuHTepu BuxTe QlAstat-Dx Analyzer 1.0 Printer Setup
Guide Ha QIAGEN.com/QIAStat-Dx_PrinterSetup.

Opyrn npuHTepn Moxe Aa ca cbBmectumu c QIAstat-Dx Analyzer 1.0, ako ce u3NMbhHU
npouenypara, onnucaHa B npunoxexHune 11.1.3.
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11.2 [eknapauusi 3a CbOTBETCTBUNE
Vime 1 agpec Ha 3aKOHHUSA NPOU3BOANTEN:
QIAGEN GmbH

QIAGEN Strasse 1, D-40724 Hilden, NepmaHusa

AkTtyanHa [leknapauums 3a CbOTBETCTBME MOXeE Aa ce noucka oT , TexHM4ecko obcnyxsaHe" Ha
QIAGEN.
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11.3 OTnagbum OT enNekTpMYecko 1 enekTpoHHo obopyasaHe (OEEQO)

Tosn pasgen gaesa uHOPMaUMs 3a AEMOHWPAHETO Ha OTnadbuy OT enekTPUYEcKo W
eneKTPoHHO obopyaBaHe oT noTpebuTenuTe.

CvMBONBLT CbC 3a4yepkHaTa Koda Ha konenua (BMXKTe No-40Ny) o3Havasa, Ye TO3W NpoayKT He
TpsbBa Oa ce M3XBbpns C ApyruTe oTnagbuu; Ton TpsibBa Ja ce 3aHece B 0OA0OpeHo
CbOpbXeHne 3a npepaboTka unu cbbupaTeneH MyHKT 3a peuuKnupaHe B CbOTBETCTBME C
MECTHUTE HOpMaTMBHMW pa3nopeaou.

PasgenHoTo cbbupaHe n peuuknupaHe Ha oTnaabLUy OT enekTPoHHO obopyaBaHe B MOMEHTA
Ha [JenoHWpaHeTo Momara 3a CbXpaHsBaHeTO Ha npupogHuTe 6GoratctBa M ocurypsiea
peLmnKnMpaHeTo Ha N3aenmeTo No HauyWH, KOWTO OnasBa YOBELLKOTO 34paBe W OKorHaTta cpeaa.

PeumnknupaHe moxe aa ce ocurypu ot QIAGEN no 3asiBka 1 cpelly A0NMbIHUTENHO 3annailaHe.
B EBponeiickusi cbio3, CbINMacHO KOHKPETHUTE M3UCKBaHUSA 3a peuuknvpaHe Ha OEEO u B
cnyyan ye QIAGEN npepocTtaBsa 3ameHsL, NPOAYKT, ce npeanara 6e3nnaTtHo peuuvknMpaHe Ha
o0603HaveHoTo kato OEEO enekTpoHHO o6opyaBaHe.

3a peuuknupaHe Ha enekTpoHHO obopyaBaHe MoXeTe Aa ce OObpHeTe KbM MECTHUS
Tbproeckn ocduc Ha QIAGEN, 3a ga nonyuute Heobxogumns cdopmynsp 3a BpblaHe. Cnea
usnpawaHeto Ha dopmynspa QIAGEN we ce obbpHe kbm Bac 3a ponbnHuTenHa
WH(OpPMaLMsA 3a HACPOYBAHETO Ha B3MaHETO Ha OTNaabLUUTe OT eNEKTPOHHO obopyaBaHe mnu
we Bwn kankynupa nHomBmayanHa ueHa.
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11.4 Knay3a 3a OTrOBOpPHOCT

QIAGEN ce ocBoboxgaBa OT BCSKaKBU 3aAbiHKEHUS MO cunata Ha npegocTaBeHaTa OT Hero
rapaHuusl, ako PeMOHTU WM U3MEHEHUS Ca W3BLPLUEHM OT LA, KOUTO HE ca HEroBu
cnyxutenu, ocBeH B cnydaute, korato QIAGEN e npepoctaBuno nucMeHo cbrracue 3a
M3BBHPLUBAHETO HA TakMBa PEMOHTU UM U3MEHEHUS.

