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1 BwbBegeHue

Bnarogapum Bu, ye nabpaxte QlAstat-Dx® Analyzer 1.0. Y6eneHu cme, Ye Tasu cucTema Lie
CcTaHe He3aMeHnMa YacT oT Bawara nabopatopus.

B ToBa pbkoBoAcTBO € onucaHa pabotata ¢ QlAstat-Dx Analyzer 1.0 cbc codTyep
Bepcusi 1.4 nnu no-HoBa. lNpeaun ga nanonssate QlAstat-Dx Analyzer 1.0, e 3agbmkutenHo aa
npoyeteTe BHMMATENHO TOBa PbLKOBOACTBO 3a noTpebutens u pga obbpHeTe ocobeHo
BHMMaHWe Ha wuHdpopMaumusTa 3a 6esonacHocT. WHCTpykummte ©  umHOpMauusita 3a
6e3onacHOCT B pPbKOBOACTBOTO 3a NoTpebutens Tpsbsa ga ce cnasear, 3a ga ce ocurypwu
6e3onacHa paboTta n nogabpxaHe Ha anapaTa B 6e30nacHO CbCTOSHUE.

3abenexka: urypuTte B TOBa PHLKOBOACTBO 32 NOTPEGUTENS Ca CaMO OPUEHTUPOBBYHN U MOXE
[a pasnuyasart Npuv pasnuyHUTE aHanuau.

1.1 3a ToBa pbKOBOACTBO 3a NoTpebutens

PbKkoBoacTBoTO 3a noTpebutens npepoctaBa wHgopmaums 3a QlAstat-Dx Analyzer 1.0 B
crnegHuTe pasgenu:

® BbBegeHue

® VHdopmaums 3a 6esonacHocT

e OO6uWo onncaHne

e [lpoueaypu 3a UHCTanupaHe

® /3nbnHeHue Ha TeCT U nperneq Ha pesynraTute
® OyHKUMM 1 onNuuK Ha cucTemarta

e Cabp3BaHe ¢ BUC/NC

® [logopbxka

® OrTcTpaHsBaHe Ha npobnemu

® TexHun4yecku cneundurkalmm

MpunoxeHusiTa cbabpXaT cnefHaTa HopMaLys:

® |HcTanmpaHe n KoHUryprpaHe Ha NpuHTEp, BKIMIOYUTENHO CNUCHK C TECTBAHW NPUHTEPU
e [leknapauus 3a CbOTBETCTBUE

e OTnagbuy OT eNeKTpPUYecKo 1 enekTpoHHo obopyasaHe (OEEO)

e Knaysa 3a OTTOBOPHOCT

® CnopasymeHue 3a COpTyepHO nuueH3npaHe

e (OcBoboxpgaBaHe OT rapaHuum

[ ] TepMMHOﬂOFI/I‘-IeH PEeYHUK
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1.2 O6wa nHdopmauus
1.2.1 TexHun4ecko cbaencTene

QIAGEN ce ropaee ¢ ka4ecTBOTO M AOCTBNHOCTTA Ha CBOsITA TEXHUYEeCKa noaapbxkka. B HawuTe
oTaenun ,TexHudecko obcnyxBaHe" paboTAT ONUTHU YYeHW CbC 3a4bIIO0YEHU MPAKTUYECKU U
TEOPETUYHM MO3HaHWUsI MO MOJEKynspHa Gruonorua 1 nanonaeaHeTo Ha npoayktute Ha QIAGEN.
Ako vmaTe Bbnpocu unu cpewjate 3atpyaHeHus ¢ QlAstat-Dx Analyzer 1.0 unu kato uano c
npoayktnte Ha QIAGEN, cnokoHo MoxeTe fa ce obpbluaTte KbM Hac.

Knuentnte Ha QIAGEN ca rmaBHMAT M3TOYHMK Ha MHGPOPMauuMs 3a MNO-pasWwnpeHyu umm
crneumanuapaHn HauuHu 3a ynotpeba Ha Hawwute npoaykTu. Tasu uHdopmauusi nomara kakto
Ha Apyrv cneumanucTtu, Taka u Ha nscnegosatenute B QIAGEN. 3atoBa Bu npusoBaBame aga
ce CBbp3BaTe C Hac, ako umare npeanoXxeHus 3a paborata Ha NpoayKTUTE, HOBU NPUMOXEHUS
WIN TEXHUKN.

3a TeXHUYEeCKO CbAENCTBME MOXETE Aa ce 0bpbLuaTe KbM , TEXHUYECKO 0bCcnyXBaHe" Ha
QIAGEN Ha support.giagen.com.

Mpean pa ce obbpHeTe kbM ,TexHnuyecko obenyxeaHe* Ha QIAGEN 3a rpelukun, npurotseTte
cnepHaTa uHopMaums:

e CepweH HoMep, TvM, Bepcus Ha codTyepa Ha QlAstat-Dx Analyzer 1.0 n nHcTanupatm
cdannose ¢ 4edUHULMN Ha aHanusnTe

e Koga Ha rpewukaTa (ako uma)

® MomeHTa OT BpeMe, B KOMTO € Bb3HUKHaNa rpeLukarta 3a npbe NbT

e Kornko 4ecTo Bb3HWKBa rpeLukaTa (T. €., NepMoAMYHa UM NOCTOSIHHA FpeLLKa)
® CHuUMKa Ha rpeLukaTta, ako € Bb3MOXHO

® [lomouleH nakeTt
1.2.2 [eknapauud 3a nonurtukaTa

QIAGEN cnepga nonutuka 3a nogobpsiBaHe Ha NPoAyKTUTE, KOraTo M3ns3aT HOBU TEXHOMOMMU
n komnoHeHTU. QIAGEN cun 3anasBa npaBoTO Aa NpoMeHs cneundukaummnTe BbB BCEKU eAnH
MOMEHT. 3a ga M3roTBsAIME MNosfie3Ha U TOYHA OOKYMeHTauusi, e ce paaBame Ha Bawwute
OT3MBM 32 TOBaA PbHLKOBOACTBO 3a NoTpebutens. O6bpHeTe ce kbM , TeXHMYecko obcnyxeaHe*
Ha QIAGEN.
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1.3 [lpegHasHayeHue Ha QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 e npegHa3Ha4eH 3a UH BUTPO AMArHOCTUKA U OCUrypsiBa AMArHOCTUYHM
pesynTtatu. Bcuykn aHannTMYHM CTBMNKM Ca HaMbIiIHO aBTOMaTU3MpaHu C NoMoLyTa Ha Kacetu
QlAstat-Dx 3a monekynapHa guarHocTtuka n otkpusaHe ¢ PCR B peanHo Bpewme.

Cuctemara QIlAstat-Dx Analyzer 1.0 e npegHa3HavyeHa camo 3a npodecuoHanHa ynortpeba, a
He 3a camou3crenBaHe.

1.3.1 OrpaHu4yeHus Ha ynotpebarta

® QIlAstat-Dx Analyzer 1.0 moxe Aa ce usnonsea camo ¢ kacetu 3a aHanus QlAstat-Dx no
MHCTPYKLUMMTE B HACTOSILLIOTO PbKOBOACTBO 3a NOTpebuTenst n MHCTpykuumTe 3a ynoTtpeba
Ha kaceTuTe 3a aHanu3 QlAstat-Dx.

e Korato cBbp3BaTte QlAstat-Dx Analyzer 1.0, nsnonssante camo kabenvTe, npefocTaBeHu
CbC cucTemarTa.

e OO6cnyxBaHe MU PEMOHT MOXe [a Ce U3BbpLLUBaA camo OT ynbiiHoMoLleH oT QIAGEN
nepcoHarn.

® QIlAstat-Dx Analyzer 1.0 TpsibBa fa ce NocTaBsi cCamo Ha rfajka Xopu3oHTanHa NoBBbPXHOCT
6e3 briv Unn HaKmnoHu.

® He nyckainTe 3a NOBTOPHO M3NbNHeHWe KaceTa 3a aHanua QlAstat-Dx, ako Bede e ycnelwHo
M3MoMn3BaHa UK ako e CBbp3aHa C rpeLlka Uy HeMbIHO U3MbITHEHME.

® OcraBeTe noHe no 10 cm pa3cTtosiHMe OT Bcsika cTpaHa Ha QlAstat-Dx Analyzer 1.0, 3a ga
ce ocurypu gobpa BeHTunaums.

® QlAstat-Dx Analyzer 1.0 TpsbBa ga 6bae pas3nonoXeH ganey oT U3XOAHWM BEHTUNALMOHHU
OTBOPY MUNU TONNOOBMEHHULN.

® He npemecTBanTe anapaTa, OKaTO Ce U3MbrHsBa TECT.
® He npomMeHsTe KOHpUrypauusaTa Ha cuctemarta no Bpeme Ha U3nbiiHEHME.

® He usnonseainTe CEH30PHMS eKpaH, 3a Aa HaknaHaTe unu npemecteate QlAstat-Dx
Analyzer 1.0.
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2 WHdopmauus 3a besonacHocT

Mpean ga mnsnonseate QlAstat-Dx Analyzer 1.0, e 3agb/mKUTENHO Aa NpovYeTeTe BHUMATENHO
TOBa pbKOBOACTBO 3a NoTpebutens u aa obbpHeTe 0COGEHO BHUMAaHUE Ha UHGOpMauusTa 3a
6esonacHocT. WHCTpyKuMMTe U uMHGopMauuaTa 3a 06e3onacHOCT B PBbKOBOACTBOTO 3a
notpebuTtens TpsbBa ga ce cnaseaT, 3a Aa ce ocurypu 6esonacHa paboTa n nogaobpkaHe Ha
anapata B 6e30nacHO CbCTOSIHME.

EBeHTyanHuTe onacHoOCTW, KOMTO MoratT fa HaBpegaT Ha I'IOTpeGVITeJ'Iﬂ nnn ga nospenart
anaparta, ca ACHO 0603Ha4YeHn Ha CbOTBETHUTE MecTa B TOBa PBKOBOACTBO 3a ﬂOTpeGI/ITeJ'IFl.

Ako 0GopyaBaHeTo ce M3Non3Ba Mo HauunH, KOMTO He e yKasaH OT NPoM3BOoAUTENs!, OCUrypeHaTa
oT 060pyABaHEeTo 3aluTa MoXe Aa 6bae HapylleHa.

CnepgHute BMaoBe uHdoOpMauus 3a 6esonacHoCT e MpefocTaBeHa Ha pasfnvyHn MecTa B
Pwkosodcmeomo 3a nompebumens Ha QIAstat-Dx Analyzer 1.0.

NPEAYNPEXAOEHUE | C NPEAYMNPEXAEHWE ca o6o3HaveHn cnyyanTe, KOUTo morat Aa
NpUYNHAT HapaHaBaHMA Ha Bac unu gpyru xopa.

Moppo6GHocTy 3a Teaun oGeToATencTBa ce AaBaT B NpO30peL, kaTo
TO3M TYK.

C BHUMMAHME ca o6o3HayeHu cnydaute, KOUTO Morat naa

BHUMAHUE
NPUYMHAT NoBpeAa Ha anapar unv gpyro obopyasaHe.

A MoppobHocTh 3a Te3n obCcToATENncTBa Ce AaBaTt B NpO3opel KaTto
TO3M TYK.

BAXHO C BAXHO ce ob6o3HavaBa nHopmMmaums, 3agbipkuTenHa 3a
M3MbIHEHVMETO Ha AafeHa onepauus unu onTumarnHaTa paboTa Ha
cucTemara.

3abenexka Cbc 3abenexka ce obosHayaBa MHoOpMaLus, KOATO 0bsicHsBa

UIK1 NOSICHSIBa KOHKPETEH Crlyyai unum onepauusi.

YkasaHusATa, npefocTaBeHy B TOBa PbKOBOACTBO, Ca MpeAHasHayeHu Ja AonbrfeaT, a He Aa
3aMeHsT obnyanHuTe nancksaHusi 3a 6esonacHoCT, AeNCTBaLLM B CTpaHaTa Ha notpebutens.
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2.1 T[lpaBunHa ynoTtpeba

Manonssante QlAstat-Dx Analyzer 1.0, kakTo € ykazaHO B TOBa pbKOBOACTBO 3a notpeburens.
CurnHo ce npenopbyBa Aa npoveTeTe BHMMATENHO M [a Ce 3ano3HaeTe C MHCTPyKuuuTe 3a
ynotpeba, npean aa usnonssate QlAstat-Dx Analyzer 1.0.

e CnassainTe BCMYKM MHCTPYKLMK, OTNevaTaHn nunm npykpenexu sbpxy QlAstat-Dx
Analyzer 1.0.

® HenpaBunHata ynoTtpeba, nHctanupaHe unu nogapbxka Ha QlAstat-Dx Analyzer 1.0 moxe
Ja NpuyrHU HapaHaBaHus unu nospeda Ha QlAstat-Dx Analyzer 1.0.

® QlAstat-Dx Analyzer 1.0 TpsabBa ga ce 13nonsea camo OT KBanudumumpaH 1 noaxogsilo
06y4yeH 3apaBeH nepcoHarn.

® QIlAstat-Dx Analyzer 1.0 moxe aa ce obcnyxsa camo oT ynbrHoMolleHn oT QIAGEN
npeacTaBuTenu.

® He usnonseante QlAstat-Dx Analyzer 1.0 B onacHu cpeaum, 3a KOUTO He € NpefHa3HaYeH.

e CnasgaunTe nonuTtukaTa 3a KMGEPCUIypHOCT Ha BaluaTa opraHvsaumsi npy KOHTpora Ha
YAOCTOBEPUTESTHUTE AaHHM.

Puck ot HapaHABaHUA U MaTepuanHu weTun

NPEQYNPEXOEHVE/ He otBapsinTe kopnyca Ha QIAstat-Dx Analyzer 1.0. KopnycbT Ha

BHUMAHME QlAstat-Dx Analyzer 1.0 npegnassa onepatopa MW ocurypsisa
n3npasHata pabota Ha QlAstat-Dx Analyzer 1.0. N3non3BaHeTo Ha
A QlAstat-Dx Analyzer 1.0 6e3 kopnyca Lie aoseae 40 eneKTpuyeckm

onacHocTM 1 HeuanpaBHocT Ha QlAstat-Dx Analyzer 1.0.

I'IPE.I]YI'IPE)KHEHVIE/ Puck ot HapaHABaHUA U MaTepuanHu weTun

BHUMAHMUE BHumaBaiiTe, KoraTo ce 3aTBaps kanakbT Ha BXOA 3a NOCTaBsHE Ha
KaceTu, 3a ga usberHete HapaHsBaHe — HanpuMep NPUTUCKaHe Ha
& npbCTUTE.

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021
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2.2 TlpegnasHun mepkn npu TpaHcnopTupaHe Ha QlAstat-Dx Analyzer 1.0

NPEOYNPEXOEHWUE/ | PUCK OT HapaHsiBaHWs U MaTepuasnim LWeTu

BHUMAHUE QlAstat-Dx Analyzer 1.0e Texbk anapat. 3a pAa usberHete
HapaHsBaHusa unu nospeaa Ha QlAstat-Dx Analyzer 1.0, BHumaBante
& 1 13MOoN3BanTe NOAXOASALLM TEXHUKM MPU NOBAUraHeTo.

2.3 Enektpuyecka 6esonacHocT
CnasBalitTe BCUYKM O6UJ,VI npeanasHn Mepku 3a ©es3onacHocTTa Ha eNeKTpnveckmnTe ypeau.

Mpeoun o6cny>+<BaHe N3KINK4eTe 3axpaHBalina kaben oT KoHTakTa.

OnacHOCT OT TOKOB yaap
CMBPTOHOCHM HanpexeHus BbB BbTpellHocTTa Ha QIAstat-Dx
Analyzer 1.0. He oTtBapsiite kopnyca Ha QlAstat-Dx Analyzer 1.0.

NPEOYNPEXOEHUE 3axpaHBawuAT kaben Tpsbsa ga ce BKNOYBA B ENEKTPUYECKU
KOHTaKT CbC 3alUMTEH NPOBOAHVIK (3a3emsBaHe).

& He pokoceaiiTe npeskmioyBaTeny wnu 3axpaHsalim kabemm ¢
MOKpY pbLie.

He nanonssante anaparta CbC 3axpaHBaHe, KOeTO He OTroBapsa Ha
noco4YeHnTe N3anCKBaHUA.

2.4 Xumun4yHa besonacHocT

WHdopmaumoHHn nuctoBe 3a GesonacHocT (UI1B) 3a maTepuanute B kaceTuTe morat ga ce
novckat u nony4at oT QIAGEN.

ManonssaHnTe kacetu 3a aHanu3 QlAstat-Dx TpsibBa ga ce M3XBbpnsT B CbOTBETCTBME C
BCUYKM HaLUMOHANHKW, LWATCKM W MECTHM HOpMaTUBHM pasnopeabu 3a 3apaBeto U
GesonacHocTTa.
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OnacHu xumMukanm
B cny4an 4ye kopnycbT Ha KaceTaTa e MoBpefeH, OT Hes Moxe ga
NPEAYNPEXOEHUE

n3Tekat XxMMmukanu. Hakom oT nsnonseBaHUTe B KaceTute 3a aHanus

ijE QlAstat-Dx xumukanu mMoxe ga ca onacHu WUnu ga craHaT OnacHW.
BuHarm HoceTe npegnasHuM oumna, pbkaBuum Ku  nabopaTtopHa
npecTunka.
Puck ot noBpepa Ha QlAstat-Dx Analyzer 1.0

BHUMAHUE

He pasnuBante xvmukanu wnu apyrm teqHoct B unm ot QlAstat-
fﬁ Dx Analyzer 1.0. [MoBpeauTte, NpUYMHEHW OT pasfnMBaHe Ha
TEYHOCTH, LWe aHynumpart rapaHuusTa.

2.5 bBwuonormnyHa 6esonacHocT

QlAstat-Dx Analyzer 1.0 u kaceTute camm no cebe cu He cbabpxkaT GUopUckoBM MaTepuanu.
ANVKBOTHM 4acTM W peareHTu, CbabpXalnm MaTepuanu OT OuonormdeH npousxop, obaye
TpabBa fa ce o6paboTBaT ¥ genoHupaTt kaTo MoTeHumanHo 6uopuckoBu. M3nonssanTe
6esonacHn nabopaTopHM npoueaypw, KakTo e MocodyeHo B nybnukaumm kaTto Biosafety in
Microbiological and Biomedical Laboratories (BuonormyHa 6e3onacHoCT B MUKPOGUONOrMYHM U
6ruomeamumnHckm nadopatopun) Ha Centers for Disease Control and Prevention (LleHTpoBe 3a
KOHTpON W npepoTBpaTtsiBaHe Ha 3abonsiBaHus) u National Institutes of Health (HauuonanHu
34paBHu MHCTUTYTH) (Www.cdc.gov/od/ohs/biosfty/biosfty.htm).

AnunkKBoTHUTE YacTu, nacregsaHu ¢ QlAstat-Dx Analyzer 1.0, MOxe Aa cbabpXKaT MHAEKUNO3HU
areHTW. MoTpebutenute TpsibBa fa 6bAAT HAsICHO C OMACHOCTTa 3a 34paBeTo, KOSTO Cb3dasat
Te3n areHTu, n TpsbBa ga M3Non3BaT, CbXpaHsABaT M OENOHMpAT TakMBa anMKBOTHM 4acTu B
CbOTBETCTBME C MPUNIOXUMUTE U3NCKBaAHWSI 3a OesonacHocT. HoceTe nuyHM npegnasHu
cpencTBa M pbkaBuUM 3a efHokpaTHa ynotpeba 6e3 Tank, korato paboTute ¢ peareHTU unu
anvKBOTHW YacTu, a cried ToBa u3mmBanTe Jobpe pbLeTe cu.

BuHaru cvbnogaBaiTe npeanasHUTEe MEpKW, OMMCaHW B CbOTBETHUTE HACOKW, KaTo HanpuMep
Protection of Laboratory Workers from Occupationally Acquired Infections, Approved Guidelines
(M29) (3awmTa Ha nabopaHTMTE OT NpodhecnoHanHo NpMACGUTN MHEKLNN, 040OPEHN HACOKK
M29) Ha Clinical and Laboratory Standards Institute® (MHCTUTYT MO KMMHUYHK U nabopaTopHu
craHgapTn, CLSI) unu gpyrv noaxoaswm AoKyMeHTW, NpeocTaBeHun oT:
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e OSHA®: AgmuHucTpauus no 6esonacHocT v 3apaee npu paboTta (CbeguHeHU aMepUKaHCKu

warm)

® ACGIH®: AmepukaHcKa KOHDepeHUUs Ha ObPXXaBHUTE UHOYCTPUATHN XUTUEHUCTH

(CbeanHeHn amepurKaHCKu LaTh)

® COSHH: KoHTpon Ha onacHu 3a 3apaBeTo BellecTBa (O6eanMHeHO KpancTeo)

N3bsarsanTte 3ambpcsBaHe Ha QlAstat-Dx Analyzer 1.0 u paboTHoTO MsicTo, kKaTo GopaBuTe

BHMMATENHO C anukKBOTHWTE 4YacTu u kacetute 3a aHanu3d QlAstat-Dx. B cnyyan Ha

3aMbpcCaABaHe (Hanpmmep n3Ttn4yaHe ot KaCGTa) noymncreTe n 06e33apa3eTe 3acerHatata obnacrt

n QlAstat-Dx Analyzer (BmxTe pasgen 8).

NPEQYNPEXOEHUE

A

BuonornyHa onacHocTt

BHumaBante npu 3apexgaHeTo Mnu M3BaxaaHeTo Ha KaceTn 3a
aHanu3 QlAstat-Dx, cbabpxawm NHEKLMO3HM anuKBOTHN YacTu, B
unn ot QlAstat-Dx Analyzer 1.0. CuynBaHe Ha kaceTaTa Moxe Aa
3ambpcen QlAstat-Dx Analyzer 1.0 n okonHocTTa.