Bcuukm Matepuanu, CMEHEHM MO curnata Ha HacTosiwarta rapaHuusi, NpoabikaBaT ga MMaTt
rapaHumsa camo A0 Kpas Ha NMbpBOHAYanHUSA rapaHUMOHEH CPOK M HWKOra cned garata Ha
M3TUY4aAHETO Ha MbPBOHAYaNHWS rapaHUMOHEH CPOK, OCBEH Mpu MNMCMeHOo opobpeHune oOT
anbxHocTHo nuue Ha QIAGEN. N3xogHuTe n uHTepgencHmMTe yCTPOMUCTBA, KaKTO U CBbP3aHUAT
C TAX codpTyep, MMaT rapaHums camo 3a Cpoka, NpedoCTaBeH OT OpUrMHanHMsa npoms3soauTen
Ha Te3u nNpodykTn. Becskaksm nssaBneHns n rapaHumm oT nvua, BKMYUTENHO NpeacTaBuTeny Ha
QIAGEN, kouTO NpoTMBOpeYaT nnmM He CbOTBETCTBAT Ha YCINOBUSITA Ha HacTosILLaTa rapaHLuus,
He 3agbmkasaT QIAGEN, ocBeH ako He ca HanpaBeHU MUCMEHO U OJ0BPEHN OT ONMBXHOCTHO
nuue Ha QIAGEN.
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11.5 CnopasymeHune 3a copTyepHO NuueH3npaHe

PEO W YCIIOBUA Ha OPUOWYECKOTO CIMNOPA3YMEHME (HapuyaHo no-HaTaTbk
.,CnopasymeHue“) mexagy QIAGEN GmbH, QIAGEN Strasse 1, D-40724 Hilden, epmaHus,
(HapuyaHo no-HaTatbk ,QIAGEN®) m Bac (dpwusnyecko wunu opuguydecko nuue) kato
nuueHsononyyaten Ha codptyepa (HapuyaH no-Hatatek ,CODPTYEP")

C viHcTanupaHeTo u nsnonssaHeto Ha COPTYEPA npuemarte n ce 3agbikaBaTe fa cnasparte
ycrnoBusita Ha HactosilwoTo CnopasymeHne. AKO He npuemaTte YCroBusiTa Ha HacTOSALLOTO
CnopasymeHne, BbPHETE CBOEBPEMEHHO COMTYEpHUTE MaKeTU W npugpyxasawmte I
MaTepvanu (BKITUYUTENHO NMUCMEHM) HA MSCTOTO, KbAETO CTe v monyyunu, 3a ga Bu 6baar
Bb3CTaHOBEHM M3udAno pasxogute 3a COOTYEPA.

1. MNPEOOCTABAHE HA JIMLIEH3

O6xBart. Mo pepa u ycnosBusATa Ha HactosawoTo Cnopasymenune, QIAGEN Bu npepgocrtass
CBETOBEH, MOCTOSIHEH, HEU3KIUYUTENEH W HEMPEXBBLPISEM NULEH3 3a W3Mon3BaHe Ha
COOPTYEPA egnHcTBEHO 3a LenuTe Ha Bawarta BbTpellHa AeAHOCT.

HamaTte npaBso ga:

® u3meHsTe n3uAno unn yactnyHo COPTYEPA, obeguHsiBaTe YacTu OT Hero ¢ Apyr codTyep,
otgenate komnoHeHTn Ha CODPTYEPA ot COOTYEPA nnu — ocBeH B pa3peLleHara ot
3aKOHa CTeneH W Npu paspeLleHnTe OT 3akoHa 0bCcToATeNcTBa — Chb3gaBarte NPON3BOAHM
npoayktn ot COPTYEPA, nenpoektupare, AekoMmnunupare, gesacembnvpare nunu
n3Bnuyarte no Apyr Ha4mH uaxoaHus nporpameH kog ot COSTYEPA vnm npaBute onuTu 3a
ToBa

o ronupate COPTYEPA (ocBeH Mo NOCOYEHMst No-rope pen)

® oTgaBaTe nog HaeM, NpexBbpnsATe, NpogasaTe, paskpueaTe, U3BbPLUBATE COEMKM CbC
COOPTYEPA vnu npepoctaeate cammst COPTYEP vnnu npaBa Bbpxy HEro nog kakeaTto u aa
6uno opma 6e3 npeaBapuTENHOTO NUCMeHO cbrnacue Ha QIAGEN;