Bcnukum kacetn ¢ aHanunsmn QlAstat-Dx Tpsbsa ga ce Tpetupat kaTto
CbAbpXaLly NOTEHUMANHO MHAEKLMO3HN areHTH.

BHUMAHUE

A

Puck ot 3ambpcsaBaHe

HesabaBHO orpaHvuyeTe M NoYncTeTe 3aMbpPCABAHETO OT CYyneHa
unn BMAUMO nospedeHa kaceta 3a aHanu3 QlAstat-Dx. [pwu
HopmarnHa paboTa Moxe Aa ce OTAeNsST BelecTsa, KOUTo, Makap 1
Ja He ca WHMEKUMOo3HW, BrocrneacTsne moraT ga gosedaTr Ao
rPeLUHN MONOXUTENHN aHanUTUYHN pe3ynTaTti.

WHcTpykumm 3a nouncteaHeTo n obessapassiaHeTo Ha QlAstat-Dx Analyzer 1.0 we HamepuTe

B pasgen 8.2 n 8.3, CboTBETHO.

2.6 [lenoHunpaHe Ha oTnagbum

M3nonseaHute kacetu 3a aHanus QlAstat-Dx v nnactmacoBu u3genus mMoxe Oa Cbabpxar

OMacHM XuUMUKanuM UM MHQEKUMO3HU areHTu. Tesu oTnagbuun Tpﬂ6Ba da ce C'b6VIpaT n

genoHunpart npasuiiHO B CbOTBETCTBUE C BCUYKM HAUMOHAIHU, WATCKM U MEeCTHU HOpMaTuBHU

pasnopenbu 3a 3gpaseTo 1 6esonacHocTTa.

VHdopmauua 3a genoHMpaHeTo Ha OoTnagbLUu OT €NEeKTPUYEcKo M eneKkTPOHHO o6opy,u,BaHe

(OEEO) we HamepuTe B npunoxexne 11.3.
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2.7 Cumsonu Ha QlAstat-Dx Analyzer 1.0

Cnepgpawute cMMBOIU e cpellHeTe Ha anapata QlAstat-Dx Analyzer 1.0 u/unu kacetuTe 3a

aHanms QlAstat-Dx.

CumBon

MecTonosnoxeHue

OnucaHue

Tunoea Tabenka oT3ag Ha anaparta

Mapkuposka CE 3a Espona

Tunoea Tabenka oT3ag Ha anaparta

Mapkuposka TUV Ha TUV SUD
Product Service 3a TectBaHe

Tunoa Tabenka oT3ag Ha anaparta

Mapkupoka CB Ha cTpanuTte
uneHku Ha IECEE

Tunoea Tabenka oT3ag Ha anaparta

Mapkuposka RoHS
(orpaHuyeHmneTo 3a ynotpeba Ha
onpegeneHn onacHu BeLlecTsa B
€reKTPUYECKO U ENEKTPOHHO
obopyaBaHe) 3a Kutam

Tunoa Tabenka oT3ag Ha anaparta

BHNMAHWE

OnacHocTt — PUCK OT HapaHABaHUA
n MmatepumanHu wetun

Tunoea Tabenka oT3ag Ha anaparta

Mapkuposka OEEOQ 3a Espona

Tunoea Tabenka oT3ag Ha anaparta

3akoHeH npoussoauTen

Tunoea Tabenka oT3ag Ha anaparta

MeZamnumMHCKO U3genume 3a UH BUTPO
JAnarHoctuka

Tunoea Tabenka oT3ag Ha anaparta

KaTtanoxeH HOMeEpP

Tunoa Tabenka oT3ag Ha anaparta

CepvieH Homep
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2.8 bes3onacHoOCT Ha AaHHuUTe

3abenexka: CuHO NpenopbyYATENHO € [a Ce W3BbpLIBaT PedoBHM PE3epBHM KOMUS Ha
cuctemarta cropef nonutukata Ha Balwata opraHusauusi 3a HanMyHOCTTa Ha AaHHUTE U
3almTarta Ha JaHHuUTe oT 3aryba.

AnanunsaTtopbT QlAstat-Dx Analyzer ce poctaBa ¢ USB yCTpoONCTBO 3a CbxpaHeHue, KoeTo
npegnoyntaHo TpsbBa da ce u3nonsea 3a KpaTKOTPaMHO CbXpaHeHWe Ha AaHHu n obuy
TpaHcep Ha OaHHM (Hanp. 3anas3BaHe Ha pes3ynTaTh, pe3epBHO KOMue Ha cuctemarta wu
Ccb3aBaHe Ha apxuBK, akTyanu3auuMum Ha cucTtemata UnM MMNnopTupaHe Ha daunnoseTe C
AedUHNLMM Ha aHanuauTe).

3abenexka: M3non3saHeto Ha USB ycTpOMCTBO 3a CbXpaHeHWE MOANEXN Ha OrpaHnyeHust
(ranp. pasmepa Ha nmameTTa WnM pucka OT npesanuceaHe), KouTo Tpsbea Aa ce B3emaT
npeasvg npeau ynotpeba.

3a gbnrocpoyHa 6e30nacHOCT Ha OaHHWUTe criegsaiite nonuTMkarta Ha Bawara opraHusaumvs 3a
CbXxpaHeHue 1 6e30nacHOCT Ha MHopMaLMATa 3a 3anasBaHe Ha MOEHTUUKALMOHHN OaHHW.

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021
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3 O0wo onucaHue

3.1 OnwucaHue Ha cucTemaTa

QlAstat-Dx Analyzer 1.0, B kombuHaums ¢ kacetu 3a aHanu3 QIlAstat-Dx, usnonssa PCR B
peanHo BpeMe 3a OTKpMBAHE Ha MaTOreHHW HYKNEWHOBU KWUCENWHW B YOBELUKM BMOMOormvHu
anukBoTHM 4vacTu. QlAstat-Dx Analyzer 1.0 n kaceTuTe npeacTaBnsiBaT 3aTBOpeEHa cuUcTema,
KOATO MO3BONSABa aBTOMaTWYHa NOArOTOBKA Ha anuKBOTHW YacTu, nocneasaHa OT OTKpuBaHe u
naeHTuduumMpaHe Ha naToreHHW HyYKNewHOBM KUCEnUHW. ANWKBOTHUTE 4YacTu ce MNocTaBAT B
kaceTta 3a aHanu3 QlAstat-Dx, koATO Cbabpxa BCUYKM HEODXOOMMU peareHTn 3a U3onvMpaHe u
aMnnnunkauma Ha HyKNemHOBUTE KUCENWHU OT anukBoTHaTa YacT. OTKpuTUTE B peanHo Bpeme
curHanu ot amnnndmkauusTa ce MHTepnpeTMpaT oT BrpageHns codtyep n ce cbobLiasar upes
WHTYUTUBEH NOTpebuTenckn nHtepdenc.

3.2 OnucaHue Ha QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 ce cbCcTOM OT onepaTMBeH mMoadyn u 1 nnm noseye (4o 4) aHANUTUYHK
moayna. OnepaTtuBHUAT MOAYN CbAbpXa €MeMeHTU, KOUTO OCUrypsiBaT Bpb3ka C aHaNUTUYHNS
Moay”n, u nossonseaT Ha notpebutensa ga pabotn ¢ QlAstat-Dx Analyzer 1.0. AHanUTUYHUAT
MOAyn CbAbpXKa xapayepa u codTyepa 3a TeCTBaHe M aHanu3 Ha anMKBOTHUTE YacTu.

QlAstat-Dx Analyzer 1.0 BkntoyBa cnegHuTe eneMeHTH:

® CeH3sopeH ekpaH 3a paboTa Ha noTpebutens ¢ QlAstat-Dx Analyzer 1.0

e bBapkog yeTel 3a aeHTUULMPaAHE Ha anvMKBOTHM YacTu, NaumMeHTn, NoTpeduTenm n kacetu
3a aHanus QIAstat-Dx

e USB nopToBe 3a MHCTanMpaHe Ha HOBW BEPCUW Ha aHanMauTe 1 cucTemara, ekcriopTupaHe
Ha [JOKYMEHTU U CBbP3BaHe C NPUHTEp (eAWH OTNpea v Tpu 0T3as)

® Bxog 3a nocTaesiHe Ha kaceTu 3a aHanm3 QlAstat-Dx B QlAstat-Dx Analyzer 1.0

® FEthernet nopt 3a cBbp3BaHe ¢ Mpexa

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021

16



MecTaTa Ha pasnuyHuTe KomnoHeHTM Ha  QlAstat-Dx

durypa 1 n durypa 2 nokassar
Analyzer 1.0.

OnepatueeH Moayn
AHanuTnyeH moayn

BXOF[ 3a NocTaBAHE Ha KaceTu -, o

CeHaopeH ekpaH,

. MpepnaseH kanak

Bapkop vetel \

ByTOH 3a BKNlouBaHe/M3kMioUBaHe &

I'Ipe,qnaaeH Kanak

WHaukaTop 3a CbCTOSIHUETO Ha =T

onepaTuBHWUA Moayn - -
P Ay ) USB nopt
MHankaTop 3a CbCTOSHMETO Ha
aHanUTUYHWA MoAayn. KaceTa ¢ Bb3ayweH ountbp

®durypa 1. Uarnea otnpea Ha QlAstat-Dx Analyzer 1.0. OnepaTUBHUAT MOAYM € OTNSABO, @ aHANUTUYHUAT — OTASICHO.

Bxoa 3a noctaesHe Ha KaceTw.

AHanuTuyeH moayn

BeHTunaumoHHu oTopu | ;
o
MpeskrtoysaTen Ha 3axpaHBaHeTo mm

OnepaTuBeH moayn

USB noptose (3 6post)

Ethernet nopt

MocT mexay aHanuTUYHUS 1 onepaTUBHUA MOAYN

®durypa 2. Usrnep or3ag Ha QlAstat-Dx Analyzer 1.0. OnepaTVBHUSIT MOAYI € OTASICHO, @ @aHANUTUYHUAT — OTNSIBO
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3.3 OnwucaHue Ha kaceTuTe 3a aHanus QlAstat-Dx

Kacetata 3a aHanu3 QlAstat-Dx npepgcrtaBnsiBa mnacTMacoBO YCTPOMCTBO 3a efHOKpaTHa
ynoTpeba, KOeTO MO3BOMsBa W3BbPLUBAHE HA HaAMbMHO aBTOMATM3WPaHW MOJEKYNAPHU
aHanuan. OCHOBHWUTE XapakTepucTukM Ha kacetata 3a aHanu3 QlAstat-Dx BkntousaTt
CbBMECTUMOCT C pas3NuMyHM TWMOBE anukBOTHWM YacTu (Hanpumep NynaM, TaMnoHu),
XepMEeTUYHO 3aabpXKaHe Ha BCUYKM MNpeaBapuTENHO 3apefeHV peareHTu, Heobxoaumn 3a
nscnegBaHe, KakTo U HambMHO aBTOHOMHa paboTa. Beuukm cTbNku 3a nogroToBkaTta v aHanusa
Ha anuKBOTHWUTE YacTu Ce U3NbIHABAT B KaceTaTta 3a aHanu3 QlAstat-Dx.

Bcuukm peareHTn, HeobxoaMMK 3a USINMOCTHOTO U3MbITHEHWE Ha TECTOBETE, Ca NpeaBapuUTenHo
3apefeHn 1 oTaeneHu B kacetata 3a aHanu3 QlAstat-Dx. He e Heobxogumo notpebutensaTt aa
BMNM3a B KOHTAKT C peareHTuTe u/wnu ga rv manunynupa. o BpeMe Ha TecTa peareHTuTe ce
o6paboTBaT B aHaNUTUYHWS MOAYI Ype3 NMHEeBMAaTUYHO HamnpaBnsBaHa MUKpodnyuamka n He
BNM3aT B MPSAK KOHTAKT C U3NbrHUTENHWTE MexaHnamm Ha QlAstat-Dx Analyzer 1.0. QlAstat-Dx
Analyzer 1.0 vMa Bb3OyWHM UNTPU KakTO 3a BXOAALUMS, Taka M 3a U3XOOALMSA Bb3AyLUEH
NOTOK, KOUTO AOMBIHUTENHO MpeanassaTt okonHaTa cpefa. Cnep Tecta kacetaTa 3a aHanus
QlAstat-Dx BMHarm ocTaBa XepMeTU4ecKUM 3aTBOPEHa, KOEeTO 3HaYuUTernHo YyrnecHsBa
6e30nacHOTO 1 AenoHupaHe.

B kacetarta 3a aHanu3 QIlAstat-Dx aBTOMatM4yHO ce M3BbLPLUBAT MHOXECTBO MOCIEeA0BaTENHU
CTBbIKMX, KaTo Ce M3MNon3Ba NHEBMATUYHO HamnsraHe 3a NpexBbprsHe Ha anuKBOTHUTE YacTu n
dnynante npes kamepaTta 3a MpPexBbpriiHeE KbM LENeBUTe UM MecTononoxeHusi. Crep kaTo
kaceTaTta 3a aHanu3 QlAstat-Dx 6bae noctaBeHa B QlAstat-Dx Analyzer 1.0, cnegHuTe CTbNkn
OT aHanm3a ce N3NbIIHABaT aBTOMaTUYHO:

® PecycnengupaHe Ha BbTpelLHaTa KOHTpona
e KneTtbyHo nn3npaHe no MexaHn4yeH /MM XMMUYeEH NbT
[ ] MeM6paHHO npe4vyncrteaHe Ha HyKNenHoBM KNCEeNnHn

® CwmecBaHe Ha NPeYnCTEHUTE HYKITEMHOBU KUCESTIMHU C NTMODUNU3NPAHN peareHTn ot
rmaBHaTa cMec

e [IpexBbprisiHe Ha onpenesieHnTe anvMKBOTK OT eflyaT/rnaBHa CMEC B Pa3fUYHU PeaKLMOHHU
Kamepu

e TecTtBaHe ¢ mynTunnekcHa PCR B peanHo BpeMe BbB BCsika peakLMOHHa Kamepa.
MoBuweHaTa hnyopecueHLs, ykassalla Hanvune Ha LeneBust aHanuT, ce oTKpuea
OVPEKTHO BbB BCska peakUMoHHa Kamepa.

ObLwaTa KoHUrypaumus Ha kaceTaTa U HeliHUTe KOMMOHEHTW € UNCTpupaHa Ha durypa 3 Ha
crefBaliara cTpaHuua.
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naeeH oTBOp

OTBOp 3a TaMMoH

®urypa 3. KomnoHeHTHn Ha kaceTaTa 3a aHanu3 QlAstat-Dx.

3.4 Codtyep Ha QlAstat-Dx Analyzer

CodtyepsT Ha QlAstat-Dx Analyzer (SW) e nHcTanupaH Ha cuctemaTa npeasaputenHo. Ton
M3MbIHABA TPU OCHOBHM PYNn OYHKLIMOHANHOCTK:

e O6wute onepaTtneBHAU (*)yHKLI,I/IM no3BoNABaT JfiecHa HaCTpOl‘;IKa, n3nbIiHeHNe n

BM3yanu3auus Ha AafeH TECT U CBbP3aHUTE C HEro pesyntaTu

® KoHdurypaunoHHUTe yHKLMN faBaT Bb3MOXHOCT 3a KOHGMrypauums Ha cuctemara
(ynpaBneHue Ha noTpebuTenu, ynpasneHne Ha aHanuau 1 ynpasneHne Ha
xapayepHa/codTyepHa KoHurypawms)

® KoHTponupaHe Ha U3MbIHEHNETO Ha TECT, 3a Aa Ce U3MbIHAT N0 aBTOMaTU3MPaH HauvH

HeOGXO,D,VIMVITe aHannTU4HU CTbIMKU, KOUTO BKITHOYBAT U3NbITHEHNE Ha TEeCT

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021

19



4 Tlpouenypv 3a MHCTanNuUpaHe

4.1 W3nckBaHuUsa KbM MACTOTO

N3bepeTe paBHO, CyxO M 4MCTO MACTO BbpXy paboTHaTa maca 3a QlAstat-Dx Analyzer 1.0.
MscToTo He Tpsibea Aa 6bae M3NOXEHO Ha CUMHU TeyYeHws, Bnara u npax, u Tpsbea ga 6bae
3aWMTEHO OT Mpsika CITbHYeBa CBETMMHA, rofieMn TemnepaTypHu konebaHusi, M3TOYHUUM Ha
TonnuHa, BUBpaumm n enekTpuyeckn cmylleHus. B pasgen 10 we HamepuTe uHdopmaums 3a
Ternoto u pasmepute Ha QlAstat-Dx Analyzer 1.0 v npaBunHuTe ycnoBus Ha paboTta
(TemnepaTtypa n BnaxHocT). TpsibBa ga MMa [OCTATbYHO OTCTOSIHME OT BCUYKM CTPaHW Ha
QlAstat-Dx Analyzer 1.0, 3a ga ce ocurypu gobpa BeHTUnaums n 6e3npensiTcTBeH A4OCTbM A0
BXO[a 3a MoCTaBsiHe Ha kaceTu, 3agHaTa yacT Ha QIAstat-Dx Analyzer 1.0, npeBkntoyBaTtens 3a

3axpaHBaHeTo, ByToHa 3a BKIOYBaHe/M3kNiouBaHe, Gapkoa YeTela v CeH30PHUS ekpaH.

3abenexka: [pean ga wHctanupate u usnonssate QIAstat-Dx Analyzer 1.0, npouetete

pasgen 10, 3a ga ce 3ano3HaeTe ¢ ycroeusTa Ha paboTta Ha QlAstat-Dx Analyzer 1.0.

BHUMAHUE

A

Bb3npensaTcTrBaHe Ha BeHTUNauusTta

3a pa ocurypute pgobpa BeHTUnauus, cnaspaniTe MWHMMAarHo
otctosiHMe 10 cm oT 3agHaTa yYacT Ha QlAstat-Dx Analyzer 1.0 n He
GrokupanTe Bb3ayLHUS NOTOK oA anapaTa.

He TpsbBa oa ce NMoKpuBaT peLleTKUTe 1 OTBOPUTE 3a BeHTMNaLus
Ha anapara.

BHUMAHUE

A

EneKTpoMarHMTHU cMyLLEeHUA

He nocraesnte n He usnonssante QlAstat-Dx Analyzer 1.0 B
HenocpeacTBeHa 6nmsoct  go N3TOYHULM Ha CUIHO
€NeKTPOMarHnTHO n3nbyBaHe (Hanpumep HeekpaHupaHn
M3TOYHMUM Ha npucbwmn PY BbnHKM), Tbi kaTo Te MOXe Aa
nonpevar Ha nsnpaeHaTta paborTa.
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4.2 OkomnnekrtoBaHe n komnoHeHTn Ha QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 ce goctaBsa B ABe OTAENHM KYTMU U BKIKOYBA BCUYKM HeOOXoauMmum
KOMMOHEHTM 3a MHCTanupaHe M ekcnnoaTtaumsi Ha cuctemarta. CbaobpXKaHMETO Ha KyTuuTe e
ornucaHo no-gony:

CbAabpKaHue Ha KyTua 1:

KomnoHeHT OnucaHue

1 aHanuTnyeH moayn

1 USB yCTpOICTBO 3a CbXpaHeHne

1 3axpaHBaLy kaben

e, “ 1 mocT Mexay aHannTU4HnAa U aHannTtnyHna moayn

, | 1 TepMUHUpaLL, MOCT
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KomnoHeHT

OnucaHue

1 MHCTPYMEHT 3a MOHTaX Ha aHanNUTUYHUS U onepaTUBHUS
moayn

1 BenypeHa Kbpna 3a ekpaHa

1 MHCTPYMEHT 3a AeMOHTaX Ha npegnasHUTe Kanaum

CbAabpKaHue Ha KyTuA 2:

KomnoHeHT

OnucaHue

1 onepaTuBeH Moayn

1 mocT Mexay aHalmnMTUu4HnA 1 onepaTtnuBHUA Moayn

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021
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4.3 PasonakoBaHe n nHctanupaHe Ha QlAstat-Dx Analyzer 1.0

BHumatenHo pasonakoarTte QlAstat-Dx Analyzer 1.0, kaTo cnasBaTte ClefHUTE CTbIKM:

1.

Vi3BageTe aHanUTUYHNUA Moyn OT KyTUATa U ro NnoctaBeTe BbpXy paBHaA NOBBbPXHOCT.

OTCTpaHeTe napyeTtarta AyHanpeH, npukpeneHn KoM aHanmTtnyHmnAa moayn.

3abenexka: AHANUTUYHUAT moayn Tp$|63a Aa ce nopaurHe n xeaHe 3a ocHoBaTa C Be

pbLe, KaKTO € NoKasaHo Ha urypa 4.

Puck ot HapaHABaHUA U MaTepuanHu weTun

NPEAYNPEXAEHWUE/ QlAstat-Dx Analyzer 1.0 e Texbk anapar.

3a pa wusberHete

BHUMAHUWE HapaHsBaHns wnu  noBpega Ha QlAstat-Dx  Analyzer 1.0,
é BHMMaBalTe W  U3NON3BanUTe  MOAXOASALM  TEXHUKUM  NpM
noBAMraHeTo.

®durypa 4. NpaBunHo 6opaBeHe C aHANUTUYHUA MOAY.

2. M3BapeTe npegnasHnTe Kanauu oTcTtpaHn Ha aHanUTU4YHUA Mmoayn ¢ UHCTpyMeHTa 3a

OEMOHTaxX Ha npegnasHuTe kanaun, goctaeeH ¢ QlAstat-Dx Analyzer 1.0 (cpurypa 5).
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®durypa 5. UsBaxaaHe Ha npeana3HUTe Kanaum.

3. M3BapeTe onepatnBHUA Moayn OT KyTUATa U o npukpeneTe OTridBO Ha aHaNMUTU4HUA
moayn. B3aTerHeTe 6onToBeTe C WHCTPYMEHTa 3a MOHTaX Ha aHalMMTU4YHNA U onepaTuBHUA

mopayn, aoctaeeH ¢ QlAstat-Dx Analyzer 1.0 (dwurypa 6).