® oOTCcTpaHsiBaTe, NPOMEHsATe, 3aKpuBaTe, HapyluasaTe unu JobassTe KbM 3allUTEHUTE
CbOOLLEeHNs, HaANUCK, TbPrOBCKN UNW APYIN MapK1 N HAUMEHOBAaHUS, MPUOXEHN KbM Unu
cbaobpxawm ce B COPTYEPA;

® usnonssate COPTYEPA no HauvH, KOMTO HapyLlLaBa nNpaBaTa Ha MHTenekTyanHa
cobcTBeHocT nnu apyrv npaea Ha QIAGEN vnu gpyrv nuua; unm

e u3nonssate COPTYEPA 3a npegocraBsiHe Ha yCryrn no mpexa unu apyru ycnyru ¢ 6asm
AaHHW Ha Apyrv nuua.

M3non3BaHe Ha eanH komnoTbp. HactoswoTto CnopasymerHne Bu gaBa npaBo ga usnonssarte
enHo konve ot COPTYEPA Ha eaunH KOMMNOTBP.
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Mpo6bHn Bepcun. CpokbT Ha npobHuTe Bepcum Ha COPTYEPA wmMoxe pa usTede
cnepa 30 (TpugeceT) oHu 6e3 npeanssecTue.

Codtyep ¢ oTBOpeH nsxoneH koa/Codtyep Ha TpeTn nuua. Hactosaworto CnopadymeHue He ce
OTHacs 3a COPTyepHU KOMMOHEHTU, UAEHTUMULMPaAHN KaTo NpeaMeT Ha N1LEeH3 3a codTyep ¢
OTBOPEH U3XOAEH KOA B CbOTBETHUTE (haiinoBe C AeKnapauun, NMULEH3N U/Mnv aBTOPCKM Npaga,
NPUINOXEHN KbM Mporpamute (HapudaHu CbBKynHO ,CodTyep ¢ OTBOpeH M3xoAeH Kop').
OcBeH TOBa, HacTosiwoTo Crnopa3ymMeHWe He ce OoTHacsa 3a Apyr codTyep, 3a KOroTo Ha
QIAGEN e npegoctaBeHO e4MHCTBEHO CbOTBETHOTO MPaBO 3a MNof3BaHe (HapuyaH no-HaTaTbK
.CodTyep Ha Tpetn nuua“). Codtyep ¢ oTBOpPEH M3xoaeH kog u CodTyep Ha TpeTu nuua
Moxe Aa 6bae NnpefocTaBeH B paMKUTE Ha CbLLOTO MpefaBaHe Ha enekTPOHHWU dalnoBe KaTo
COO®TYEPA, Ho Te npeactaBnsiaT otaenHM u obocobeHn nporpamu. COPTYEPBT He e
npeameT Ha GPL nnu apyru nuueHsmn 3a copTyep ¢ OTBOPEH N3XOOEH KOf.

Ako n gokonkoto QIAGEN npepoctasss CogpTyep Ha TpeTu nuvua, ycrnoBusiTa B NUUeEH3a 3a
cbwmnsas CodTyep Ha TpeTu nuvua ce npunarat AOMbIHUTENHO W C NpeaumMcTBo. AKO €
npegoctaBeH CodTyep ¢ OTBOPEH M3XOAEH KO, YCroBusiTa B nuueH3a 3a cblums CodTyep ¢
OTBOpPEH U3XOAEH Ko ce npunarat AonbiHUTeNHo u ¢ npegumcteo. QIAGEN ce 3agbmkaBa ga
Bu npepoctaBu u3xodHusi Kog Ha CboTBETHMS CodTyep C OTBOPEH W3XOOEH KOO, ako
ycrioBusiTa B nuvueH3a Ha cblmss CodTyep C OTBOPEH U3XOAEH KOA4 BKMOYBAT TakoBa
s3agbmkeHve. QIAGEN ce 3agbmkaBa ga ysegomu, ako COOTYEPBT cbabpxa CodTyep Ha
Tpetn nuua n/unu CodTyep C OTBOPEH M3XOOEH KOA, U Aa NPeAoCTaBU CbOTBETHUTE YCIOBUS
Ha TeXHUTE NNLIEH3N MNP NOUCKBaHE.