Puck ot mexaHM4Ha noBpeaa

BHUMAHUE o
He ocTaBsiiTe onepaTuBHusi Mogyn 6e3 onopa WnM onpsiH Ha
ﬁ CEH30pHUA eKpaH, Tbil KaTo ToBa MOXe Aa MNOBPEeAu CEeH30pHUS
eKpaH.

®urypa 6. NMpukpenBaHe Ha onepaTUBHUA KbM aHanNnUTUYHUA MoAyn.

4. TMocTaBeTe OTHOBO NpeAnasHUTe Kanauu OTCTPaHU Ha aHanuTUYHWS Moay”n (durypa 7).
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®urypa 7. 3akpenBaHe Ha npeAnasHUTE Kanauw.

5. CebpkeTe MOCTa Mexay aHanuTUYHUSA 1 onepaTUBHUA Moayn B 3aaHaTa yacTt Ha QlAstat-

Dx Analyzer 1.0, 3a ga ceeagnHute gBata mogyna (cdurypa 8).

®urypa 8. CBbp3BaHe Ha MOCTa MeXAy aHaNMTUYHUA U onepaTUBHUA MoayI.

6. CebpxeTe TepMUHMPALLMS MOCT 0T334 Ha aHanUTUYHUA Moayn (cdurypa 9).
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®urypa 9. CBbp3BaHe Ha TEPMUHMPALLUA MOCT.

7. BknioyeTe 3axpaHBawusi kaben, goctaeeH ¢ QlAstat-Dx Analyzer 1.0, oT3ag Ha
aHanuTnyHuA moayn (cdurypa 10).

®urypa 10. CBbp3BaHe Ha 3axpaHBalLusa kaben.

8. BkntoueTe 3axpaHBalLms kabern B KOHTAKT.
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9. BknioyeTe anapaTta c HaTUCkaHe Ha NPeBKIYBaTeNs 3a 3axpaHBaHeTo Ha rbpba Ha
aHanuUTUYHUSE MOAYN B nNonoxeHue I* (purypa 11). YBepeTe ce, 4e uHankaTopuTe 3a

CbCTOAHNETO Ha aHalMTU4YHUA N onepaTuBHUA MO4YN Ca CUHWU.

3abenexka: AKO HSKOW MHOMKATOP 3a CbCTOSTHUETO € YepBEH, UMa HEU3MPAaBHOCT B
aHanuTnyHuA moayn. O6bpHeTe ce kbM , TexHudecko obenyxsaHe Ha QIAGEN 3a
cbaeicTBme, KaTo U3nonaearte nHopmMauusaTa 3a KOHTakT B pasaen 9.

3abenexka: AnapaTtbT He TpsabBa Aa ce pasnornara, Taka Ye Aa 3aTpygHsiBa AocTbna Ao

npeBKn4YBaTend 3a 3axXxpaHBaHeTO.

®urypa 11. HamupaHe Ha npeBkoOYBaTens 3a 3axpaHBaHETO M HaTUCKaHe B NornoxeHue ,1“.

10.QlAstat-Dx Analyzer 1.0 e Beye roToB Aa ce KOHUIypupa 3a CbOTBETHOTO
npegHasHadeHune. BuxTe pasgen 6.8, 3a ga koHurypvpaTte cMCTeMHUTE napameTpu, Aa

BbBeJeTe AaTarta 1M yaca Ha cuctemaTa u ga KoHdurypmpaTte MpexoBaTta Bpb3ka.

4.4 WHcTanupaHe Ha OOMbITHUTENHM aHANUTUYHN MOOY M

BHumMaTenHO pasonakoBanTe AONBAHUTENHUS aHanuTUYeH Mogyn W 0 MHCTanupawTte B
cnegHaTa nocrnenoBaTesniHoCT:

1. TMoproteete QlAstat-Dx Analyzer 1.0 3a MHCTanuMpaHe Ha HOBMS MOAYIT:

Ta. WsknioveTte cuctemara ¢ HaTUCkaHe Ha ByToHa 3a BKMOYBaHe/U3KNOYBaHe OTNpes Ha
QlAstat-Dx Analyzer 1.0.

1b. W3knioyeTe anapaTa ¢ HaTUCKaHe Ha NpeBKIloYBaTENS 3a 3aXpaHBaHeToO Ha Mbpba Ha
aHanuTUYHWA Moayn B nonoxexHue , 0%

Tc. W3Bapete 3axpaHBalwus kaben.

1d. WN3BapeTe TepMUHMpaLLMs MOCT OT3a4 Ha aHanMTUYHIA Moayn (durypa 12 Ha

crefBaliaTta cTpaHuua).
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®urypa 12. U3BaxxgaHe Ha TepMUHUPALLMA MOCT.

le. W3Bapete npennasHnTe Kanauuy oTCTpaHun Ha aHalnnTu4HnA Mmoayn, Kb4eTo LWe ce

npvKpensa AOMbIHUTENHUAT aHanMTuyYeH moayn (dpurypa 13).

mr

®urypa 13. U3BaxxaaHe Ha npeana3HUTe Kanaum.

2. VsBapgeTe AOMBMHUTENHWSA aHaNMUTUYEH MOAYN OT KYTUSATa U ro NOCTaBeTe BbPXY paBHa
noebpxHocT. OTCTpaHeTe napyeTaTa QyHanpeH, NPUKPEneHn KbM aHanMTUYHUS Mogyn.
3abenexka: AHanUTUYHUAT Moadyn TpsiGBa Aa ce NOBAWIHE U XBaHe 3a OCHOBATa C [iBe

pbLie, KaKTo e nokasaHo Ha durypa 14 Ha cneaBallaTta cTpaHuua.

NPEQYNPEXOEHUE/ Puck oT HapaHsiBaHUA1 U MaTepuanHu LWeTu
BHUMAHWVE QlAstat-Dx Analyzer 1.0e Texbk anapat. 3a pga wusberHete
HapaHsaBaHusa unu nospeaa Ha QlAstat-Dx Analyzer 1.0, BHumaBante

& 1 U3MON3BanTe NOAXOASLM TEXHVKM NPY NOBAMIaHETO.
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®urypa 14. NpaBunHo 6opaBeHe ¢ aHaNUTUYHUA MOAY.

3. M3Bapete npegnasHnuTe Kanauu oTcTtpaHu Ha aHanUTU4YHUA Moayrn, KaTto nsnon3earte

MHCTPYMEHTa 3a eMOHTaX Ha npegnasHute kanauu, goctaseH ¢ QlAstat-Dx Analyzer 1.0
(cpurypa 15).

®durypa 15. U3BaxpaHe Ha npeanasHUTe Kanaum.

4. WN3paBHeTe OOMbAHUTENHUS aHaNMTUYEH MOAYM C MHCTanMpaHus aHanuTu4eH Moayn.
3aTterHete 6onToBeTE C MHCTPYMEHTA 3@ MOHTaX Ha aHaNUTUYHWUA 1 onepaTUBHUA MOy,
pocTtaseH ¢ QlAstat-Dx Analyzer 1.0 (cdourypa 16).

®urypa 16. UspaBHsiBaHe 1 NpUKpenBaHe Ha AOMbHUTENHUA aHaNUTUYeH Moayn.
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5. TocTaBeTe OTHOBO NpeanasHUTE Kanauy OTCTPaHW Ha AOMbIHUTENHUS aHaNMTUYEH MOy
(dourypa 17).

durypa 17. MocTaBsiHe Ha NpeANa3HUTE Kanauu Ha AONbIHUTENHUA aHaNUTUYeH moayn.

6. CebpxeTe MOCTa Mexay ABaTa aHanuTUyYHU Mmoayna ot3ag Ha QlAstat-Dx
Analyzer 1.0 (cpurypa 18).

durypa 18. CBbp3BaHe Ha MocTa MeXxAay ABaTa aHanuTU4YHU moayna.

7. CBbpxeTe TepMUHMPALLMSA MOCT 0T334 Ha aHanMTU4HUA moayn (curypa 19 Ha cnepalwaTa
cTpaHuua).
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®urypa 19. CBbp3BaHe Ha TePMUHUPALLUA MOCT.
8. BknioyeTe 3axpaHBalLus kaben, noctaBeH ¢ QlAstat-Dx Analyzer 1.0, oT3ag Ha dabpuyHo

MHCTanupaHus aHanutudeH moayn (dpwurypa 20).

e

r'.=_="'=_.'4

®urypa 20. CBbp3BaHe Ha 3axpaHBalLusa kaben.

9. BknoyeTe 3axpaHBaLLMs kKaben B KOHTAKT.
10.BkntoyeTe anapata ¢ HaTUCKaHe Ha NPeBKIoYBaTenNs 3a 3axpaHBaHeTo Ha rbpba Ha
aHanMTU4YHUA Moayn B nonoxexue ,|“ (purypa 21 Ha cnefBaliarta cTpaHuua). YeeperTe ce,

4Ye HOUKaTopuTe 3a CbCTOAHNETO Ha aHaNUTUYHNUA U onepaTUBHNA MOAYI Ca CUHW.
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3abenexka: AKO HSIKOW MHOMKATOP 3a CbCTOSIHNETO € YepPBEH, UMa HEU3MNPaBHOCT B
aHanuTnyHua moayn. O6bpHeTe ce kbM , TexHudecko obenyxsaHe” Ha QIAGEN 3a

CbAeNcTBMe, KaTo n3nonasarte MHOpMaUMsTa 3a KOHTaKT B pasgen 9.

3abenexka: AnapaTbT He TpA6GBa Aa ce pasnonara, Taka Ye Aa 3aTpyAHsaBa 4ocTbna A0
NpeBKIoYBaTens 3a 3axpaHBaHeTo.

®urypa 21. HamupaHe Ha npeBkOYBaTens 3a 3axpaHBaHETO M HaTUCKaHe B NornoxeHue ,1“.

11.QlAstat-Dx Analyzer 1.0 e Beye roToB Aa ce KOHUIypupa 3a CbOTBETHOTO
npegHasHadeHune. BuxTe pasgen 6.8, 3a ga koHurypvpate CMCTEMHUTE napameTpu, Aa

BbBeJeTe AaraTta 1M yaca Ha cuctemaTa u aa KoHdurypypaTte MpexoBaTta Bpb3ka.

4.5 T[loBTOpHO OnakoBaHe 1 usnpatlaHe Ha QlAstat-Dx Analyzer 1.0

Korato onakoBate QIAstat-Dx Analyzer 1.0 3a wu3npawaHe, Tpsabea p[a wusnonssarte
OpUTMHaNHUTE OMaKOBbYHM MaTepuanu. AKO He pasnonarate C OpPUrMHArHUTE OMAKOBBbYHMU
matepuanu, ce obbpHeTe KbM ,TexHmyecko obcnyxsaHe” Ha QIAGEN. YBepete ce, ue
anapatbT € MOoAroTBeH NpaBuNHO (BWXTe pasden 8.2) npeau OnakoBaHETO M Ye He Cb3faBa
GUONOrMYHa NN XMMUYHa ONacHoCT.

3a fa onakoBaTe NOBTOPHO anapara:

1. AnapatbT TpsibBa Aa 6bae U3kNoYeH (HaTMCHeTe NPeBKIoYBaTens 3a 3axpaHBaHeTo B
nonoxexue ,0%).

M3knoyeTe 3axpaHBalLms Kaben oT KOHTakTa.
VM3BageTe 3axpaHBalng kaben oT 3agHaTa YacT Ha aHaNMUTUYHNUS moAayn.

PaseavnHeTe TepMUHMpaLLUs MOCT B 3afiHaTa YacT Ha aHanMTUYHUS MOayI.

O Wb

PaseamHeTe MocTa, KOWTO CBbpP3Ba aHaNUMTUYHUS 1 onepaTUBHUS MOAYI, B 3aAHaTa JacT
Ha QlAstat-Dx Analyzer 1.0.
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6. V3BapeTe npennasHnuTe Kanaun oTcTtpaHn Ha aHanUTU4YHUA Moayrn, KaTto nsnon3earte
WHCTPYMEHTa 3a AeMOHTaX Ha npeana3HnuTe Kanaun.

7. Wsnonsgaiite WHCTPYMEHTAa 3a MOHTaX Ha aHalMMTU4YHNUA U onepaTtnuBHUA Moayn, 3a Aa
pa3BueTe ABaTta BUHTA, 3aKpenBally onepaTtuBHUA 3a aHannMTn4yHnAa moayn. OnakoBavite
onepaTtnBHUA MOoAyn B KyTUATa.

8. lMocTaBeTe OTHOBO npegnasHUTe Kanaun OTCTpaHW Ha aHalnTU4YHUA Moayin. OnakoBavite

aHanuTUYHWSA Moayn 3aedHo C napyeTaTa AyHanpeH B KyTusTa.
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5 W3nbrHeHWe Ha TecT U nperneq Ha
pesynraturte

3abenexka: CDVII'ypVITe B TOBa PbKOBOACTBO 3a I'IOTpe6VITeJ'I9| Ca CaMO OPUEHTUPOBBYHU U MOXKe
Oa pasnuyasat npu pasnm4yHnuTe aHanusu.

5.1 CraptupaHe Ha QlAstat-Dx Analyzer 1.0

1. HaTucHeTe GyToHa 3a BkNtouBaHe/u3knoyBaHe oTnpes Ha QlAstat-Dx Analyzer 1.0, 3a ga
cTapTupare anapaTta (durypa 22).
3abenexka: [peBkntoYBaTENAT Ha 3axpaHBaHETO B 3a4HaTa YacT Ha aHanNMTUYHUS MOAYN
Tpsbsa ga 6bae B nonoxenue ,|“. hankaTopute Ha onepaTMBHUSA U aHANUTUYHNA MOAYIN

CBETBAT B CMHLO B NOMOXeHue | (T. e. BKNIOYEH).

®urypa 22. HatuckaHe Ha 6yToHa 3a BKNOYBaHe/M3KMIOYBaHe 3a CTapTUpaHe Ha anapara.

2. Wsvakaiite, OOKaTo Ce NoKae OCHOBHUAT €KpaH U MHOUKATOPUTE 3a CbCTOAHUETO Ha

aHannTn4HnA 1N onepaTtuBHUA MOoAyNn CTaHaT 3ef1ieHn U cnpat ga Murar.

3abenexka: Cnef NbpBOHAYANHOTO UHCTANMPaHe LLe Ce MOsIBU eKpaHbT 3a Bu3aHe.

JonbnHutenHu noapo6HOCTY Liile HamepuTe B pasaen 6.2.

3abenexka: Cnep ycneLwHOTO MbpBOHa4anHo nHcrtanvpaHe Ha QlAstat-Dx Analyzer,
CUCTEMHUAT agMUHUCTpaTop TpsbBa Aa Bnese B cucteMaTta 3a MbpBOTO KOHUrypupaHe Ha
codpTyepa. [Npn MbpBOTO BnNnM3daHe notpebutenckmat naeHtndukaTop e ,administrator n
naponara no nogpasbupaHe e ,administrator”. lNaponarta TpabBa ga ce cMeHu cneg
nbpBOTO BnNusaHe. KoHTponsT Ha gocTbna Ha notpebutenute (User Access Control) ce
aKkTMBMpa aBTomaTu4Ho. CUMHO NPENOPBYNTENHO € Aa Ce Cb3faje Hal-marnko eauH

notpebutencku akayHT 6e3 ponata Ha ,Administrator® (AgMuHucTpaTop).
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5.2 TllogrotoBka Ha kaceTaTa 3a aHanu3 QlAstat-Dx

M3BageTe kacetaTta 3a aHanm3 QlAstat-Dx oT onakoBkaTa. MNogpobHocTn 3a gobaBsiHETO Ha
anvMKkBOTHaTa 4YacT B kaceTata 3a aHanm3 QlAstat-Dx u koHkpeTHa uWHgopMauus 3a
U3MbIHSBAHWS aHanu3 Lie HaMepuTe B MHCTPYKUMMTE 3a ynoTpeba KbM KOHKPETHWUsSI aHanva
(Hanpumep QlAstat-Dx Respiratory Panel). Cnen no6aBsHeTo Ha anvkBoTHaTa 4acT B kaceTara
3a aHanu3 QlAstat-Dx n aBaTa kanaka 3a anukBOTHa YacT TpsibBa Aa 6GbaaT 34paBo 3aTBOPEHM.

5.3 [llpouenypa 3a nsnbsiHEHWE Ha TecT

Benukmn onepatopu Tpsbea Aa HOCAT MOAXOAAWM NWYHU MpeanasHu Cpeactsa — Hanpumep
pbKaBuLM — KOraTo AOKOCBaT ceH3opHUs ekpaH Ha QlAstat-Dx Analyzer 1.0.

1. HaTtucHeTe GyToHa © Run Test (M3nbnHeHWe Ha TeCT) B FOPHUSI IECEH bIbT HA OCHOBHUSA

eKpaH.

2. KoraTo nony4ute ykasaHue, ckaHupaiite 6apkoaa ¢ uaeHTudmkaTopa Ha anvMkeoTHaTa 4acTt

c BrpageHusi 6apkog YeTel B onepaTuBHUs Mogyn (curypa 23).

3abenexka: KoHdurypauusita Ha QlAstat-Dx Analyzer 1.0 Moxe fa No3BossiBa BbBEXAAHE
Ha naeHTudmrKaTopa Ha anukBoTHaTa YacT U C BUpPTyanHaTa KnaBmnaTtypa Ha CEH30pHUSA

ekpaH. [loBeyve nogpobHoCTU e HamepuTe B pa3gen 6.8.4.

3ab6enexka: B 3aBucMmMocT ot V|36paHaTa KOH(pMI'ypaLI,VIﬂ Ha cuctemaTta Moxe fa ce
HarnoXxwu na BbBegete n VI,EI,GHTI/I(*)I/IKaTOp Ha naumeHTa B TO3U MOMEHT. [oBeye

noapoGHOCTY Lile HamepuTe B pasaen 6.8.4.

administrator Run Test Module 2 1423 16-10-18

RSNy SRS R

) Ul'administrator

~ ﬁ|

~
\_% Available

7 Available Available

TEST DATA

Cancel

Scan or type Sample |D

®urypa 23. CkaHupaHe Ha 6apkoaa ¢ naeHTUcMkaTopa Ha anMKBOTHAaTa 4acT.
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3. Korato nonyuuTe ykasaHue, ckaHupaiTe 6apkoaa Ha kaceTaTta 3a aHanu3 QlAstat-Dx, koaTo
we n3nonsearte. QlAstat-Dx Analyzer 1.0 aBToMaTtu4HO pasnosHaBa aHanv3a 3a
n3nbrHeHve cnoped 6apkoaa Ha kacetaTa 3a aHanu3 QlAstat-Dx (purypa 24 Ha
cnepgalyarta cTpaHvua).
3abenexka: QlAstat-Dx Analyzer 1.0 He npuema kacetu 3a aHanu3 QlAstat-Dx ¢ usteknbn
CPOK Ha rogHOCT, BeYe U3MNoM3BaHn KaceTn Unn KaceTu 3a aHanuan, KoMTo He ca
MHCTanupaHu B anapaTta. B Te3an cnyyau e ce nokaxe cbobLieHne 3a rpeLuka.

JonbnHutenHu noapo6HocTy Lile HamepuTe B pasaen 9.2.

3abenexka: B pasgen 6.7.3 we HamepuTe UHCTPYKUMUTE 3a umMnopTupaHe n gobassaHe Ha
aHanuan B QlAstat-Dx Analyzer 1.0.

administratar Run Test Module 2 14:2516-1018

T 1 7 U | A e G P P O 1wt

) Ul administrator ) 4
O Available - Available

f

1 Available

TEST DATA
Sample ID
testData v

Cancel
Scan Cartridge Barcode

durypa 24. CkanupaHe Ha 6apkoaa Ha KacetaTa 3a aHanus QlAstat-Dx.

4. Axo e HeobxoauMo, nsbepete CLOTBETHUS BUA aniMKBOTHA YacT OT cnmcbka (durypa 25).
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administrator

Run Test Module 1

F

Ul administrator

Resp Panel

TEST DATA

Sample ID
2430362

Assay Type
Resp Panel

Sample Type

SAMPLE TYPE

= UTMm

Swab

Select Sample Type

®durypa 25. U360p Ha BuAa Ha anMKBOTHaTa 4acT.

14.43 2017-03-30

Cancel

5. e ce nokaxe ekpaHbT Confirm (MoTBbpxaasaHe). MpernenanTe BbBeAEHUTE AaHHN U

HanpaBeTe HeoOXoAMMMUTE NPOMEHU, KaTO HATUCKATE CbOTBETHUTE MONieTa Ha CEH30PHUS
eKpaH 1 pefakTuparte nHgopmaumsaTa (dpurypa 26).

administrator

Run Test Module 1

F

Ul administrator

Resp Panel

TEST DATA
Sample ID

2430362

Assay Type
Resp Panel

Sample Type

UT™m

Confirm |

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

®durypa 26. EkpanbT Confirm (MoTBbpxaaBaHe).

14:44 2017-03-30

Cancel
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6. KoraTo BCUYKM MoOKa3aHW AaHHM ca npaBunHu, HatucHete € Confirm (MoTebpxkaasaxe).
Ako e HeobxoaMMmo, HaTUCHETE CbOTBETHOTO MONe, 3a Aa pegakTupaTe CbAbPKaHNETO My,

unu nsbepete Cancel (OTmsiHa), 3a 4a OTMeHWTe aHan13a.

7. W pBata kanaka 3a anvKBOTHa YacT — Ha OTBOpPa 3a TaMrOH W FMaBHUS OTBOP Ha kaceTaTa
3a aHanu3 QlAstat-Dx — TpsibBa ga 6baat 3aTBOpeHn. Korato Bxo4bT 3a NoCTaBsHE Ha
kaceTu otrope Ha QlAstat-Dx Analyzer 1.0 ce oTBopu aBTOMaTM4HO, NOCTaBeTE KaceTaTa 3a
aHanu3 QlAstat-Dx ¢ 6apkoga oTnsiBO 1 peakuMoHHUTE kamepu oTgony (durypa 27).

3abenexka: Korato c onepaTvBHMA MOAyI Ca CBbpP3aHu NoBeYe OT €AMH aHanUTUYHN
moayna, QlAstat-Dx Analyzer 1.0 aBToMaTtu4HO n3bvpa aHanMTU4HUA MoayI, B KOWTO Lie ce
M3MNbIHN TECTBT.

3ab6enexka: KaceTtarta 3a aHanu3 QlAstat-Dx He TpsibBa oa ce HaTucka, 3a 4a Brese B
QlAstat-Dx Analyzer 1.0. NocTaBeTe s NpaBMIIHO BbB BXOAa 3a NOCTaBAHE Ha KaceTun u

QlAstat-Dx Analyzer 1.0 aBTOMaTU4HO LLE A NPUABWXM B aHANUTUYHUSA MOAYIT.

administrator Run Test Module 3 1429161018

ST M
| =] [ =553 [ === [ ==
i n Ul administrator /1
| Available Z Available Respiratory “+ Available

TEST DATA
ample |C

test

Assay Type
Respiratory

Sample Type

ut™m

Cancel

Module 3 | Insert Cartridge

®durypa 27. NocTaBsAHe Ha KaceTa 3a aHanu3 QlAstat-Dx B QlAstat-Dx Analyzer 1.0.

8. Korato oTkpue kaceTaTa 3a aHanu3 QlAstat-Dx, QIAstat-Dx Analyzer 1.0 aBToMaTu4HO
3aTBaps Kanaka Ha Bxoda 3a NocTaBsiHe Ha KaceTu 1 3ano4sa U3nbiHEHNEeTo Ha TecTa. 3a

CTapTupaHe Ha U3NbJIHEHNETO He € HeobXoanMO AONbIHUTENHO AEACTBUE OT onepartopa.

3abenexka: QlAstat-Dx Analyzer 1.0 HAMa aa npueme kaceTa 3a aHanu3 QlAstat-Dx, kosTo
He e Guna uanonseaHa 1 ckaHupaHa npw NoAroToBkaTa Ha Tecta. AKo e NMocTaBeHa KaceTa,
pasnuyHa OT ckaHuMpaHaTa, LUe ce reHepupa rpeLlka 1 kaceTata aBToMaTU4yHO e 6bae

n3sageHa.

3ab6enexka: [1o TO3M MOMEHT MOXeTe ja OTMEHUTE N3NBbIIHEHNETO Ha TeCTa, KaTo

HaTucHeTe ByToHa Cancel (OTMsiHa) B 4ONHMA AeCeH bIbfl HA CEH30PHUS eKpaH.

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021

38



3ab6enexka: B 3aBucuMocCT oT cucteMHaTa KOH(*)MpraLI,I/Iﬂ MOXe Aa € Heobxoanmo
onepaTtopbT OTHOBO Aa BbBeae I'IOTpeGMTeJ'ICKaTa napona, 3a ga crtaptmpa n3nbJiIHEHNeTo
Ha TecTa.

3ab6enexka: KanakbT Ha BXoAa 3a NOCTaBsiHE Ha KaceTu Lie ce 3aTBOPYM aBTOMATUYHO creq
30 cekyHawn, ako BbB Bxoda He 6bae noctaBeHa kaceTa 3a aHanu3 QlAstat-Dx. Ako ToBa ce

Cny4un, NnOBTOpEeTE Npouenyparta, Kato 3ano4yHeTe OT CTbMKa 5.

9. [okaTo ce U3MbHsBa TECTLT, OCTABALLOTO BPEME OT U3MbIHEHNETO Ce Nokassa Ha
CEH30pHNA ekpaH (durypa 28).

administrator Run Test Module 2 14:30 16-1018

‘] 2 Ul administrator ZI
Available Available ) Respiratary - Available °

TEST DATA Run Test

sample ID
test

Assay Type
Respiratory e

View
Results

©

Options

UTMm

Log Out

Madule 3 | Remaining Time 02:19

Owrypa 28. EKpaH 3a U3ANbJIHEHNeTO U OCTaBallOTO BpeMe 3a nu3nbJ/iIHeHUe Ha TecTa.

10.Cnep kaTo TecTbT Gbae U3MbIHEH, Ce Noka3Ba ekpaHbT Eject (M3BaxaaHe) (durypa 29).
HatucHete '@ Eject (UsBaxgaHe) Ha ceH30pHUs ekpaH, 3a Aa U3BaauTe kacetarTa 3a
aHanu3 QlAstat-Dx 1 51 nenoHupaiTe kaTto 6MONOrMYHO onaceH oTNagbk B CbOTBETCTBUE C
BCUYKW HaLMOHAanHW, WaTckn 1 MECTHW HOPMaTWUBHU pasnopeabu 3a 3gpaseTo
6esonacHocTTa.

3abenexka: Kacetarta 3a aHanu3 QlAstat-Dx TpsibBa ga ce n3Baam, korato BXOAbT 3@ NOCTaBsiHe
Ha KaceTu ce OTBOPU 1 U3BaauW KaceTaTta. Ako kaceTaTa He 6bae ussageHa crieq 30 cekyHau, TS
aBTOMAaTW4HO LLe Brie3e ob6paTHo B QIAstat-Dx Analyzer 1.0 n kanakbT Ha Bxoa 3a NOCTaBsiHE Ha
KaceTw LLe ce 3aTBOpU. AKO TOBa CTaHe, HaTucHeTe Eject (V13BaxkaaHe), 3a Aa OTBOpUTE OTHOBO

Kanaka Ha BXo[da 3a NocCctaBAHe Ha KaceTu, crnen KOeTo n3BageTe KacetaTta.

3abenexka: N3non3saHnTe kacetn 3a aHanua QlAstat-Dx Tpabsa aa ce na3xebpnsart. He
MOXe [a ce U3Mnon3BaT NOBTOPHO KaceTu 3a TECTOBE, YNETO U3MbITHEHWE € 3arnoyHarso, Ho

clnepn ToBa € OTMEHEHO OT onepaTtopa, UIn 3a KOUTO € OTKpUTa rpeLuka.
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administrator Run Test Module 3 14:31 161018

L
o

‘I Ul administrator
Available Available ) Respiratory Available

TEST DATA

Sample 1D

test

Assay Type
Respiratory

Sample Type

utm

Cancel

Module 3 | Test Completed - Remove Cartridge

®durypa 29. EkpaH Eject (M3BaxpaHe).

11.Cnep kato kaceTtata 3a aHanu3 QlAstat-Dx 6bae nsBageHa, Lie ce nokaxe ekpaHbT
Summary (Pestome) ¢ pesyntatute (durypa 30). JonbnHUTENHN Nogpo6HOCTH LWwe
HamepuTe B pasgen 5.4.

= o x

administrator Summary 08:38 2020-10-20

] Available 2 Available 3 Available 4 Available

Run Test
TEST DATA QlAstat-Dx® Respiratory Panel
Sample ID Detected Controls
123
@ Influenza A e
Assay Type View
Influenza A HI1N1
RP e Results
Sample Type e Coronavirus 229E
Swab @
lested
@ Influenza A Options
@ Influenza A HIN1
@ ‘IilTII"‘p';':.' @
= Log Out
:ﬁ; Support Package %] Print Report @ Save Report

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

5.3.1 OTmsHa Ha U3NblHEHNE Ha TecT

AKo BeYe ce n3nbIHsABa TeCT, HaTuckaHeTo Ha Abort (MpekpaTsBaHe) we ro cnpe (durypa 31).
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3abenexka: M3anonssaHuTe kacetn 3a aHanu3 QlAstat-Dx TpsabBa ga ce u3xBbpnat. He moxe
[a ce 13nonssar NoBTOPHO KaceTu 3a TECTOBE, YNETO U3MbIHEHWE e 3arno4Haro, Ho crnej Tosa
€ OTMEHEHO OT onepaTopa, Uin 3a KOMTO e OTKpMTa rpeLuka.

administrator Run Test Module 4 14:34 161018

/] Ul administrator
'-I Available 2 Available 3 Available “I Respiratory °
TEST DATA Brnilest
Sample ID
Test Data
Assay Type
Respiratory e

View
Results

ut™

©

Options

Module 4 | Remaining Time —-

®urypa 31. OTMsAiHa Ha U3N'bITHEHUE Ha TecCT.

Cnen npekpaTaBaHe Ha TecT kacetata 3a aHanu3 QlAstat-Dx noBeue He Moxe pa ce
o6paboTBa U He MOXe a ce u3nonsea NoBTopHo. Cnen HatuckaHe Ha Abort (MpekpaTtsiBaxe),
LLle ce NnoKaxxe AMarnoroB Npo3opeL, yka3sall Ha onepaTopa Aa NnoTBbpaw, Ye TecTbT Tpsibea Aa
6bae oTMeHeH (durypa 32).

Please confirm you
wish to cancel the test.

@ Yes ® No

®urypa 32. [lnanoroB npo3opeL 3a OTMAHA Ha U3NbIIHEHWE Ha TeCT.
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5.4 [lpernen Ha pesynrtatute

QlAstat-Dx Analyzer 1.0 aBToMaTM4YHO MHTEpnpeTMpa 1 3anucBa pesyntatuTte ot Tecta. Cneq
M3BaxgaHe Ha kacetaTta 3a aHanm3 QlAstat-Dx aBToOMaTU4HO ce nMokasBa ekpaHbT Summary
(Pestome) ¢ pesyntaTute (purypa 33).

3abenexka: BbamoxHuTe pe3yntaTt OT aHanu3a n Ha4nHUTe 3a TAXHOTO UHTepnpeTupaHe e
HaMepuTte B MHCTPYKUUUTE 3a yn0Tpe6a KbM KOHKPETHUA aHanms.

™ o x

administrator Summary 08:38 2020-10-20

_F
s r
“ Available Z Available \3 Available 4 Available

Run Test
TEST DATA QlAstat-Dx® Respiratory Panel
Sample 1D Detected Co
123
. ) 9 Influenza A e
RP @ influenza A HINT R‘““}’t
esults
Sample Type 0 Coronavirus 229E
Swa @
@ Influenza A Options
@ Influenza A HIN1
= Log Out
iﬁ; Support Package E Print Report E Save Report

®urypa 33. NMpumep 3a ekpaHa Summary (Pesiome) ¢ pesyntatute, cbabpxaw, Test Data (JaHHu 3a TecTa) B

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

OcHoBHaTa 4acT oT €KpaHa CbAbpXa cnegHute Tpu CNUCbKa U obo3HavaBa pe3yntatute C
ouBeTdaBaHe U CUMBOJNL

® [TbpBUAT CNNCHK BKITHOYBA BCUYKM NATOreHU, OTKPUTU U UAEHTMULMPAHU B aniMKBOTHaTa
4acT, npeauwecTtsaHn OT 3Haka 6 M ouBeTeHn B 4YepBEHO.

® BTOpMAT CNNCHK BKNHOYBA BCUYKM ABYCMUCIIEHN pe3ynTaTuh 3a NnaToreHu, ¢ BbnpocuTeneH
3HaK oTnpen M ouBETEeHU B XbITO.

® TpeTuaT CNUCHK BKAKOYBA BCUYKU NaTOreHu, TeCTBaHU B anuKBOTHaTa vacT. NatoreHuTe,
KOUTO Ca OTKPUTU " I/I,D,eHTI/I(bI/ILI,I/IpaHM B aNIMKBOTHATa 4acT, ce npeglwecTsaT OT 3Haka e n
Ca ouBeTeHU B YepBEHO. [MaToreHuTe, KOUTO ca TeCTBaHMU, HO He ca OTKpUTH, Ce
npegwecTeaT OT 3HaKa M ca ouBeTeHn B 3efeHo. [IBycMucneHnTe pesynrtatu 3a
naTtoreHn nMaT BbMNpPOCUTENEH 3HaK oTnpen 1 Ca OUBETEHMU B XbJTO.

3abenexka: OTKpUTUTE U NAEHTUULUMPAHNTE NAaTOreHN B anMKBOTHATa 4acT ca n3bpoeHn BbB
BCUYKW CTIUCBLMN.
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AKO TECTbT He 3aBbpLUM YCMELLHO, LLie ce nokaxe cboblueHne ,Failed” (HeycnewweH), cnegsaHo
OT KOHKPETHWSA KOA Ha rpeLukara.

B nsiBaTa YacT Ha ekpaHa ce nokassart crnefHuTe Test Data ([aHHu 3a TecTa):

® Sample ID (MpeHTmKaTOp Ha anuKBOTHaTa 4YacT)
e Patient ID (MgeHTudmkatop Ha naumneHTa) (ako nma)
® Assay Type (Bug aHanus)

® Sample Type (Bug anvksoTHa YacT)

B 3aBucMMOCT OT npaBaTta 3a [JOCTbM Ha onepatopa ce AaeaT [OMbIIHUTENHW OaHHW 3a
aHanusa B pasgenute B AofHaTa YacT Ha ekpaHa (Hanpumep rpadyvku Ha amnnvdukaums,
KpUBM Ha cTonsBaHe 1 noapo6HOCTM 3a TecTa).

MoxeTe fa ekcnopTvpaTe AaHHWTe 3a aHanu3a, kato HaTucHeTe Save Report (3anvc Ha guww)
B Hali-OoniHaTa feHTa Ha ekpaHa.

duw Moxe Aa ce oTneyaTa Ha NpuHTEp ¢ HaTtuckaHe Ha Print Report (OTneyaTtBaHe Ha cuw) B
AonHaTa neHTa Ha ekpaHa.

MakeT 3a NogApbXKKa 3a M3OpaHMa UMKBI UKW 3a BCUMYKM HEYCMELUHW UUKIM Moxe aa obae
cb3fafeH upes HaTuckaHe Ha Support Package (MakeT 3a nogapbkka) B Hail-gonHara feqTa Ha
ekpaHa (curypa 34 Ha cnegBawarta cTpaHuua). Ako e Heobxoguma nomoLl, wm3nparteTe
nomoLLHaTa NMCTOBKa Ha TexHudeckaTa nogapbxka Ha QIAGEN.

5.4.1 Tlperneq Ha KpuBMUTE Ha amnnnmkauna

3a ga npernegarte KpMBUTE Ha amnnundvkaums 3a Tecta, HaTUCHETe pasaena |~ Amplification
Curves (Kpvsu Ha amnnudukaums) (courypa 34).
Tasn yHKUMS Moxe Aa He 6bae AOCTbMHA 3a BCUYKM aHanmau.

3abenexkka: VmaiiTe npeaBua, 4Ye KpuBUTE Ha aMnnudukauus He ca npeaHasHavyeHu 3a
MHTepnpeTauus Ha TecToBM pesynTaTu.
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administrator Amplification Curves 08:39 2020-10-20

s r
“ Available Z Available \3 Available 4 Available

Run Test
PATHOGENS CONTROLS @
Q |n.f|uenza A o
Results

° Influenza A HIN1

Ct 26.0 - EP 12,850

FLUDRESCENCE

©

Options
Mo 1e
Influenza & ovote @
Ct30.0 - FP A0
Ji: plitication
= Log Out
iﬁ; Support Package E Print Report E Save Report

®urypa 34. Ekpad Amplification Curves (KpuBu Ha amnnudmkaums) (pasgen PATHOGENS (MATOIEHMW)).

BnsiBo ce nokassart I'IOD,pO6HOCTVI 3a TeCTBaHUTe naToreHn n KOHTposn, a B UeHTbpa — KpuBute
Ha amnnwchKau.vm.

3abenexka: Ako User Access Control (KoHTpon Ha gocTbna Ha notpebutenuTe) e BKIOYeH
(BwxTe pasgen 6.6) Ha QlAstat-Dx Analyzer 1.0, ekpanbT Amplification Curves (KpvBu Ha
amnnmdukaumsi) e 4OCTbMNEH Camo 3a onepaTopu CbC CbOTBETHUTE Npasa 3a AOCTbI.

HatucHete pasgpena PATHOGENS (MATOFEHW) otnseo, 3a da ce nokaxaT rpadwukiTe,
CBLOTBETCTBALLM HA TecTBaHWTEe naToreHW. HaTucHeTe MmeTO Ha naToreHa, 3a fda usbepete kou
naToreHn ga ce nokaseat B rpacpukata Ha amnnmdmkaumaTa. Moxe ga nsbepete eauH, HAKONKO nnn
HWUTO eauH naToreH. Ha Bcekn naTtoreH B M3bpaHusi CNMCHK Le ce 3agage UBAT, CbOTBETCTBALY Ha
KpvBaTa Ha amnnudukaums, cBbp3aHa ¢ natoreHa. HemsbpaHnTe naToreHu Lwe ce nokassaT B CUBO.

Moa nMeTo Ha BCeku naToreH ce nokassaTt CbOTBETHWUTE CTOWHOCTU Ha Ct 1 driyopecueHums B
KpaviHa Touka.

HatucHete pasgena CONTROLS (KOHTPOIJIN) otnsiBo, 3a Aa npernegaTte KOHTponuTe U Aa
nsbepeTte Kom OT TAX Aa ce NnokassaT B rpadmkaTa Ha amnnudmrkaumuaTa. HaTucHeTe KpbryeTto
[0 UMEeTOo Ha KOHTponarta, 3a Aa s n3bepete Unu oTMeHUTe HelHWA M3bop (durypa 35).
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administrator Amplification Curves 10:58 2020-05-18
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Run Test

F_m'!i View

PATHOGENS CONTROLS
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L EP1 Results
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None /}/{ @
Options
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CYCLE
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_ Log Out
ﬁ? Support Package E Print Report E Save Report

®urypa 35. Ekpan Amplification Curves (KnuBu Ha amnnudmkaums) (pazgen CONTROLS (KOHTPOIIN)).

MpadmkaTa Ha amnnudukaumsa nokasesa Kpuata OT AaHHUTE 3a u3bpaHWTe naToreHn wunu
KOHTponu. 3a Aa NpeBKounTe MeXay noraputMmyHa n nuHerHa ckana 3a octa Y, HaTUCHeTe
6yToHa Lin (JlnHenHa) unu Log (MloraputMuyHa) B 4OMNHUS NSIB BIbi Ha rpadukara.

MawabbT Ha ocuTe X 1 Y MOXe Oda ce perynupa cCbC . CYHUTE XBallla4ynm Ha BCsKa ocC.
HaTtucHeTe 1 3agpbXTe CUH XBaLLaY, Crieq KoeTo ro NpuABMKeTe A0 XenaHoTo MACTO Mo ocTa.
MpuaBwxeTe CUH XxBaway OO Ha4anoto Ha ocTa, 3a da BbpHeTe CTOMHOCTUTE MO
nogpasbupane.

5.4.2 Tlpernepn Ha KpMBUTE Ha CTONsIBaHe

3a pa npernegaTte KpuBMTE Ha cTOMsiBaHe 3a TecTa, HaTUcHeTe pasgena Melting Curves
(KpmBu Ha cTtonsiBaHe).

BnsiBo ce nokassart I'IOD,pO6HOCTVI 3a TeCTBaHUTe naToreHn n KOHTpPosn, a B UeHTbpa — KpuBute
Ha cTonsABaHe.

3ab6enexka: PasgensTt Melting Curves (KpvBu Ha ctonsiBaHe) € 4OCTbMNEH CaMO 3a aHanuam
CbC CTOMsIBaHe.

3abenexka: Ako User Access Control (KoHTpon Ha gocTbna Ha notpebutenuTe) e BKOYeEH
(BwxTe pasgen 6.6) Ha QlAstat-Dx Analyzer 1.0, ekpaHbT Melting Curves (KpvBu Ha
cTonsiBaHe) e JOCTbINEH CamMo 3a onepaTopy CbC CbOTBETHUTE NMpaBa 3a JOCTb.
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HaTtucHete pasgena PATHOGENS (MATOMEHW) otnseo, 3a fa ce nokaxaTt TecTBaHWTe
naTtoreHn. HatncHeTe KpbryeTo 4O UMETO Ha naToreHa, 3a Aa usbeperte KpUBWTE Ha CTOMSABaHe
Ha Kou maToreHu Aa ce nokassat. Moxe ga nsbepete eauH, HAKONKO UM HUTO €AUH NaToreH.
Kbm BCekn naToreH B M30paHWsi CNWCHK e ce NPUMCBOM LBAT, CbOTBETCTBALL, Ha KpuBaTa Ha
cTonsiBaHe, cBbp3aHa C TO3n naToreH. HensbpaHuTe nartoreHu Wwe ce nokassaT B cuBo. [log
MMEeTO Ha BCEKM NaToreH e nokasaHa Temneparypara Ha ToneHe.

HaTucHete pasgena CONTROLS (KOHTPOJIN) otnsaBso, 3a ga npernegate KOHTponuTe u Aa
n3bepeTe KoM OT TSAX Aa ce NnokasBaT B KpMBaTa Ha cTonsiBaHe. HatucHeTe kpbra 4o MMeTo Ha
KOHTpoOMaTa, 3a ga s usbepete unv npemaxHeTe nsdopa u.

KoHTponuTe, npeMuHanu aHanuaa, ce nokaseart B 3ereHo 1 ca 0603HaveHu ¢ ,Passed Controls”
(YcnewHn KoHTponu), a Tesu, KOMTO He ca ro nNpemMuHanu, ce nokassaT B YepBEHO U ca
0bo3HaveHu ¢ ,Failed Controls" (HeycneluHn koHTponu).

MawabbT Ha ocute X M Y MOxe Oa ce perynupa CbC . CYHUTE XBallaynm Ha BCsiKa OC.
HaTucHeTe 1 3agpbXTe CUH XBallad, cnep KOeTo ro NpuaBmKeTe [0 XenaHoTo MACTO Mo ocTa.
MpuaswkeTe CyH XBaLLay A0 HA4aNOTO Ha OCTa, 3a 4@ BbPHETe CTOMHOCTUTE Mo nogpasbvpaHe.