2. HOBW BEPCWU

Ako COOTYEPDBT npeacraensiBa HaarpakgaHe BbpXy no-ctapa Bepcus, Bu ce npegoctaBs
€0VHCTBEH IMLEH3 3a [BETE KOMWUSl U HAMaTe NpaBo Aa MPexBbprisaTe NOOTAENHO NpeauLIHn
BEpCUM, OCBEH KaTO €eOHOKPaTHO OKOHYaTeNnHo MpexBbprsiHe Ha JApyr non3saTen Ha
nocnegHaTta v BCUYKM NPeanLIHM BEPCUX, KaKTo € pa3peLleHo B pa3gen 4 no-gony.

3. ABTOPCKO NPABO

COOPTYEPDBT, 3aegHo ¢ Bcuukm m3obpaxeHus n tekctoBe B COPTYEPA, e 3awuTeH ¢
aBTOPCKO MPaBO OT repMaHCKUTE 3aKOHU U MexayHapoaHuTe cnoroabu 3a aBTOPCKOTO Npago.
Hamare npaBo Aa konupaTe neyatHn matepuanu, npugpyxasawm CODPTYEPA.
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4. APYrt OrPAHNHEHUA

HsamaTe npaBo ga otgaBate COOTYEPA nog Haem vnu Ha u3nnawjaHe, HO nmarte npaso Aa
npexsbpnnte COPTYEPA u npuapyxaBawuTe NMUCMEHW MaTepuanyu OKOHYaTerHO Ha apyr
KpaeH nonseaTten, cTura ga u3Tpuete MHcTanauuMoHHuTe cpannose ot Bawwma komnioTbp K
nonyyaTtensit ga npueme ycrnoBusita Ha HacTtoswoTto CnopasymeHue. Hsimate npaBo fa
nenpoektupare, gekomnunupate unu gesacembnmpate COPTYEPA. Bcako npexBbprsiHe Ha
COOTYEPA 1psibBa Aa BKMoYBa nocnegHata UHCTanMpaHa 1 BCUYKU NpeauLlHn BEPCUM.

3abenexka: 3a AOMbNHUTENHU NULEH3MOHHKN Copa3yMeHus Ha coddTyep Ha TpeTu CTpaHu,
BkntoveHn B QlAstat-Dx Analyzer otngete B ,Options® (Onuuu) > ,System Config”

(KoHdurypaums Ha cuctemara) > ,Version Info* (MHdopmaums 3a Bepcusita).

5. OrPAHMYEHA TAPAHLINA

QIAGEN rapaHtupa, ye a) COOTYEPBT we paboTtm no CbLECTBO B CbOTBETCTBME C
npugpyxasawmte nevyatHu martepuanu 3a nepuog oT gesetaeceT (90) oHM oT gataTta Ha
nonyyaeaHe. Bcuykm nogpasbupawm ce rapaHuum 3a COPTYEPA ca orpaHuyeHn [o
nesetgecet (90) gHW. B HAKOM ObpXaBu M IOPUCAMKUMM HE Ca paspeLleHn OrpaHuyeHus Ha
cpoka Ha nogpasbupallia ce rapaHuusi U B TO3M Criydan Npeaxo4HOTO OorpaHUYeHne MoXe aa He
ce oTHacs 3a Bac.

6. OBESLWIETEHNA 3A KIIMEHTA

Lisnata otroBopHocT Ha QIAGEN n eamHcTBeHOTO obeslleTeHne 3a Bac, no ycmoTpeHne Ha
QIAGEN, ce cBexgaa [0 a) Bb3CTaHOBsIBaHE Ha MraTeHaTta LeHa unu 6) nonpaska unu 3amsiHa
Ha COPTYEPA, konTo He oTroBapsi Ha ycnosusaTa Ha OrpaHnyeHaTa rapaHuusa Ha QIAGEN un e
BbpHaT Ha QIAGEN c konve oT nnatexHuss OOKyMeHT 3a Hero. Hactoswarta OrpaHuyeHa
rapaHuus ce aHynupa, ako HeusnpaBHocT Ha COO®TYEPA e npuumHeHa oT 3nononyka,
3noynoTpeba unu HenpaBwiHO M3nons3eaHe. Besika 3amsiHa Ha COPTYEPA uma rapaHumsa oo
ocTaTbka OT MbpBOHAYanHWsa rapaHuuMoHeH cpok unu tpugecet (30) AHM — KOWTO OT ABaTa
CpokKa € No-ObIbr.
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7. OrPAHMYEHA OTTOBOPHOCT