5.4.3 Tlpernen Ha nogpoOHOCTK 3a TecTa

Hatucrete & Test Details (MoppobHoOCTM 3a TecTa), 3a Aa npernegarte pesynratute no-
noapoGHo. MpeBbpTeTe Hagony, 3a Aa BUAUTE MbIHUS (UL,

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

e User ID (MoeHTudmkaTop Ha notpeburten)

® Cartridge SN (CepueH Homep Ha kaceTaTa)

® Cartridge Expiration Date (Cpok Ha rogHOCT Ha kaceTaTa)
® Module SN (CepueH Homep Ha mogyna)

® Test Status (CbcTosiHMe Ha TecTa) — Completed (M3nbnHeH), Failed (HeycnewueH) nnm
Canceled by operator (OTmeHeH OT onepaTtopa)

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

® Error Message (CbobLueHre 3a rpeLuka) (ako e NpuoXxmnmo)
® Test Start Date and Time (HayanHa gaTta n yac Ha TecTa)

® Test Execution Time (Bpeme 3a n3nbrHeHne Ha Tecta)

® Assay Name (Mime Ha aHanu3a)

® Test ID (MaeHTndukatop Ha TecTa)

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021

46



® Test Result (Pe3ynTtaTt oT TecTa) (3a Bceku aHanuT, 06w pe3ynTtaTt oT TecTa: Positive
(MonoxuteneH) [pos], Positive with Warning (MonoxuteneH c npeaynpexaeHune) [pos*],
Negative (OTtpuuateneH) [neg], Invalid (Hesanuaen) [inv], HeycneweH [fail] nnn Successful
(YcneweH) [suc]. NMoapo6HOCTH 32 Bb3MOXHUTE pe3ynTaTy OT aHanuaa u TAXHOTO
MHTEprpeTMpaHe We HamepuTe B MHCTPYKUMUTE 3a ynoTpeba KbM KOHKPETHUS aHanm3)

® Cnucbk Ha TecTBaHWUTE aHanuTK B aHanu3a (rpynmpanu no Detected Pathogen (Otkput
natoreH), Equivocal (Osycmucnenn), Not Detected Pathogens (HeoTkputu natorenn),
Invalid (HeBanngen), Not Applicable (Henpunoxwum), Out of Range (M3BbH grnanasona),
Passed Controls (Ycnewwnn koHTponu) n Failed Controls (HeycnewHu koHTponu)), cec Cr n
dryopecLeHUMs B KpanHa ToYka (ako uma 3a aHanvsa)

® Cnucbk Ha koHTponu, cbe Ct 1 dhnyopecueHLmns B KpariHa To4ka (ako uma 3a aHanvsa)

administrator Test Details 10:59 2020-05-18
ORIV Y R VR L e |
E= ﬁ;ﬁ'ﬂ == ==
r ' ‘,
—‘ Available Z Available \3 Available 4 Available
Run Test
TEST DATA TEST DETAILS
Sample 1D =
123 Jser ID administrator e
. Cartridge SN T T T -
\S View
n Date 2020-12-31 00:00 Results
Test Statt Completed :
Options

Date and Time 2020-05-18 10:48

Tast Fyertion Time N min RQ car

= Log Out
sﬁr Support Package [z Print Report |§| Save Report

®urypa 36. MpumepeH ekpaH, noka3Baw Test Data (daHHu 3a TecTa) B neBus naHen u Test Details (Moapo6HocTn

3a 'rec'ra) B OCHOBHMUA naHen.

5.4.4 Tlperneq Ha pe3yntatute oT NpeguLlHN TecToBe

3a ga BuMauTe pesynTaTv OT NpeaulliHM TeCTOBE, CbXPaHEHW B XPaHWMMULLETO 3a pesynTaTwy,
HaTUCHeTe 9 View Results (Mperneg Ha pe3yntatuTe) Ha NeHTaTa C [MIaBHOTO MEHH0
(cpurypa 37).
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administrator

Test Results

° Sample ID Assay Qperator ID ~ Mod L Date/Time Result
538583720 Z_Assay 4 Administrator @ 2015-01-02 00:00 e pos
53655454 M Assay 7 Administrator @ 201501-020005 @ pos
58226798 A_Assay © Administrater @ 2015-01-02 01:00 e pos
s_81176556 Z_Assay 4 Administrator @ 2015-01-02 01:15 e pos
s5_69820084 M_Assay 12 Administrator @ 2015-01-02 01:30 e pos
565333319 U_Assay 17 Administrator @ 2015-01-02 02:30 e pos

Remoave Filte!

Print Report

Page 1 of 133

Save Report

A
p Search

®urypa 37. NMpumepeH ekpaH View Results (Mpernep Ha pesynTtature).

Upload

3a Bceku U3MbIHEH TECT ce AaBa cregHaTta nHdopmaums (dpurypa 38):

® Sample ID (MpeHTnmKaTOp Ha anuKBOTHaTa YacT)

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

® COperator ID (MoeHTMdUKaTOP HA onepaTopa)

® Mod (aHanuTM4YeH MOoAyn, B KOWTO € U3MbJTHEH TECTBT)

® CbCTOsIHME Ha KauBaHETO (BM)K,EI,a ce caMo, ako (*)yHKLMFlTa € aKTMBupaHa 4pes

HacTpovikute Ha BUC/TINC)

e Date/Time (JaTa/yac) (patata 1 4achbT Ha 3aBbpLUBaHE Ha TecTa)

13:55 2020-01-15

Run Test

View
Results

©

Options

Log Out

® Result (PesynTaT) (pe3yntaTsT OT TecTa: positive (nonoxuTteneH) [pos], pos with warning

(nonoxuTeneH ¢ npegynpexaeHue) [pos*], negative (oTpuuarenen) [neg], invalid

(HeBanuaeH) [inv], failed (Heycnewwen) [fail] unu successful (ycneweH) [suc))

3abenexka: lNonoxutenHuTe pesyntatm ca cneunmduyHM 3a BCEKM aHanu3 (T.e., HSKoM
pesyntaTv MOXe [a He ca MpUNOoXMMWU 3a BCEeKU aHanus). BuxTte MHCTpykuumTe 3a ynotpeba

KbM KOHKPETHUA aHanmsa.

3a6enexka: Ako User Access Control (KoHTpon Ha gocTtbna Ha noTpebutenute) e BKIIOYEH
(BmxTe pasgen 6.6) Ha QlAstat-Dx Analyzer 1.0, gaHHWTe, 3a KOUTO NOTPEOUTENAT HAMa Npasa

Ha OoCTbN, Lie 6bAaT CKPUTU ChC 3BE3ANYKMU.
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WN3bepeTe eauH unu noseye pesyntaTu OT TECTOBE, KATO HATUCHETE CUBOTO Kpbrye BISIBO OT
naeHTudukaTopa Ha anukBoTHaTa YacT. [Jo n3bpaHuTe pe3ynTaTu Lie ce Nokaxe oTMeTka. 3a
Ja OTMeHWTe u3bopa Ha pes3ynTaTu OT TecTa, HaTUcHeTe oTMeTkaTta. Llenuat cnucbk ¢
pesynTati Moxe fa ce u3bepe ¢ HaTvckaHe Ha kpbryeto 3a @ oTmertka Ha ropHusi peq

(cburypa 38).

administrator Test Results 11121610418

Lo e e ]
= [ == = [ ==
“ Available 2 Available 3 Available 4 Available °
° Sample 1D Assay Operator 1D Mod  Dale/Time Result Run Test
Test data Respiratory administrator 1 16-10-18 11:04 0 pos
Test data Respiratory administrator 4 16-10-18 11:00 e pos
TestData Respiratory administrator 3 16-10-18 10:56 e pos e
TESTDATA Respiratory administrator 2 16-10-18 10:39 e POS H\i::’:‘s
TEST DATA Assay01 administrator 1 16-10-18 10:34 e H0s
TEST DATA Assay01 administrator 2 16-10-18 10:29 e ale] @
Options
Page 1 of 4 > A Log Out
Remove Filte IS Frint Report [E] saveReport £ search Jpload

®urypa 38. NMpumepeH ekpaH Ha u3bop Ha Test Results (Pesyntatn ot Tecta) BbB View Results (Mpernea Ha

pesynraTtute).
HaTtucHeTte HAKbAE B pefa C TeCTa, 3a Aa BUanTe pe3yntaTta 3a KOHKPETEH TeCT.

HatucHete 3arnmasue Ha rpadpa (Hanpumep Sample ID (MpeHTudpmkatop Ha anukBOoTHaTa
4YacT)), 3a ga copTupate CnuMCbka BBbB Bb3XOASALW, WM HU3XOAALW, ped Mo CbOTBETHMSA
napameTbp. BbB BCEkM MOMEHT CNMCBHKLT MOXe Aa ce copTupa camo no egHa rpada.

B rpacbaTta Result (Pe3yntaT) e noka3aH pe3ynTtaTtbT OT BCceku TecT (Tabnuvua 1).

3ab6enexka: lNonoxuTenHWTEe pesynTat ca crneunuduyHM 3a BCeKU aHanmu3 (T.e., HSKOU
pe3ynTaT¥ MOXe [a He ca MPUMoXUMK 3a BCeKU aHanua). BuxTe MHCTpyKuunuTe 3a ynotpeba
KbM KOHKPETHUS aHanmua.
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Ta6bnuua 1. OnucaHue Ha pe3ynTaTuTe OoT TecTa

PesynTart Pesynrar OnucaHue
Positive (MonoxwuTteneH) e [MoHe eanH aHanUT e nonoXuTeneH
pos
Positive with warning e! TMoHe eavH aHaNUT € NONOXUTENEH, HO KOHTPOSA Ha
(MonoxuTeneH ¢ " pos* aHanuaa e HeycrnelHa
npegynpexaeHne)
Negative (OTpuuaTeneH) He ca oTkpuTK aHanuTn
neg
Failed (HeycnewueH) e TecTbT e HeycnelleH Nopaau Bb3HWKHaNa rpeLuka unu
fail OTMSIHa OT CTpaHa Ha noTpebutens
Invalid (HeBanugeH) e TecTbT e HeBanuaeH
inv
Successful (YcneweH) ° TecTbT € NONOXUTENEH UMK OTpULATENEH, HO
suc noTpebuTensT HaMa HeobxoaumuUTE Npasa 3a AOCTb, 3a

Aa nperneja pesynrtatute ot Tecta

3abenexka: MoapobHO onucaHune Ha pe3ynTaTuTe Lie HaMepuUTe B MHCTPYKUMUTE 3a ynoTpeba kbM aHanu3a 3a
U3MbIHABAHWS TECT.

Kbem QlAstat-Dx Analyzer 1.0 TpsibBa ga Mma CBbp3aH NPUHTEP U NPaBUNHWAT gpansep Tpsiosa
na e nHctanupaH (Mpunoxerne 11.1). HatncHete Print Report (OTneyatBaHe Ha duw), 3a aoa
oTnevartarte duoBeTe 3a u3bpaHute pesynTaTu.

HatucHete Save Report (3anuc Ha cuw), 3a ga 3anvweTe duwoBeTe 3a u3bpaHuTe
pesynTtat B PDF copmat Ha BbHLWHO USB yCTPONCTBO 3a CbXpaHeHue.

3abenexka: NpenopbyBa ce goctaBeHoTo USB ycTpoiicTBO 3a cbxpaHeHue aa ce nsnonasa 3a
KpaTKOCPOYHO CbXpaHeHue U npeHoc Ha paHHn. W3nonssaHeto Ha USB ycTponctso 3a
CbXpaHeHVWe MoAnexu Ha orpaHuyYeHns (Hanp. pasmepa Ha nameTTa WM pucka oT
npesanuceaHe), konTo TpsibBa Aa ce B3emaT nNpeasua npeam ynorpeba.

N3bepeTe Buaa Ha dwmwa: List of Tests (Cnucbk ¢ TectoBe) unu Test Reports (Puwose 3a
TecToBe).

HatucHete Search (TbpceHe), 3a Aa TbpcuTe pesynTtatute OT TectoBeTe no Sample ID
(MoeHTnbukaTop Ha anuksoTHaTa YacT), Assay (AHanus) n Operator ID (MaeHTudumkatop Ha
onepaTop). BbBegeTe TekcTa 3a TbpCeHe C BUpTyanHaTa knaBuaTtypa W HaTucHeTe Enter
(BbBexgaHe), 3a Aa 3anoyHeTe TbpceHeTo. B pesynTtaTuTe OT TbpCEHETO Le ce nokaxaT caMo
3anucnTe, CbAbPXaLlM TbPCEHNS TEKCT.

AKO CMUCBKBLT C pesyntat e Oun unTpupaH, TbPCEHETO Lie Ce W3BbpLBa CamMO BbB
UNTPUPAHMUS CMINCHK.

HaTucHeTe n 3agpbxTe 3arnaBue Ha rpadpa, 3a ga npunoxute GUNTbp MO CbOTBETHUS
napameTtbp. 3a Hskou napameTpu — Hanpumep Sample ID (MoeHTudmkaTtop Ha anMkBOoTHaTa
4yacT) — Le ce MoKaxe BUpTyanHaTa knaeBuaTtypa, 3a Aa MOXe [a Ce BbBede TeKCTbT 3a
TbpCceHe Ha punTbpa.
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3a gpyru napameTpu — Hanpumep Assay (AHanus) — e ce OTBOPW AManoros Mpo3opeL, Cbe
CMNUCBK OT aHanusu, CbXxpaHeHn B XpaHunuieTo. M3bepeTe eamH unv noseye aHanvau, 3a ga
dunTpupaTe camo TeCcToBeTe, KOUTO Ca U3MbIIHEHN C N3bpaHuTe aHanmsu.

CumeonbT T BRsiBO OT 3arnaeneTo Ha rpadaTa nokasea, yYe UNTLPBLT MO Tasn rpacda e
aKTUBEH.

Moxe Oa npemaxHeTe hunTbp, kKaTo HaTucHeTe Remove Filter (MpemaxsaHe Ha puNTbP) B
neHTaTa C NOAMEHIOTO.

5.4.5 EkcnopTtupaHe Ha pesyntatu B USB ycTponcTtso

Ot BCcekn pasgen Ha ekpaHa View Results (Mpernen Ha pe3ynTtatute) MoxeTte Aa nsbeperte
Save Report (3anuc Ha dww), 3a ga ekcnopTupaTte M 3anuleTe Konve OT pesyntatute oT
Tecta B PDF ¢pavin Ha USB yctponcteo. USB nopteT ce Hamupa otnpes Ha QlAstat-Dx
Analyzer 1.0 (dourypa 39).

3abenexka: MpenopbyBa ce goctaBeHoTo USB ycTpoiicTBO 3a CbXpaHeHve aa ce usnonaea 3a
KPaTKOCPOYHO CbXpaHeHMe 1 NPeHoC Ha AaHHu. USB ycTponcTBOTO € 06EKT Ha orpaHuyeHns
(Hanp. pasmepa Ha NameTTa UNK pucka OT Npe3anuceaHe, KOUTo TpsbBa Aa ce B3emart nNpeasva
npeamn ynotpeba).

®urypa 39. Mectononoxenue Ha USB nopra.

5.4.6 OtnevaTBaHe Ha pes3yntaTtu

C QlAstat-Dx Analyzer 1.0 TpsibBa ga ma CBbp3aH NPUHTEpP 1 NPaBUNHUAT ApanBep Tpsbea aa
6bae vHcTanupaH (noBeye MHMOPMAaUMS 3a WHCTaNMpaHeTo Ha Apansepa Llie Hamepute B
npunoxenue 11.1). HatucHete Print Report (OTneyatBaHe Ha ¢wvw), 3a Aa usnpatute Konuve
OT pe3ynTaTute oT TecTa KbM NpuHTEpa.
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5.4.7 Cb3gaBaHe Ha NOMOLLEH nakeT

Ako e HeobGxoamma nomoLl, Moxe Aa 6bae cb3gageH NOMOLLEH NaKeT, KOWTO CbAbpXka Luanara
Heobxoguma vHopmaumsa 3a LMKNUTE, CUCTEMHWU (DalfnoBe U TEXHWYECKU PErmcTpauyoHHM
cdannose, 1 ga ce npegocTaBu Ha TexHudeckaTa nogapbxka Ha QIAGEN. 3a cb3gaBaHe Ha
NOMOLLIEH MakeT KNUKHeTe BbpXy pasgen Support Package ([MomoweH naket). lNosiBaBa ce
OMarnoroB nNpo3opel 1 MoXe [a ce Cb3gaje NMOMOLLEH nakeT 3a n3bpaHus TeCT UK 3a BCUYKU
HeycnewHn TtectoBe (durypa 40). 3anasete nomowHua naketr Ha USB ycTponcTtBo 3a
cbxpaHeHue. USB noptsT ce Hamupa otnpen Ha QlAstat-Dx Analyzer 1.0 (Purypa 39).

SELECT RESULTS TO INCLUDE
Selected Test v
All Failed Tests
ET Create @ Cancel

®urypa 40. Cb3naBaHe Ha NOMOLLEH NakeT.

3ab6enexka: lNMpenopbyBa ce gocraBeHoTo USB yCcTPOWCTBO 3a ChXpaHeHve Aa ce U3nonasea 3a
KpaTKOCPOYHO CbXpaHeHWe 1 NPeHoC Ha AaHHW. M3non3BaHeTo Ha USB ycTponcTBO 3a ChXxpaHeHue
noasiexu Ha orpaHuMyeHns (Hanp. pasvepa Ha nameTTa Unm pucka OT npesanvceaHe), KoMTo TpsibBa

[a ce B3emar npeasua npeau ynotpeba.

3abenexka: Ako e HeobxoavMa MoMoLLl, yBepeTe ce, Ye Marko cref nosisata Ha npobnema e
cb3gageH nomolleH naket. Mopaaun orpaHnyeHarTa nameT 3a CbXpaHeHue 1 KoHUrypaumsta
Ha cucTemaTta, CUCTEMHUTE halinoBe U TEXHUYECKUTE PEermcTpaLmnoHHM ainose OT CbOTBETHUS
BpPEMEBW MHTEpPBas Morat Ja ce U3TPUAT aBTOMaTUYHO NPy NPOAbIKaBaHe Ha U3NoM3BaHeTo

Ha cucrtemMarta.
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6 PyHKUMKM M ONUMK HA cucTemMaTa

Toan pasgen cbAbpXKa OMUCaHWe Ha BCUYKM Bb3MOXHOCTM M onuuu Ha QIAstat-Dx
Analyzer 1.0, KOUTO NO3BOMABAT NPOMSIHA HA HACTPOMKMTE Ha anaparTa.

6.1 OcHoBeH ekpaH

Ha ocHOBHMSI ekpaH MOXe [a ce BWAM CbCTOSIHAETO Ha aHanuMTWYHUTE MoAdynu M da ce
oTBapAT pa3nuyHuTe pasgenun (Login (Bnusane), Run Test (M3nbnHeHnne Ha TecT), View
Results (Mperneg Ha pesyntatute), Options (Onumm) u Log Out (M3nm3aHe)) Ha
notpebutenckusa nHtepdenc (Purypa 41).

JleHTa 3a 06LWOTO CbCTOSAHME
JleHTa 3a CbCTOAHMETO

Ha Moaynute ?F#F JleHTa ¢ rmaBHO MEHIo
| Availat £ Avsilable 3 Available railable

Fun Test

Options

N

O6nacT 3a cbabpxaHue JleHTa 3a nogmeHioTarta

®durypa 41. OcHoseH €KPaH Ha ceH3opHua ekpaH Ha QlAstat-Dx Analyzer 1.0.
FMaBHUAT ekpaH BKNoYBa CreaHUTe eneMeHTU:

® JleHTa 3a O6LOTO CbCTOSIHWE

® JleHTa 3a CbCTOSHUETO Ha MoZynuUTe

® [leHTa C rnaBHO MEHI0

e O6nacT 3a CbAabpxaHne

® JleHTa c pa3genu (nokasea ce B 3aBUCUMMOCT OT ekpaHa)

® JleHTa Cc NogMEHKTa U UHCTPYKLMM (noxaasa Cce B 3aBUCUMOCT OT eraHa)
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6.1.1 JleHTa 3a 06WOTO CHCTOAHME

JlentaTa 3a cbctogHueTo General (O6wu) gaBa nHdoOpmMaumsa 3a CbCTOSHMETO Ha cucTemara
(cburypa 42). B ngeBaTa 4acT ce nokasBa MAEHTUUKATOPBT Ha Bne3nus noTpebuten. B
cpeparta ce nokassa 3arfnaBveTo Ha ekpaHa, a BAsSICHO — CUcTeMHaTa Aarta u Jac.

administrator 14:39 2017-03-30

®urypa 42. lleHTa 3a 06LW0TO CbCTOSIHKE.

6.1.2 JleHTa 3a CbCTOSAHWMETO Ha MoaynuTe

Jlentata 3a cbctosiHne Module (Mogyn) nokasBa CbCTOSIHMETO Ha BCEKW aHanUTUYeH MOAyrn
(1-4) B cuctemarta, B CbOTBETHWN NMoneTa 3a cbCTosiHNE (urypa 43). B nonetata ce nokasea
.Not Installed” (He € nHcTanupaH), ako Ha Tasu NO3MUUs HAMa aHanUTU4YEeH Moy .

STV

‘I Available

Mapkep 3a BpemeTo
JleHTa 3a n3nbnHeHMeTo

Pen 1
4 Pen 2
Ul administrator _~~

Resp_3018_19¢

Homep Ha aHanuTU4HWS Moayn

®urypa 43. IleHTa 3a CbCTOAHMETO Ha MOAynuTe.

KnukHeTe BbpXy MOMeTo CbC CbOTBETHMS aHanMTMYeH Moayn, 3a fda BuauTe no-nogpoGHa
MHopMaLus (BMKTECTpaHMLa CbC CbCToAHME Ha Moaynute). CbCTOSHUS Ha MOAYNMTE, KOUTO ce
rnokassaTt B MOMETO 3a CbCTOSIHMETO B fieHTaTa 3a CbCTOSHME Ha MoaynuTe ca MokasaHu Ha
Tabnuua 2 (Ha cneaBallaTta cTpaHuua).
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Tabnauua 2. CocToAHMA Ha mMmoAaynute, KOUTO Ce NOKa3BaT B NoseTa 3a CbCTOAHUETO

CbcTosiHMe

OnucaHue

Not installed
(He e nHcTanupaH)

Excluded (M3kntoueH)

Error (MpeLuka)

Initializing (MHnumnanusupaxe)

Available (JocTtbneH)

Test running
(N3nbnHsABa TeCT)

‘] Ul administrator
Resp_3018_19¢

Test completed
(TecTbT € M3nNbNHeH)

Ul administrator
Resp Panel

Eject cartridge
(M3BapeTe kacetaTa)

Hawma WHCTanMpaH aHanntu4eH moayn Ha ta3v no3numa.

AHanUTUYHMSAT MOAYN € M3KII0YEH OT NoTpebutensa B NOTpebuTenckMTe HacTPOMKM.

AHanUTUYHUAT MOy € OoT4yen Cepuno3Ha rpeLuka.
AHaNUTUYHUAT MoAaysn € HensnpaseH.

AHaNUTUYHWUSAT MOAYN CTapTMpa U U3BBPLUIBA CaMOAMArHOCTMKA.

AHanUTUYHUAT MOAy”n € AOCTbIMEH 3a HOB TECT. B To3u aHanutuueH moayn He ce
M3MbNHSBA TECT, HE e NocTaBeHa kaceTa 3a aHanua QlAstat-Dx u kanakbT Ha Bxoaa
3a NocTaBAHE Ha KaceTun € 3aTBOPEH.

MoTpebuten ,administrator’ (aamMMHUCTPaTOP) M3NBIHSABA B MOMEHTa TecTa
Resp_3018_19c Ha ananutnyeH moayn 1. [lo 3aBbpLUBaHETO Ha TecTa octaeaTt 32
MUHYTU 1 14 cekyHaW.

Motpebuten ,administrator” (agmuHucTpaTop) e uanbnHun Tecta Resp Panel Ha
aHanuTuyeH moayn 1.

JleHTaTa 3a U3MbIIHEHUETO B MOMETO LUE NoKa3Ba CbCTOSHUETO Ha TeCTa:
TEST COMPLETED (TECTBT E U3MbJTHEH): TecTbT € UsnbnHeH ycneLuHo.

TEST FAILED (TECTbT E HEYCIMELLEH): TecTbT € u3nbinHeH, HO € Bb3HWKHana
rpeLuka.

TEST CANCELLED (TECTbT E OTMEHEH): noTpebuTtenst e oTMeHun Tecra.

Criep usBaxgaHe Ha kacetaTa 3a aHanua QlAstat-Dx u 3aTBapsiHe Ha kanaka Ha
BXO[a 3a NOCTaBsiHE Ha KaceTu aHanUTUYHUAT MOAYS OTHOBO Le 6bae AOCTbNEH.

B aHanutuyHma mogyn uma kaceta 3a aHanus QlAstat-Dx 1 kanakbT Ha Bxoga 3a
nocTaBsiHe Ha KaceTu e 3aTBOPEH, HO B MOMEHTa He Cce U3MbIHsABa TecT. ToBa Moxe
[a ce Cryuu B crieHUTe CUTyaLmu:

® Kacetata He e oTCTpaHeHa crep u3BaxaaHe nopaay OTMEHEH UMW U3MbIHeH

TecCT.

® Cucremarta e U3KMoYeHa ¢ kaceTa, ocTaHana B aHanuTU4HUS moayn.

6.1.3 CTtpaHuua CbC CbCTOAHME HA MOAyNUTe

CTpaHuuaTta cbC CbCTOSIHUETO Ha MoAynuTe MokasBa MHGOpMauus, KaTo No3vumsi, cepureH
HOMep, xapAyepHa NpoBepka, KakTo U Tekylla Bepcust Ha codTyepa. OcBeH ToBa ce Mnokassar
rPEeLKn, CBbP3aHM C M3BpaHMst aHanuTMYeH MOAYN, KakTo M MHopmauus 3a codtyepa u

XapayepHUTe KOMMOHEHTU (durypa 44 Ha crefBaliaTta cTpaHvua).

JleHTaTa ¢ MHCTPyKUMU nokasBa ByTOH 3a pecTapTupaHe, KOWTO MoXe [a Ce M3non3Ba 3a
pectapTupaHe Ha u3bpaHus mMomyn 6e3 pecTapTMpaHe Ha UANoTo usgenue. ByToHbT e

akTuBupaH camMmo Korato VI36paHM9|T MoAay”n € B CbCTOAHUE Ha rpellka nnm e ,,HeVI3I'IpaBeH“.
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| administrator Status Analytical Madule 1 10:44 2020-09-28
| Available Z Available \g Available ‘4‘ Available

MODULE DATA

Run Test

View
Results

MODULE ERROR

©

COMPONENTS Options
| qPCR Sensor

Log Out

t Analytical Module 1

®urypa 44. CrpaHuuata 3a CbCTOAHUETO Ha MOAYA.

CTtpaHuuata 3a CbCTOSHUETO Ha MOAyN € [AOCTbMHA MO BCSKO BpPEMe, OCBEH Korato
aHanuTnyHKAT moayn (AM) e B cbetosHue ,Not Installed” (He e nHctanupan), ,Not present® (He
e HanunyeH) nnm Initializing” (B npouec Ha wnHuumanusaums). Mo BpeMe Ha eaguH LKL U
[0KaTo BCe OLle e NocTaBeHa kaceTa, CTpaHuuaTta 3a CbCTOSIHMETO Ha Mogyna He ce MokasBa,
a BMeCTO TOBa Ce Moka3Ba fleHTaTa 3a CbCTOSHMETO Ha MoaynuTe (npedcTtaBeHa B NpeaunLLHms
nogpasgen).

6.1.4 JleHTa C rmaBHO MEHO

B Tabnuua 3 ca nokasaHu onumuTe 3a I'IOTpeGVITeJ'IH OT JieHTaTa C NMaBHOTO MEHH0.

Ta6nuua 3. Onuuu Ha NeHTarTa c rMaBHOTO MEHI0

Ume BytoH OnucaHue

Run Test ° CrapTupa nocnenoBaTenHocTTa 3a U3nbiHeHe Ha TecT (BUKTe

(M3nbnHeHne Ha TecT) pasgen 5.3). CodtyepbT QlAstat-Dx aBTomMaTyHO M3brpa 4OCTbNEH
aHanuTMYeH MOAYN U 3anoyBa npoleaypaTta 3a NoAroToBKa Ha TecTa.

View Results e OtBaps ekpaHa View Results (Mpernea Ha peayntatute) (BuxTe

(Mperneg Ha pesynTaTuTe) pasgen 5.4).

Options (Onuum) Moka3ea nogmeHoTo Options (Onuwuu) (BxTe pasgen 6.4).

Log Out (MN3nusaHe) @ MoTtpebutenaT nanusa ot cuctemata (akTMBHO e camo korato User Access
Control (KoHTpon Ha AocTbna Ha NoTpebutenute) e BKIOYEH).

6.1.5 O6nacTt 3a cbaobpXaHue

WHdopmauuata, KoAaTto ce nokassa B obnactta 3a OCHOBHOTO CbAbpXaHue, e pasfimyHa B
3aBUCUMOCT OT CbCTOAHMETO Ha n0Tpe6|/|Ter|C|<|/|9| MHTepd)eﬁC.
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Mpu BNM3aHe B pasnuyHM PeXxuMmn 1 n36op Ha enemMeHTH oT ONucaHUTe No-4orny MeHTa B Tasu
obnacT ce nokasear pesynTaTi, pe3toMeTa, KOHPUrypaumum n HacTPOWKK.

B 3aBMCUMOCT OT CbAbPXKaHWETO, MOXe Aa MMa AOMbIHUTENHN ONUMK B NleHTaTa ¢ pasgenuTe
n meHioTo Options (Onumu). MogmeHioTo Options (Onuun) ce oTBaps ¢ HaTUckaHe Ha ByToHa
Options (Onuun) (cdburypa 45).

administrator 17:11 2020-12-11

Run Test

View
Results

CCO0OR@0 O

Archive User Assay  System Change Options

Results MGMT  MGMT Config Password

Log Out

®urypa 45. OTBapsine Ha nogmeHTo Options (Onuuwn).

6.2 EkpaH 3a BnusaHe

Korato User Access Control (KoHTpon Ha goctbna Ha noTpebutenuTe) e BKIOYEH (BUMXKTE
pasgen 6.6), notpebutenute TpabBa ga ce uaeHTUdUUMpAT C BRM3aHe B codpTyepa, 3a aa
nanonseat dyHkummTe Ha QlAstat-Dx Analyzer 1.0.

BAXHO: MNpn nbpBOTO BNM3aHe NoTpebuTenckuaTt naeHtudmkatop e ,administrator n naponarta
no nogpasbupare e ,administrator”. Maponara TpsibBa ga ce cMeHu cnea NbPBOTO BMM3aHe.

3abenexka: Cnepq ycnelwHo nbpBoHayanHo nHctanupaxe Ha QlAstat-Dx Analyzer, User

Access Control (KoHTpon Ha gocTbna Ha NnoTpebuTenute) ce akTUBMpa aBTOMAaTUYHO.

3a6enexka: CunHo npenopbYNTENHO € NpY MbPBOTO BfM3aHe fa ce Cb3dage Han-manko eauH

notpebutencku akayHT 6e3 ponsta Ha ,Administrator’ (AgMuHucTpaTop).
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O6nacTTa 3a cbAbpXaHUe Ha ekpaHa 3a BfM3aHe BKIYBA TEKCTOBO MONie 3a BbBeXJaHe Ha
User ID (MgeHTudmkaTop Ha noTpebuten) (durypa 46). Ako onumsta Show previous user
logins (Moka3BaHe Ha MpeguliHU BM3aHWsl Ha noTpebutenn) e nsbpaHa, Lie ce MoKaxe U
CMNUCBK C MPeaULLIHUTE NeT YCreLwHo Brnes3nu notpeburtens.

3abenexka: MkoHaTa 3a BNM3aHe Ha CEPBU3EH TEXHWK B [OMHWUS OEeCEeH brbfl HA eKkpaHa
TpsbBa fa ce usnonsea camo oT ynbrHomolleH oT QIAGEN nepcoHan.

No user LogIn 12:40 20190215

User ID Password

labuser

administrator

®durypa 46. EkpaH 3a Bnu3aHe.

BbBegeTe noTpebuTENckoTo MMe, Kato KMMKHETE BbpXy €4HO OT MMeHaTa B Cnucbka wunm
BbpXy TekctoBoTOo none User ID (MpgeHTudwmkatop Ha notpebuten) u BbBegeTe MMETO C
BMpTyanHata knasmaTypa. Cneg kato BbBedeTe MoOTpebuTenckoto ume, noTebpaeTe ¢
HaTWCKaHe Ha 3HaKa 3a OTMeTKa Ha BuMpTyanHaTta knasuaTtypa (cpurypa 47).

No user Login 16.38 2017-03-30

useriD labuser Password

X space v

®urypa 47. BuptyanHa knaBuaTypa Ha CEH30PHUA eKpaH.
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Ako e u3bpaHa onuusita Require password (M3ucksa napona) (Buxte pasgen 6.6), we ce
nokaxke TEKCTOBO MONe 3a napona u BupTyanHaTa KnaBmaTypa 3a BbBex[aHe Ha naponara.
Ako He e Heobxoguma napona, TeKCTOBOTO Nore 3a Hes e 6bae cMBo.

Ako I'IOTpeﬁl/ITeﬂﬂT 3a6paB|/| naponarta, CACTEMHUAT aAMUHNCTPATOP MOXe Aa A Hynupa.

3abenexka: AKO adMUHUCTpPaTOPbT 3abpaBy CcBOSTa Naporna, TS MOXe Aa ce Hynupa camo oT
»TexHudyecko obcnyxsaHe“ Ha QIAGEN, koeTo uanckBa nocelleHne Ha MSCTO OT CepBU3EH
TexHuk Ha QIAGEN. 3atoBa ce npenopbuBa fa ce cb3fage AOMbIHUTENEH NOTPeduTencku
aKayHT.

or C'bO6pa)KeHVI9| 3a CUTYPHOCT, ako Tpu NbTKU Ce BbBeae HenpasuiiHa napona, cucremarta e
Ce 3aKnw4um 3a egHa MUHyTa, npeaun I'IOTpe6VITeJ'IF|T Oa MoXe Oa onuTta a Bhe3e OTHOBO.

3abenexka: CnasBaiiTe nonuTukata 3a KuGepcUrypHocT Ha Bawarta opraHusauusi npu
KOHTpOJa Ha yOOCTOBEPUTENHUTE AaHHW.

3a6enexka: CunHo npenopbynUTESIHO € Aa Ce MU3MoJi3Ba CUIHa naposna cnopen nofimtTnukata 3a
naponu Ha BawaTta opraHmsauus.

6.2.1 WNanusaHe

Korato User Access Control (KoHTpon Ha goctbna Ha noTpebuTenuTe) e BKIYEH (BUXTE
pasgen 6.6), notpebutennte moraT Aa usnsasaTt BbB BCEKM €4MH MOMEHT ¢ onuusTta Log Out
(M3nu3aHe) B neHTaTa € rmMaBHOTO MeHI0. [oBeve nHdopmauus we HamepuTe B pasgen 6.1.4.

MoTpebutenute LWwe uM3NM3aT aBTOMATUYHO OT CUCTemara, Korato Wu3Teye BpemeTo 3a
aBTOMaTWU4HO M3nusaHe. ToBa BpeMe Moxe Aa ce KoHdurypmpa B General (O6Lymn) HacTPOMKm
Ha MeHtoTOo Options (Onuwmun) (BwxTe pasgen 6.8.4).

6.3 CKpunHCENBBLP

CkpuiiHcenBbpbT Ha QlAstat-Dx ce nokasea, cnep kato u3reve onpegeneH nepuop ot Bpeme,
npes koeTo notpebuten He e pabotun c anapata. ToBa BpeMe MOXe [a ce KOoHdurypupa B
MeHtoTo Options (Onuun) (BuxTe pasgen 6.4).

CKpUMHCENBBPBT MNOKasBa [OCTbMHUTE aHanUTUYHWM MOAYNM W OCTaBaloTo BpemMe Ao
NPUKMOYBaHETO Ha TecTa (curypa 48).

3a6enexka: o BpeMe Ha onepauumn KaTo akTyanusaums Ha codTyep, Cb3gaBaHe Ha pe3epBHU
KOMUsi, Bb3CTaHOBsIBaHe, Cb3daBaHe Ha apXvBW M OTBApsiHe Ha apXMBU, CKPUMHCEMBLPBLT U
aBTOMAaTUYHOTO U3NM3aHe MoraT Aa ce Aeaktvsupar. OT cbobparkeHus 3a KMGepCUrypHoCT ce
npenopbyBa Aa He ocTassiTe cucTemata 6e3 Haa3op npes ToBa BpeMe.
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®urypa 48. CkpuitHCenBBbp, NOKa3Bally eAUH AOCTbNEH aHanNnUTU4YeH moayn.

6.4 MeHto Options (Onuwnn)

MeHtoTo Options (Onummn) ce oTBaps OT fieHTaTa C rMaBHOTO MeHi. B Tabnuua 4 ca gageHu
[OCTbMNHUTE 3a noTpebuTens onuun. OnumuTe, KOMTO HE ca AOCTBLMHY, We 6baaTt ouBeTeHu B

CuBo.

Ta6nuua 4. MeHto Options (Onuunm)

Ume ByTtoH OnucaHue

[locTbMHK ca 3a aAMUHUCTPATOP, CEPBU3EH TEXHUK U PbKOBOAUTENS
Ha na6opatopusita

ApXMBHW pesynTaTu

[ocTbnHa 3a noTpebuTenu ¢ npasa 3a ynpaBneHve Ha
notpebutenute n notpebutenckuTe npodunu.

User Management
(YnpaBneHve Ha noTpebutenure)

Assay Management [octbnHa 3a notTpebutenu ¢ npasa 3a ynpasneHue Ha aHanunsu.

(YnpaBneHue Ha aHanuaute)

[locTbnHa 3a NoTpeduTenu ¢ npaea 3a KoHUrypupaHe Ha
cuctemara.

System Configuration
(KoHdurypauus Ha cucTemara)

20000

Change Password [octbnHa e, ako User Access Control (KoHTpon Ha gocTbna Ha
(MpomsiHa Ha naponara) notpebuTenuTe) e BKMOYEH.

6.5 ApXvBHM pe3ynTaTu

N3bpaHuTe pesyntatv MoraT a ce apxvMBuparT C onuusi 3a nocrnensallo npeMaxsaHe, 3a fa ce
ocBoboau namet B QIAstat-Dx Analyzer wnu 3a pga ce BbBege nonutukata Ha Bawata
opraHusaumsi 3a 3anasBaHe Ha [aHHU. ApxuBupaHuTe avinoBe CbObPXKaT BCUYKM BaXKHU
OaHHW 33 UMKNU TecToBe (Hamp. AaHHM 3a KpWBW, pe3ynTaTtv Ha aHanutu, obliM OaHHM C
pesyntatM v Ap.) U MOraTt ga ce pasrnexaaT no BCsAKO Bpeme Ha Bceku anapat QlAstat-Dx
Analyzer (BuxTe pasgen 6.5.2).

ApxvBHaTa OyHKLUMOHANHOCT € AOCTbMHA npe3 MeHoTo Options (Onuuu). BvamoxHo e nnn aa
ce cb3fafaT apxveBu cbc unu 6e3 onuua 3a NpemaxsaHe, UNW Aa ce 3apeay apxuB (BUXKTE
Pasgen 6.5.1).
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3abenexka: Mpu pasrnexgaHe Ha pe3yntatM OT TECTOBE B apxXuB, MMa CamoO OrpaHuveHa
YHKLMOHAIHOCT (3a noBeYe nHdopmaums BuxTe pasaen 6.5.2).

6.5.1 Cb3gaBaHe Ha apxuB

6.5.1.1 Cb3paBaHe Ha apxuBeH ¢ain 6e3 pyHKLMA 3a OTCTpaHABaHe

3a cb3gaBaHe Ha apxvBeH chavin dunTpupante pesyntatute, KouTto Tpabsa Aa ce apxueupar.
HaTucHete Create Archive (Cb3gaBaHe Ha apxuB) U UATPUpanTe No XenaHuTe HavanHa u
KpaviHa gata. N3bpaHuat 6pon pesynTtatu ce nokassa Ha ekpaHa. B eguH apxuseH dann morat
na ce apxmsupart go 250 pesynrara.

3a cb3gaBaHeToO Ha apxvBeH hann moraT Aa ce u3bepaT caMo Beve KaydeHW M U3TeKnu
BUC/NMNC pesyntatn. HatucHete HIS/LIS Uploaded (Kavenn BUC/TINC), 3a pa aktusmpare
Tasu onuus, n HatucHeTe Create Archive (Cb3gaBaHe Ha apxuB) (Purypa 49).

administrater Archive Results 14:20 2020-05-25
LT T L T
s f)
‘I Available 2 Available ) Available /] Available e
Run Test
ARCHIVING Create Archive
[ad ¥ = | -
— ,  SlartDate 2020-05-24 > e
[ i 3 - .
Open Archive S Start Time 14:20 > Miew
Results

End Date  2020-05-25>

End Time 14:20 >

©

Options
HIS/LIS Uploaded > £

Remove Results >

©

0 Results Selected

e Archive ® Cancel

Log Out

®urypa 49. Onuum 3a cb3faBaHe Ha apxXuB

3abenexka: MNpenopbyBa ce focTaBeHOTo USB yCTPOMCTBO 3a CbXpaHeHue Aa ce usnonassa 3a
KpaTKOCPOYHO CbXpaHEHNe 1 NMPeHOC Ha AaHHW. M3nonssaHeTo Ha USB ycTponcTso 3a
CbXpaHeHue NoAnexun Ha orpaHuyeHus (Hamnp. pasmepa Ha nameTTa uUnm pucka ot

npesanuceaHe), KOUTO TpsibBa Aa ce B3emart npeasua npeau ynortpebda.
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abenexka: PyHKLMOHANHOCTTA CKPMNHCENBBLP € HEAKTUBHA MO BPEME Ha Cb3aBaHe Ha apXxuB.
Ako e aktuBumpaH User Access Control (KoHTpon Ha gocTbna Ha noTpebuTtenuTe), He ce
M31CKBa NMOBTOPHO BM3aHe 3a naeHTuduumpaHe Ha notpebutens. MpenopbunTenHo e

QIAstat-Dx Analyzer fa He ce ocTaBsi 6e3 Ha30p Mo BpeMe Ha Cb3aBaHe Ha apXuB.

6.5.1.2 Cb3aaBaHe Ha apxuBeH ¢aitn ¢ GyHKUMA 3a OTCTPaHABaHe

BAXHO: ApxvBupaHuTe ¥ npemaxHaTu pe3yntatm Beye He ce HammpaT Ha QIAstat-Dx
Analyzer 1 HAMa pa ca 4acT OT ann C pes3epBHO Konve Ha cuctemarta. CwunHo
NpenopbYNTENHO € HaW-Hanpen Aa ce Hanpasu pe3epBHO KOMWe Ha cucTemaTa npeau ga ce
NPOABLIMKM CbC Cb3[laBaHe Ha apxuBeH ann ¢ yHKUMSA 3a OoTCTpaHsBaHe. 3a cb3gaBaHe Ha
pe3epBHO Konue Ha cuctemara BuxTe Paspen 6.8.11.