QIAGEN unu HeroBuTe 4OCTaBYMLM B HAKAKBB Crydal HEe HOCAT OTFOBOPHOCT 3a LWWeTu (B ToBa
yncno, 6e3 orpaHnyeHns, NponycHaTh Nonav, NpekbCBaHe Ha AenHoCTTa, 3aryba Ha cnyxebHa
nHopMaLUMa MU ApYr MMYLLECTBEHW LWeTW, HenpeaBMAUMM LUeTW, NUNca Ha TbproBCKU
ycnex, KOCBEHU Uy nocrneaaluy Wetn — ocobeHo huHaHCOBM — UNK LEeTW, NPean3BrKaHn oT
NCKOBE Ha TpeTu Nnua), Bb3HUKHANM OT M3MOMN3BaHETO UMM HEBB3MOXHOCTTA 3a U3MON3BaHe Ha
CODTYEPA, nopn ako QIAGEN e 6uno npegynpefeHo 3a Bb3MOXHOCTTa 3a Bb3HWKBaHeE Ha
noaobHN WeTn.

MpeaxoaHUTe orpaHNyYeHns Ha OTrOBOPHOCTTA He BaXaT B CllyYan Ha HapaHsABaHWA UMK LETH,
NPean3BMKaHN OT YMULLMEHN OENCTBUS UMK MpecTbhHa HeOPEeXHOCT, Ux 3a OTFOBOPHOCT MO
3akoHa 3a oTroBopHocTTa 3a npoayktute (Produkthaftungsgesetz), rapaHuun unu apyru
3a4b/HKMTENHN 3aKOHOBM pasnopeaodu.

[MpeaxoQHOTO OrpaHNYeHnEe BaXKn CbOTBETHO U 3a cnydaun Ha:

e 3abaesHe,
® obeslleTeHVe nopaam AedekT,

® obesLleTeHne 3a UNULLHN Pa3HOCKN.

8. BE3 MNMOAOPBXKA

Huwo B HacTosiwoTo CnopasymeHune He 3agbmkaBa QIAGEN pa ocurypsiBa nopgapbxka 3a
CODTYEPA. QIAGEN uma npaBo, HO He 1 3agbrmkeHue aa kopurnpa gedektn 8 COOPTYEPA
n/vnn ga npegocTaBu akTyanusauum Ha nuueHsononydatenute Ha COPTYEPA. Tpsbea ga
MonoXwuTe [OOCTaTbYyHO YCWNMS CBOEBpPeMeHHO pfa cbobuwaBate Ha QIAGEN Bcuykm
eBeHTyanHo yctaHoBeHn gedektn B CODPTYEPA, 3a ga cnomorHeTe 3a Cb3gaBaHeTO Ha
nopobpenn pegakumm Ha COPTYEPA.

Bcsako ocurypsiBaHe Ha eBeHTyanHa nogdpbxka oT cTpaHa Ha QIAGEN 3a CO®TYEPA
(BKMNOUNTENHO MNOAAPBXKKA 32 WHCTANMpaHe MO Mpexa) Ce pernameHTupa eOuHCTBEHO Mo
OTAENHO cnopasyMeHve 3a NOAAPBXKKA.
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9. TPEKPATABAHE

Ako He cnasuTe pega v ycnosusita Ha HacTtosiwoTo CnopasymeHune, QIAGEN uma npaBo ga
npekpatu HactosawoTto CnopasymeHne u BaweTo npaBo M NWUEH3 3a M3MNON3BaHETO Ha
CODTYEPA. WmaTe npaBo Ada npekpatute HacToswoTo Cnopa3ymeHMe BbB BCEKM €AWH
mMomeHT, kato yBegomute QIAGEN. Cnepn npekpaTtsiBaHeTo Ha Hactosiwoto CnopasymeHue
TpsibBa ga ustpuete COPTYEPA ot BawunTte KOMMIOTPU 1 apXUBMW.

NPVEMATE, YE CJIEQ NPEKPATABAHETO HA HACTOAWOTO CIOPA3YMEHUME T10
KAKBATO W OA BUIIO MPUYMHA QIAGEN MOXE OA B3EME MEPK/ CO®TYEPBT JA HE
PABOTW MNOBEYE.