Ako unsbpaHute pesyntatun Tpsbea fga ce apxvsupaT u npemaxHat oT QlAstat-Dx Analyzer,
npoabIIKETE CbC Cb3aBaHETO Ha apxuBHWA dbann, kakto e onucaHo B Pasgen 6.5.1.2 u
akTmBMparite yHKLMATa 3a OTCTpaHsABaHe.

HaTtncHete Remove Results ([pemaxsaHe Ha pesynTaTtuTe) U akTMBMpaWTe NpemaxBaHeTo.
AKo cb3gaBaHeTO Ha apxvBHMS dann e ycnewHo, usbpaHuTe pesynTatm aBTOMAaTUYHO Cce
oTcTpaHseat ot QlAstat-Dx Analyzer (durypa 50).

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

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

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

©

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

0 Results Selected
|J Create Archive ® Cancel

®urypa 50. EkpaH ¢ onuus 3a Remove Results (MpemaxBaHe Ha pe3ynTaTure)

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

3abenexka: NpemaxHatute pesyntati Beve He ca Hanuue B QlAstat-Dx Analyzer. ®yHkummnte
3a oTnevyaTBaHe M OTYET, KakTo 1 KaysaHeTo Ha BUC/JTNC He ca BbL3MOXHM crief yCneLuHo

npemaxsaHe.
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3abenexka: [MpenopbyBa ce goctaBeHoTo USB ycTpoicTBO 3a CbXxpaHeHve da ce usnonaea 3a
KPaTKOCPOYHO CbXpaHeHne 1 NPeHoC Ha AaHHu. M3nonssaHeTo Ha USB ycTpoicTBo 3a
CbXpaHeHWe Noanexu Ha orpaHUYeHns (Hanp. pasmvepa Ha nameTTa Unu pucka ot

npesanuceaHe), KOUTO TpsAGBa Aa ce B3eMaT npeasua npeauv ynotpeba.

3abenexka: PyHKUMOHANHOCTTa CKPUMHCENBLP € HeakTMBHA MO BPEME Ha Cb3[aBaHe Ha
apxuB. Ako e aktusupaH User Access Control (KoHTpon Ha gocTbna Ha notpebutenuTe), He ce
M31CKBa NOBTOPHO BfM3aHe 3a naeHTuduumpaHe Ha notpebutens. MpenopbynTenHo e

QIlAstat-Dx Analyzer na He ce ocTaBsi 6€3 Haa30p Mo BPEME Ha Cb3[aBaHe Ha apXuB.

6.5.2 OrtBapsiHe Ha apxuB

ApxuBHu chbaiinose, Cb3gadeHun ¢ Tekylarta Unm ¢ No-ctapa Bepcus Ha NPUINOXHUSA codTyep Ha
QlAstat-Dx morat ga ce oTBapaT caMo 3a pasrnexaaHe. HatucHete Open Archive (OTBapsiHe
Ha apxuB) 1 3apefeTe XenaHusi apxuseH davin. Crnep ycnewHo 3apexgaHe Ha JafeH apxuB,
HaTucHeTe View Archive (PasrnexaaHe Ha apxvs). o Bpeme Ha pasrnexgaHe Ha apxXmBHUTe
pesyntaTu He mMoraT Aa 6baaTt cTapTupaHu HoBW LMKNKW. 3aTBopeTe apxmBHUA dann ¢ byToHa
Close Archive (3aTBapsiHe Ha apxuB), 3a Aa ce BbpHETe B CTaHAapTHaTa (PyHKLMOHaNHOCT
(durypa 51).

administrator Archive Resulis 14:02 2020-05-18
_—F_
I o i;" PR ﬁ'ﬁ‘..
f D)
.| Available 2 Available ) Available 4‘ Available
ARCHIVING
> =)
The archive has been loaded successfully. :
> View
Archive

Click 'View Archive' to browse the content.

Click 'Close Archive' to regain regular functionality. e
Close
Test | Done Archive

®urypa 51. OTBapsiHe Ha apxvMBeH eKpaH

3abenexka: Npenopbysa ce goctaBeHoTo USB ycTpoiicTBO 3a cbxpaHeHue aa ce nsnonssa 3a
KpPaTKOCPOYHO CbXpaHeHue M npeHoc Ha panHu. W3nonssaHeto Ha USB yctponctBo 3a
CbXpaHeHVe MOAMEeXMW Ha orpaHuyeHus (Hanp. pasmepa Ha naMmeTTa unu pucka oT
npesanuceaHe), Konto TpsbBa Aa ce B3emaT npeasug npeamv ynotpebda.
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6.6 YnpaeneHue Ha noTpedbutenute

Mpunoxuusat codTtyep QlAstat-Dx nopgabpxa pasnuuHyM cueHapuu Ha u3nonssaHe. 3a
yrnpaBneHMeTo Ha NoTpebuTenuTe U NpaBaTa ca Bb3MOXHMW CNEAHUTE PEXUMU:

® Pexum ,Single User* (EgnH notpebuten): User Access Control (KoHTpon Ha gocTbna Ha
notpebuTtenuTe) e U3koYeH n notpebutenure, Brneanu B QlAstat-Dx Analyzer 1.0, He ce
KOHTponupart. Bemuku dyHkuum 1 BbamoxkHocTu Ha QlAstat-Dx Analyzer 1.0 ca gocTbnHM 3a
BCUYKM NoTpebuTenu 6e3 orpaHnyeHus.

® Pexum ,Multi-User” (MHoro notpebutenn): User Access Control (KoHTpon Ha gocTtbna Ha
notpebuTtenuTe) e BKMOYEH 1 NoTpebuTenuTe TpsibBa Aa BNu3aT, Npeau Aa Morar aa
paboTtaT ¢ QlAstat-Dx Analyzer 1.0. [lenctBuaTa, KOUTO MOraT Aa M3BbpLUBAT, ca
orpaHuyeHun 1 onpepeneHn cbobpasHo NoTpeduTenckuTe UM NPocunu.

3ab6enexka: OnumaTta User Management (YnpaBneHne Ha notpebutenuTe) e 4OCTbNHA caMmo

3a notpebutenn c npodwun ,Administrator* (AgmuuHuctpartop) wnm ,Laboratory Supervisor
(PvKkoBogmMTEN Ha nabopartopus).

3ab6enexka: User Access Control (KoHTpon Ha goctbna Ha notpebutenuTte) moxe ga ce
BKIIOYBA W u3kMoyBa B HacTpoviknte General (O6wm) nog System Configuration
(KoHdurypaums Ha cuctemara) B MmeHtoTo Options (Onuun).

Onuusata User Management (YnpaBneHue Ha notpebuTtenvte) no3BonsiBa Ha notpebutenu c
npodunn ,Administrator* (AgmuHuctpatop) u ,Laboratory Supervisor® (PbkoBoguten Ha
nabopartopus) ga gobassAT HoBM NoTpebuTenn B cuctemaTta, Aa onpedensT TexHuTe npasa 1
notpebuTencku npodunu 1 Aa BKIKOYBAT U M3KIMIOYBAT NoTpebutenu.
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3abenexka: CunHo npenopbunTenHo e aa ce aktmsupa User Access Control (KoHTpon Ha
JocTbna Ha noTpebutenute). B pexum Ha usnonssaHe OT eavH noTpebuten, noTpebutenar
1MMa BCUYKM afMUHUCTPATOPCKM NpaBa 6e3 KOHTpon Ha noTpebutenuTe, KOUTO BNX3aT B
QlAstat-Dx Analyzer. Hanuue ca Bcuyku oyHKUMM 1 XxapakTepuctmkmn 6e3 orpaHnyeHuns. OcBeH
TOBa € CUITHO NPENOPBLYNTENHO NPU MbPBOTO BMM3aHe Aa ce Cb3hafe Han-mManko eavH
notpebuTencku akayHT 6e3 ponata Ha ,Administrator’ (AoMuHucTpaTop). Ako eanH notpebuTen
Ha QlAstat-Dx Analyzer nsnbnHsaBa pasnuMyHu NoTpedbuTenckm ponu, BKIKYUTENHO U ponsaTa Ha
LAdministrator* (AoMnHucTpaTop), CbLLECTBYBA roNsM pUCK AOCTBNBT 40 codTyepa Aa ce

6nokmpa HanbAHO, ako NnoTpebutenaT 3abpasu cBosTa Nnapona.

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

Ta6bnuua 5. MoTtpebutencku npocdunu B QlAstat-Dx Analyzer 1.0

MoTpeburtencku MpaBa Mpumep
npodumn

MbnHn OTroBopHuk 3a anapata/T
Laboratory [obaBsiHe Ha HOBM NoTpebuTenn PbkoBoamTen Ha nabopartopus
Supervisor BbBexgaHe Ha HOBM aHanuaun B KOHTUHIEHTA
(PbkoBoguTen Ha
nabopatopus) M3nbnHeHne Ha aHanuaun 1 npernes Ha peaynraTute ot

BCUYKM NOTPebUTenmn n reHepmpaHe Ha NOMOLLHW NakeTu
Advanced User M3nbnHeHne Ha aHanusun Mwukpo6uonor, nabopaHT
(Motpe6uren c Mpernes Ha NoApoGHM pe3ynTaTh OT CBOM TECTOBE
paswvpeHm (Hanpumep rpacukn Ha amMnnudUKaLmMs 1 np.) u
npaga) reHepupaHe Ha MOMOLLHN NaKeTy
Basic User M3nbnHeHne Ha aHanuan 3apaBeH cneuuanuct (Hanpumep
(O6urHoBeH Mpernen Ha peaynTtaTi oT CBou TecToBe Ge3 nogpobHocT  MEAVLIMHCKa cecTpa, nexap,
notpe6uten) obLonpakTyKyBaLL nekap v ap.)

(HanpuMep MOMIOXMTENHW/OTPULATENHN pe3yNTaTi) 1
reHepupaHe Ha MoMOLLHU NaKeTm

6.6.1 [ocTbn 1 ynpaBneHne Ha cnvcbka ¢ noTpedurtenure

M3nbnHeTe cnegHuTe CTbMKM, 3a Ja OTBOPUTE CNUCHKa C I'IOTpe6VITeJ'IVITe Ha cuctemMmarta n aa
M ynpaenaBaTte:

1. HatucHete 6yToHa Options (Onuun) n cnep ToBa 6yToHa User Management (YnpaeneHue
Ha noTpebuTenuTte), 3a Aa koHduUrypupaTe notpebutenurte. EkpanbT User Management

(YnpaBneHue Ha noTpebutennTte) ce nokasea B obnacTra 3a CbAbpXKaHWE Ha aucnnes
(cpurypa 52).
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administrator User MGMT

F

-] Available

USER

administrator >
technician >

labuser >

&9 Add User IEI Save ® Cancel

®urypa 52. EkpanbT User Management (YnpaBneHue Ha notpebutenure).

14:49 2017-03-30

Run Test

View
Results

— o
8 @ g‘@
o °
=
=4 ®»

2. W3bBepete noTpebutens, c KONTO We paboTuTe, OT CNUCbKa B NnsiaTta rpada Ha obnacTra

3a cbabpxaHue (urypa 53).
administrator User MGMT

F

-1 Available

USER USER OPTIONS
administrator >
technician >

Password

labuser o

User Active @ \

Assign user profile >

Assign Assays >

Aecav Statictice b
&0 Add User ﬂ ave ® Cancel

(7]
I
]

®urypa 53. U360p 1 ynpaBneHue Ha notpeburenu.

3. W3bepeTe 1 npomeHeTe cnegHUTE ONUMK, KaKTo € Heo6XxoaumMo

® User Name (MotpebuTtencko nme): Nokassa noTpebnTenckoTo ume.

14:49 2017-03-30

Run Test

View
Results

©

Options

—
o
(f=]
o
c
=1
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e Password (Mapona): Mo3BonsiBa npoMsiHa Ha Naponara 3a T03u notpebuTten

® User Active (AkTnBeH notpebuten) (yes/no (aa/He)): No3onsBa ga ce NPOMEHU aanm

I'IOTpe6VITeJ'IﬂT € aKTUBEH, Unn He. HeakTnBHuTe FIOTpeGVITeJ'IVI He moraTt Aaa Bnu3at unum ga

M3BbpLUBAT JENCTBUA B cuctemara.

® Assign User Profile (3apgaBaHe Ha notpebutencku npocpun): MNo3sonsiea 3agaBaHe Ha

pasnuyeH notpebuTtencku npocmn 3a To3m notpedbuten (Hanpumep Administrator

(Aamunuctpatop), Laboratory Supervisor (PvkoBoguten Ha nabopatopus), Advanced User

(MoTpebuTen c paswupexn npaea), Basic User (O6ukHoBeH notpebuten)). N3bepeTe

CbOTBETHWUS NOTPEOBUTENCKN NPocKn OT CNUCHKA B AsCHATa YacT Ha obnacTtra 3a

cbabpxaHue (purypa 54).

administrator

F

_I Available
USER
administrator >
technician >
ppan b
&9 Add User

User MGMT

USER OPTIONS

Password

User Active
Assign user profile

Assign Assays >

Assay Statistics >

®durypa 54. 3apaBaHe Ha npodMnu Ha noTpedbuTenu.

USER PROFILE

Administrator

Laboratory Supe...

Advanced User 4

Basic User

Service Technician

|§| Save ® Cancel

12:03 2017-07-03

Run Test

View
Results

[ o
3 @ g‘ @
o o
=4 ?

® Assign Assays (3agaBaHe Ha aHanuau): [o3BonsBa onpenensiHe Ha aHanuau ot 6asarta

OaHHW, KOMTO NOTPeBUTENST MoXe Aa U3BbpLUBA. M3bepeTe aHanuanTe OT CnMcbka

OTASCHO Ha obrnacTTa 3a cbabpxaHue (purypa 55).
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administrator User MGMT 14:49 2017-03-30

F

‘i Available °
Run Test
USER USER OPTIONS ASSAYS
administrator > Resp Panel @ e
technician > Basliiea View
labuser > o

userActive @ )

Assign user profile >
Assign Assays >
Assay Statistics >

&9 Add User E Save ® Cancel

®durypa 55. 3apaBaHe Ha aHanu3m Ha noTpe6uTenu.

e o
o 5

5
= o

® Assay Statistics (Ctatuctuka 3a aHanmsa): lNMoka3sa KONKo MbTv € 6un uanbnHeH eauH
aHanua ot usbpaxus notpebuten (dpurypa 56).

administrator User MGMT 14:50 2017-03-30
-] Available °
Run Test
USER USER OPTIONS ASSAY STATISTICS
administrator > Resp Panel
—— Executed tests
technician > - 15 2
Yassword View
labuser > Results

User Active ﬁ
Assign user profile >
Assign Assays >
Assay Statistics >

&0 Add User E Save ® Cancel

®durypa 56. Npernea Ha cTaTUCTUKA 3a aHanu3a.

- (=]
(] (=]
=4 S
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4. HatucHete Save (3anuc) u Confirm (MoTebpxaaBaHe), 3a Aa 3anuileTe NPOMeEHUTE.
MoxeTe cbLyo Taka ga HatucHeTe Cancel (Otmana) n Confirm (MoTBbpxaaBaHe), 3a Aa

aHynupaTe NpoMeHuTe.
6.6.2 [obaBsaHe Ha noTpebuTtenun

M3anbnHeTe criegBawmte CTbhkM, 3a fga [gobaeute HoBu noTpebutenn B QlAstat-Dx
Analyzer 1.0:

1. HatucHete 6yToHa Options (Onuun) u crnep ToBa 6yToHa User Management (YnpasneHue
Ha noTpebutenute), 3a aa koHpurypupate notpebutenute. ExpanbT User Management

(YnpaBneHue Ha noTpebutennTte) ce nokasea B obnacTra 3a CbAbpXKaHWE Ha aucnres
(cpurypa 57).

administrator User MGMT 17:23 2017-03-30
‘ Available °
Run Test
USER USER OPTIONS
administrator > ser Name e
technician > :
View
labuser > il Results
: ©
User Active
Options
Assign user profile >
i @
> Log Out
&9 Add User [ﬂ Save ® Cancel

®urypa 57. lo6aBsiHe Ha HOB noTpe6uTen.

2. HatucHete Add User ([Jo6aBaHe Ha noTpebuten) B AonHaTa NsiBa YacT Ha ekpaHa, 3a Aa
pobasuTe HOB NOTpebuTen B cuctemara.
3. WsnonssaiiTe BUpTyanHaTa knaBuaTypa, 3a Aa BbBegete User Name (MotpeGurtencko

ume) n Password ([Mapona) 3a HoBMA noTpebuTen.
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4. HatucHete Assign User Profile (3apaBaHe Ha noTpeGuTencku npocun) n 3agante
NoAXoAnLms Npodun Ha HOBUS NOTpebuTen OT cnncbka OTAACHO Ha obnacTtTa 3a

cbabpxaHue (purypa 58).

administrator User MGMT 17:25 2017-03-30
-] Available °
Run Test
USER USER OPTIONS USER PROFILE
administrator > User Name Administrator e
technician > nERMGr Laboratory Supe... .
View
labuser > Advanced User Eeuits
> _ Basic User v 9
User Active ) p ™
Service Technician Options
Assign user profile >
i (©)
> Log Out
&0 Add User E Save ® Cancel

®durypa 58. 3apaBaHe Ha noTpe6uTencku npocdun Ha HOB NoTpeéuTen.

5. HatucHete Assign Assays (3agaBaHe Ha aHanuan) n n3bepete aHanuanTte (OT NoKasaHUs

CMNCBK), KOUTO NOTPEBUTENAT MOXeE Aa U3NbIIHABA.
6. HatucHete Save (3anuc) n Confirm (MoTebpxkaaBaHe), 3a Aa 3anuilleTe U CbXpaHUTe

HoBaTa uHdopmauwmsa. HoBmAT noTpebuten e HacTPoeH 1 MOXe BeAHara Aa Brnese B
QlAstat-Dx Analyzer 1.0.
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6.7 YnpaBrneHue Ha aHanuauTe

Ot meHwoTO Assay Management (YnpaBreHue Ha aHanusute) MoxeTe Ja ynpaensiBaTe
aHanusuTe 1 4a U3nonseaTe CBbp3aHaTa ¢ TAX UHAOPMaLMs U CTaTUCTUKA.

3abenexka: Onuuata Assay Management (YnpaBneHue Ha aHanuauTe) e 4OCTbMNHA camo 3a

notpedbutenn c¢ npodun ,Administrator (AgmuHucTtpatop) wunm Laboratory Supervisor
(PbkoBogmMTen Ha nabopaTopus).

6.7.1 YnpaBneHue Ha AOCTbNHUTE aHanM3n
Ananusute Ha QlAstat-Dx Analyzer 1.0 ce ynpaBnsiBaT CbC CregHuTe onepaumu:

1. HatucHete ByToHa Options (Onuuwn) 1 cneg ToBa 6yToHa Assay Management
(YnpaBneHve Ha aHanusuTte), 3a Aa oTBOpuTe ekpaHa Assay Management (YnpaeneHve
Ha aHanuauTe). JocTbnHWTE aHanuan ca u3bpoeHn B MbpBaTa rpada Ha obnacTTa 3a

cbabpxaHue (cdburypa 59).

administrator Assay MGMT 14:50 2017-03-30

F

‘ Available

Run Test
AVAILABLE ASSAYS 08437015450506
Resp Panel > Assay active e
Assay 1D View
08437015450506 Results
Assay Description
Respiratory Panel e
Options
Assay Notes >
Type of Samples > @
Log Out
E— Import [ﬂ Save ® Cancel

®urypa 59. YnpaBneHue Ha OCTbNHUTE aHaNuU3n.

2. W3bepeTe MMETO Ha aHanu3a, ¢ KOWTO Lwe paboTuTe, B NsiBaTa rpadha Ha o6acTTa cbC

CbAbpXKaHue.

3. W3bepeTe egHa oT n3bpoeHnTe B Tabnuua 6 onuun.
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Ta6bnuua 6. Onuum 3a ynpaBneHve Ha aHanNu3un

Onuus

OnucaHue

Assay Active
(AKTVIBEH aHanwua)

Assay ID (MoeHTudmkaTop Ha aHanu3a)
Assay Description (OnucaHue Ha aHanusa)
Assay Version (Bepcus Ha aHanuaa)

LIS assay name (Mme Ha aHanu3a B JINC)
Assay Notes (Benexku kbM aHanusa)

Type of Samples
(BupoBe annkBoTHU YacTu)

List of Analytes (Cnucbk ¢ aHanuTtn)
List of Controls (Cnucbk ¢ koHTponu)

Assay Statistics (CtatucTtvika 3a aHanusa)

Enupemnonoruyen otuet

Tosn 6yTOH Nno3BOJiABaA 3ajaBaHe Ha aHanun3a KaTo akTUBeH unun
HeaKTUBEH.

3abenexka: Kacetu 3a aHanua QlAstat-Dx 3a onpegeneH aHanus morat
[a ce TECTBAT CaMO aKO aHanM3bT € aKTVBEH.

Moka3Ba naeHTMMUKaLMOHHNA HOMEP Ha aHanu3a.
Moka3sa nmeTo Ha aHanusa.

Moka3sa BepcusATa Ha aHanumaa.

Moka3Ba uHdopmauus 3a aHanusa B JINC.
Moka3Ba gonbnHUTENHa MHpopMaLms 3a aHanusa.

Moka3Ba cnucbk ¢ pa3nnyHnTe BUAOBE annuKBOTHU YacTu, NO4ObpPXaHU
OT aHanusa.

Moka3Ba CNUCBbK C aHanNUTUTE, KOUTO ce OTKpuBaT n VI,EleHTVI(*)I/ILlI/IpaT oT
aHanusa.

[Moka3Ba CNUCBK C KOHTPOMHUTE aHanuTK, N3NON3BaHN B aHanuaa.

Moka3Ba 6post Ha BCUYkM n3nbnHeHU Ha QlAstat-Dx
Analyzer 1.0 TecToBe 3a U3bpaHus aHanus, kakto u 6pos Ha
MOMOXWUTENHUTE, OTPULLATENTHUTE, HEYCMELLHUTE U OTMEHEHUTE TECTOBE.