10. PErMMAMEHTUPALLO NPABO, KOMMETEHTHOCT

HacTosiwoTo CnopasymeHue ce TbiKyBa B CbOTBETCTBME CbC 3aKOHUTE Ha [epmaHus, kaTo
pasnopenbuTte 3a MpoTUBOpeYMe B 3aKOHOOATENCTBOTO HAMaT cuna. [punaraHeTo Ha
pasnopenbute Ha KoHeeHuusTa Ha OOH 3a fJoroBopuTe 3a MexayHapogHa npogaxta Ha CTOKM
ce usknoyBa. AKo B Opyra pasnopeaba Ha HacToswoTto CropasymeHne M3pUYHO He e
MOCOYEHO [pYro, CTpaHuTe Mo HacTosiwoTo CropasymMeHue npueMaTt W3KIoYuTeNnHaTa
KOMMETEHTHOCT Ha cbaunuuiaTa B Qiocenaopd.
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11.6 OcBoboxgaBaHe OT rapaHuum

OCBEH N3JTOXXEHATA B PEJA N YCNOBUATA HA QIAGEN 3A NMPOOAXBA HA QlAstat-Dx
Analyzer 1.0, QIAGEN HE MNMOEMA HVUKAKBA OTFOBOPHOCT M CE OCBOBOXOABA OT
BCAKA N3PUYHA U NMOOPA3BNPALLA CE TAPAHUUA BbB BPB3KA C YINIOTPEBATA
HA QlAstat-Dx Analyzer 1.0, BKITOUUTENHO OTIOBOPHOCT WM TAPAHLUMN 3A
NPOOABAEMOCT, NrOAHOCT 3A OMPEAENEHA LEN UM HAPYWABAHE HA TATEHT,
ABTOPCKO W OPYTO MNMPABO BbPXY MHTENEKTYAITHA COBCTBEHOCT HABCAKBE
Nno CBETA.

QlAstat-Dx Analyzer 1.0 nma Ethernet nopt. KynyBaubT Ha QIlAstat-Dx Analyzer 1.0 Hocu
usinata OTrOBOPHOCT 3a MpeanasBaHe OT BCEKM WM BCUYKM KOMMIOTBPHU BUPYCH, YepBew,
TPOSIHCKM KOHe, BpedeH codhTyep, XakepCku atakv unu apyr Tmn npobusum B knbepcurypHocTTa.
QIAGEN He noema OTrOBOPHOCT 3a KOMMIOTbPHU BUPYCKW, YepBeu, TPOSHCKU KOHe, BpeaeH
cogpTyep, Xxakepcku atakv unu Apyr Tun npobuem B knbepcurypHocTTa.
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11.7 TepMUHOMOIrMYEeH peyHuK

AnanutnyeH mopyn (AM): OcHoBHuAT xapgyepeH mogyn Ha QlAstat-Dx Analyzer 1.0,
OTroBapsill, 3a U3MbJSIHEHMETO Ha TecToBe C kaceTu 3a aHanu3 QlAstat-Dx. Ynpasnsiea ce ot
onepatmeHua mogyn (OM).

®ann ¢ pedmHuuma Ha aHanu3: davn ¢ gedwmHMUMA Ha aHanu3 e Heobxoaum 3a
n3nbrHeHneTo Ha aHanus Ha QlAstat-Dx Analyzer 1.0. CbabpXaHneTo Ha davina onucea KakBo
MOXe [a ce U3MepPBa, Kak ja Ce U3MepBa U kak fa ce oueHsBaT HeobpaboTeHnTe pe3yntaTtu oT
namepBaHeTo. PannbT TpAbBa ga ce mmnoptupa B QlAstat-Dx Analyzer 1.0 npegn nbpBOTO
M3NbMHEHVE Ha aHanuaa.

GUI: MpadhmyeH notpebuTtenckn niTepgeic.
IFU: MHCTpyKumMKM 3a ynoTpeba.

OnepatuBeH mopyn (OM): Cneuuwanuanpanuatr xapgyep Ha QlAstat-Dx Analyzer 1.0,
ocurypsisaly, notpeburenckusa nHtepdeinc 3a 1-4 aHanutuaHn mogyna (AM).

MoTtpebuTen: Jlnue, koeto pabotn ¢ QlAstat-Dx Analyzer 1.0 no npeaHasHaveHve.
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