OCVIprFIBa onuusa 3a Cb3fgaBaHe Ha ennaemMmnoriorm4eH oTyeT 3a v|36paH
AnanasoH OT AaHHW.

6.7.2

Cb3gaBaHe Ha enuaeMuonornyeH oTyeT

EnngemmnonornyeH otyeT e OT4ET, B KOUTO 3a m36paH aHanus n BpemMeBn MHTepBan ce oT4nTaT

TEeCTOBUTE pe3ynTaTn 3a BCEKX NaToreH OT To3n aHanms.

CnepnBanTe CTbMKUTE no-gony 3a cb3fgaBaHe Ha ennaeMnoriorm4yeH oT4HeT:

4.
5.

Cnepgganite cTbnky oT 1 Ao 3 oT YnpasrneHne Ha JOCTbNHUTE aHanusu.

MpeBbpTETE A0 HA-AOMHAaTa YacT Ha onuuuTe, M3bpoeHu B Tabnuua 6, 1 KNUKHeTe BbPXY

Epidemiology Report (Enuaemuonornyer otyeT).

WN3BepeTe From Date (HayanHa narta) — nartara, oT KOAATO 3anoysa OTYATAHETO Ha

peayntatute, u Until Date (KpaiHa gata) — kpaiiHa gata, 4o KOATO ce oTymTaT

pesynTaTuTe.

3abenexkka: HayanHaTa n KparHaTa faTa ce BKYBaT B OTYMTAHETO.

KnukHeTe Bbpxy Save Report (3anassaHe Ha oTyeTa).

VI36epeTe MACTO, KbAETO OTHETHLT Aa Ce 3anas3u.

3abenexka: KonoHata ,Positive results” (MonoxutenHu pesyntatn) B eNMAEMNONOTUYHUS OTYET

ce oTHacsa [Jo naTtoreHu, kouto ca ,detected” (oTkputn), a konoHata ,Negative results”

(OTpuuaTenHu pesyntaTtu) ce OTHacsa OO naToreHu, Kouto ca ,nhot-detected (He ca oTkpuTH).

Pesyntatute ,Equivocal” (Heonpepenenn) ca nsbpoeHn B oTAeNHa KOJoHa.
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6.7.3 MmMnopTupaHe Ha HOBW aHanW3u

Hoeu ananusm Ha QlAstat-Dx Analyzer 1.0 ce mnopTupaT B criegHaTa nocrnegoBaTeriHoOCT:

1. MoctaBeTe USB yCcTpOMCTBOTO 3a CbXpaHeHMe, KOETO Cbabpka dannoseTe ¢
AedunHnumnTte Ha aHanusute, B USB nopta Ha QlAstat-Dx Analyzer 1.0.

3abenexka: [Mpenopbysa ce goctaseHoTo USB ycTpoNcTBO 3a CbXpaHeHue Aa ce
M3ron3ea 3a KpaTKoCPOYHO CbXPaHeHue 1 NpeHoc Ha AaHHW. M3nonassaHeTo Ha USB
YCTPOMNCTBO 3a CbXPaHeHWe NOAMEXN Ha OrpaHnyeHns (Hanp. pasmepa Ha nameTTa unm

pvicka OT npesanuceaHe), KouTo TpsAbBa Aa ce B3emart npeasva npeam ynotpeba.

2. 3a pa vmnopTtupate HoBuTe aHanusm B QlAstat-Dx Analyzer 1.0, HaTUCHeTe ByToHa
Options (Onuuu), crnep koeto — 6ytoHa Assay Management (YnpaBneHvue Ha aHanuauTe).
EkpaHbT Assay Management (YnpaBneHue Ha aHanu3nTe) ce noka3sa B obnactra 3a

cbabpxaHue Ha gucnnes (dpurypa 60).
administrator Assay MGMT 11:07 2020-09-28

QNNHENNENHERNHNES GRS RERNEREET TN REVATY ONENEN R

E 'S s
‘I Available Z Available ) Available /I Available
Run Test
AVAILABLE ASSAYS Assay01

? Assay Active ii»

A

View

00000000000001 Results

Assay De

English.déscription

©

Assay Version Options
1.0

LIS assay name b

Assay Notes >

—
Q
('=}
o
c
T

® Cancel

E— Impart

®durypa 60. EkpaH Assay Management (YnpaBneHue Ha aHanusure).

HaTucHeTe nkoHaTa Import (MmMnopTupaHe) B fonHaTa nsiBa YacT Ha ekpaHa.

4. WN3bepeTe daiina c AeuHMLMATA Ha aHanu3a, KOUTo e ce umnopTtupa ot USB
YCTPOWMCTBOTO 3a CbxpaHeHue. 3a Aa 6bae pasno3HaT oT cuctemaTta, annbT C

JedUHMLMATA Ha aHanu3a TpsibBa Aa ce Hamupa B rMaBHaTa narka.
5. Lle ce nokaxe Auanoros npo3opeL, 3a NOTBbpX/AaBaHe Ha kayBaHeTo Ha dhanna.

6. Moxe Oa ce NoKaxke Auanoros npo3opel 3a 3aMeHAHe Ha TeKyllaTa BepCcud ¢ HoBa.

HaTtucHete yes (ga) 3a 3amsHa.

7. AHanu3bT cTaBa aKkTuBeEH npu n3brpaHe Ha Assay Active (AkTuBeH aHanus) (cpurypa 61).
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administrator Assay MGMT

AVAILABLE ASSAYS Assay01

Assay01 > Assay Active @

Respiratory > -
00000000000001

Assay Description

English description

Assay Versior

1.0

LIS assay name >

Assay Notes >

E{— Import

®durypa 61. AKTuBUpaHe Ha aHanu3sa.

6.8 KoHdurypupaHe Ha QlAstat-Dx Analyzer 1.0

11:07 2020-09-28

4 Available

Run Test

View
Results

©

Options

-
=]
{f=]
o
c
=

ave ® Cancel

B menioto System Configuration (KoHdurypauus Ha cuctemarta) moxeTe da ynpasnsisate
cuctemata QlAstat-Dx Analyzer 1.0 u ga 3agaBate cneunduyHUTE 3a pernoHa napamMeTpu.

6.8.1 PervoHanHu HacTpomkn

PervoHannute Hactponku Ha QlAstat-Dx Analyzer 1.0 ce KoHdurypupaT cbC CcrnegHuTe

onepauunu:

1. HatucHete ByToHa Options (Onuuwn), crneg koeto — 6yToHa System Configuration

(KoHdurypaums Ha cuctemara).

2. WN3bepete Regional (PervoHanHu) oT cnucbka Settings (HacTtpoiiku) B nsisata rpada.
3bepeTe 1 3aganite HacCTporknTe B Tabnumua 7, ako e Heob6xoaumo.

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021

74



Ta6bnuua 7. JOCTbNHU perMoHanHn HacTPOMNKMU

HacTpoiika

OnucaHue

Date (Oata)

Time (Yac)

Time Zone (Yacosu nosic)

Date format
(Popmart Ha garara)

Date separator
(PaspenvTten Ha patata)

Time format
(Popmart Ha Yaca)

Language (E3uk)

3apaBa cuctemHara aata (rogvHa, mecel, AeH) (purypa 62). Tasu HacTpoiika ce
CUHXPOHM3Vpa aBTOMaTUYHO, KOraTo M3aenqeTo e cBbp3aHo kbM QlAsphere Base.

B3apaBa cUCTEMHMA Yac (YacoBe, MUHYTH). Tasu HacTpoiika ce CUHXPOHW3Upa
aBTOMaTM4YHO, KOraTo U3genMeTo e cBbp3aHo kbM QlAsphere Base.

3apaBa yacoBus nosic Ha cuctemata. Moxe fa e Heo6xoAMMO Tasu HacTpolika Aa
ce Kopurmpa pbYHO cref yctaHoBsiBaHe Ha Bpb3ka kbM QlAsphere Base, Tbi kaTo
KbM MOMEHTa He Ce CMHXPOHM3Upa aBTOMaTUYHO.

3apaBa hopmata Ha AaTaTa. BbaMoxHuW ca cnegHuTe onumm (durypa 63):
oa-MM-Irrr

oa-MM-Irm

MM-DA-rrrr

Trr-MM-A4 (no nogpasbupaxe)

m-mm-ga

3apaBa pa3genutenst Ha gataTta. BbamoxHu ca cnegHute onuum (cpurypa 64):

,— (no noapasbupaHe)
W

3apaBa hopmata Ha Yaca. BbamoxHM ca cneaHute onumm (durypa 65):
24 vyaca (44:Mm:cc) (no nogpasbupaHe)
12 yaca (44:mm:cc cyTpur/cnenoben)

AHrnuiickn (no noapasbrpaHe)

administrator

System Config 15:14 2020-10-30

W Available

SETTINGS
Regional
HIS/LIS
QlAsphere Base
General

Printer

Network

Network Share

r© '
Z Available J) Available /l Available °
Run Test
REGIOMAL SETTINGS DATE
Date > e
> Time > View
> Time Zone > Results
> Date Format > 20 10 30 @
> Date Separator > ° ° ° Options
> Time Format
> Language >

-
o
'=]
o
c
a

[_:_] Save ® Cancel

®durypa 62. 3agaBaHe Ha cMCTeMHaTa gaTa.
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administrator System Config 15:14 2020-10-30

-] Available 2 Available 3 Available 4 Available °
Run Test
SETTINGS REGIONAL SETTINGS DATE FORMAT
Regional Date > DD-MM-YYYY e
HIS/LIS > Time > DD-MM-YY :
View
QlAsphere Base > Time Zone > MM-DD-YYYY Results
General s Date Format YYYY-MM-DD 2
Printer b/ Date Separator > YY-MM-DD Options
Network > Time Format >
Network Share > Language > @
L — . L} Log Out
E Save ® Cancel
®durypa 63. 3apaBaHe Ha chopmat 3a cucTeMHarta aarta.
administrator System Config 15:14 2020-10-30

‘I Available 2 Available 3 Available 4 Available °
Run Test
SETTINGS REGIONAL SETTINGS DATE SEPARATOR
Regional > Date > 2020.10.30 e
HIS/LIS B Time > 2020-10-30 v 2
View

QlAsphere Base > Time Zone > 2020_10_30 Seeite
General > Date Format > 2020/10/30 @
Printer > Date Separator P 2020:10:30 Options
Network > Time Format >
Network Share o Language > @

-~ . ~ Log Out

®durypa 64. 3apaBaHe Ha pa3genuTen 3a cucTeMHarta gara.
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administrator System Config 15:15 2020-10-30

T Available Z Available u) Available /l Available °
Run Test

SETTINGS REGIONAL SETTINGS TIME FORMAT
Regional Date > 24 hours v e
HIS/LIS > Time > 12 hours (am/pm) ol
QlAsphere Base > Time Zone > BsaLits
General > Date Format > @
Printer > Date Separator > Options
Network > Time Format
Network Share > Language > @
C— - * Log Out

| B
|=] save ® Cancel

®durypa 65. 3apaBaHe Ha chopmaT 3a CUCTEMHUSA Yac.

6.8.2 Hactponkn 3a BUC/JTNC

BwxTe pasgen 7.

6.8.3 Hactpowiku Ha QlAsphere Base

QlAsphere cBbp3Ba KNMEHTMTe C oOwwupHaTa gurntanHa ekocuctema Ha QIAGEN, 3a ga
NpefocTaBu YHUKANeH MpakTU4Yecku onuT M da nopobpu nabopaTtopHata egeKTUBHOCT U
6e3onacHocT ype3 bGasupaHa Ha obnak cBbp3aHocT. Cuctemarta QIAsphere ce cbcTOM OT
CcnefHUTE KOMMOHEHTHU:

® [oToBu 3a nsnonssaHe ¢ QlAsphere nHctpymeHTn ot QIAGEN, konto moraTt ga ce cebpxar
KbM pereHneTto QlAsphere

® [lpunoxexune QlAsphere 3a MOHUTOPWHI Ha MHCTPYMEHTU, MOBMIHM yCTpOMCTBa 1 yeb
Gpay3bp 3a M3non3saHe OT KOMMITLP

® QIlAsphere Base e loT (Internet of Things) wnio3oBo nsgenue 3a 6esonacHa MpexoBa

KOMYHMKaLWS.
3a noseue uHgpopmanms skre QIAGEN.com/QlAsphere.

M3nbnHeTe cTbnkuTe no-gony, 3a aa cebpxete QlAstat-Dx Analyzer kbm QlAsphere Base. 3a
cBbp3BaHe kbM QlAsphere Base aBete n3genvsa TpsbBa Aa ca CBbp3aHU KbM e€[Ha U Cblua
Mpexa.
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1. HatucHeTe 6yTtoHa Options (Onuuw), cries koeto — 6yToHa System Configuration

(KoHurypaums Ha cuctemara).

2. WsbepeTe QlAsphere Base oT criuctka ¢ HacTpoiiku B nsisata rpada (dpurypa 66 Ha

cnepgallarta cTpaHuua).

administrator

System Config 15:15 2020-10-30

“ Available Z Available \_) Available 4 Available °
Run Test
SETTINGS QlAsphere Base Host Settings
Regional > Host

HIS/LIS >
QlAsphere Base >
General >
Printer >
Network >

Network Share >

Communication

o
[ I
o e
= [®
=}
w
=

Host Settings > » View

Results

saananann

| o
8 @ g‘@
o o
=1 &

@ Save ® Cancel

®durypa 66. Kondurypupate Ha Bpbakata kbm QlAsphere Base

3. WNabepeTe u 3apaiTe onumute B Tabnuua 8 CbrMacHO MHCTPYKLMUTE Ha MPEXOBUS

agMuHUCTpaTop.

Ta6nuua 8. Hactpoiiku Ha QlAsphere base

Oonuma

Onucanune

Enable Host Communicator
(AKTMBUMpaHe Ha KOMyHMKaTop
C XOCT)

IP address/Host hame
(IP agpec/vime Ha xocT)

Host port (MopT Ha xocTa)

Password ([Mapona)

Timeout (seconds)
(Cpok 3a n3yakBaHe (cekyHau))

Check connectivity (Mposepka
Ha CBbP3aHOCT)

AkTBMpa Bpb3kaTa kbM QlAsphere Base. MogmeHoTo Host Settings (Hactpoiiku
Ha xocTa) e akTMBHO camo ako ,Host Communicator” (KomyHukaTop ¢ xocT) e
BKMOYeHa.

Onpepens IP agpeca, noa KOWTO MOXe Aa ce ocbLuecTsm Bpb3ka ¢ QlAsphere
Base.

Onpepgensi nopta Ha XOCcTa, NoA KOMTO MOXe Aa ce oCbLiecTBM Bpb3aka ¢ QlAsphere
Base.

Onpepens naponata, Heobxoauma 3a Bpb3ka ¢ QlAsphere Base.

Onpegens cpoka Ha u34aksaHe B CEKyHAW, Crief KOMTO NpoBepKaTta 3a CBbpP3aHoCT
ce npekparsisa, korato He MOXe [a Ce OCblUecTBM Bpb3ka ¢ QlAsphere Base.

C HaTuckaHe Ha ByToHa ce npoBepsiBa Aanu MOXe [a Cce OCbLLECTBU Bpb3ka C
QlAsphere Base.

3abenexka: TekywoTo cbCcTosiHMe Ha QIAsphere Base moxe ga He ce nokaxe He3abaBHO B

npunoxenuneto QlAsphere.
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3abenexkka: YacbT M pgatata Ha WU3QENMETO Ce CUHXPOHWU3MpAT aBTOMAaTUYHO creg
ycTaHoBsIBaHe Ha Bpb3ka kbM QlAsphere Base. YacoBata 3oHa o6aye TpsbBa Aa ce kopurupa
pBYHO.

6.8.4 OO6LWWM HacTpPOKKK
O6wwmTe HacTpoiku Ha QlAstat-Dx Analyzer 1.0 ce NpoMEHAT CbC criegHUTe onepaumu:

1. HatucHete ByToHa Options (Onuuwn), cneg koeto — 6yToHa System Configuration

(KoHdurypaums Ha cuctemara).

2. WN3bepete General (O6wu) ot cnuckka Settings (HacTpoiiku) B naBaTa rpadga. M3Gepete 1

3afanite onuuuTe B Tabnuua 9, ako € Heo6xoouMO.
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Ta6bnuua 9. Bb3MoXHM 06LWM HACTPONKHM

Hacrtpoiika

Onucaxue

User Access Control (KoHTpon Ha
[ocTbna Ha noTpebutenute)

Automatic log-off time (Bpeme 3a
aBTOMaTWU4HO U3nu3aHe)

Require password before
executing assay (M3ucksa napona
Npeau U3MbiHeHne Ha aHanms)

Use Patient ID (M3non3BaHe Ha
VOEHTUVKATOP Ha MaLUVEHT)

Prefer Patient ID Bar Code
(MbpBO Gapkoa ¢ uaeHTUdUkaTop
Ha nauuneHT)

Patient ID Mandatory
(BagbmxuteneH naeHTudukaTop
Ha MauuneHT)

Sample ID Mandatory
(3agbmxuteneH nageHTudukaTop
Ha anuKBoTHa 4acT)

Prefer Sample ID Bar Code
(MbpBO Gapkoa ¢ uaeHTUdukaTop
Ha anuKBoTHa 4acT)

Exclude Modules (U3kntouBaHe Ha
mMogynn)

Number of Results per Page
(Bpoit pesynTaT Ha cTpaHuua)

Show Previously Logged-in User
IDs (Moka3BaHe Ha
naeHTudUKaTopuTe Ha BrneanuTe
npeav notpebutenu)

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

Max. Number of Technical Log
files (Makc. 6pon TexHu4ecku
peructpaumoHHmn dannose)

BkntouBa User Access Control (KoHTpon Ha gocTbna Ha noTpebutennte), KOMTo
M3KcKBa OT BCUYKM NoTpebuTenu Aa BNu3aT B cucTemaTa v orpaHndaBa AeicTBusTa
Ha NoTpebuTennTe camo 40 pa3peLleHUTe OT TEXHUS NOTPEBGUTENCKU Npodu.
KoraTo Ta3u onuus He e BKIOYeHa, NOTPebuTennTe He ce pasrpaHnyasat. Beuykm
chyHKUMM We 6baaT JOCTBIHYM, BCE e4HO Ce U3MbIHABAT oT npoduna ,Administrator”
(AQMuHUCTpaTop).

Taau onuusa e BKMOYEHa no no,upaaﬁvlpaHe.

AxTuBHa e camo ako User Access Control (KoHTpon Ha gocTtbna Ha notpebutenure)
e BKItoYeH. Tasn HacTpoiika onpeaens BpeMeBus UHTepBar, crnej KomTo
noTPebUTENsT aBTOMaTUYHO M3MK13a OT cUCTeMaTa, Thil KaTo HE € U3BbPLLAN HUKAKBU
pencteua ¢ QlAstat-Dx Analyzer 1.0. [lonyCTUMUSIT AnanasoH e oT 5 MUHYTV A0

99:59 yaca. No nogpasbupare: 30 MUHYTW.

[OenctBus Ha noTpebutens — HanpuMep NPUABMKBAHE Ha Kypcopa, KINKBaHWs,
HaTWCKaHe Ha KNaBuLL Ha BbHLUHATA KnaBuaTypa Unu JOKOCBaHe Ha CeH30pHUS
eKpaH — HynMpaT BpeMeTo 3a aBTOMaTU4HO U3Nu3aHe.

AKO npefu aBTOMaTUYHOTO M3NM3aHe NOTPEOUTENSAT € BbBEN AaHHK (Hanpuvep B
ekpaHa Run Test (M3nbnHeHne Ha TecT)), Te We 6baat 3arybeHu.

AxTuBHa e camo ako User Access Control (KoHTpon Ha gocTbna Ha noTpebutenure)
e BKIloyeH. KoraTo Ta3n HacTpoika e akTuBMpaHa, B4k notpedutenu e Tpsibsa
[a BbBexXaar napona cnef HatuckaHe Ha 6ytoHa Confirm (MoTebpxaaBaHe) npean
M3NblHeHne Ha aHanms.

KoraTo e aktvBMpaHa onumusita Use Patient ID (M3nons3saHe Ha uaeHTudgukaTop Ha
nauwmeHT), coptyepbT Ha QlAstat-Dx e gage Bb3MOXHOCT Ha noTpebutenute aa
BbBeaaT unu ckanupart Patient ID (MaeHTudmkaTop Ha naumeHT), 4okaTo ce
MOArOTBAT 32 U3MbITHEHWE Ha TECT (BKTe pasaen 5.3).

Onpegens ganv notTpeGutenuTe Le nonyyaear ykazaHue MbpBo Aa ckaHupat
naeHTMdguKkaTopa Ha naumeHTa ¢ 6apkog yeTeua.

Mo nogpasbupane: Disabled (M3kntoueHa).

AxTVBHa e camo ako onuusta Use Patient ID (M3non3BaHe Ha naeHTudukaTop Ha
nauveHT) e BkntoyeHa. Korato e akTmempaHa, notpebutenvte Tpsioa Aa BbBeaat
MAEHTUUKATOP Ha MaLMEHT, Mpeam Aa UMbIHAT aHanua. Korato He e akTvBupaHa,
notpebutenuTe Moxe Aa He NOMbIIBAT MOMETO 32 MASHTUUKATOP Ha MALIMEHT.

Mo noppas6upane: Disabled (M3kntoyeHa).
Korato e akTusupaHa, notpebutenure Tpsibsa fa BbBeaT uaeHTUdMKaTop Ha
anvKBOTHA YacT, NPeam Aa U3NbIHAT aHanua. Korato He e akTvBMpaHa,

notpebutenuTe Moxe Aa He NOMbLIBAT NONETO 3a UAEHTUMMKATOP Ha anMKBOTHA YacT
1 QlAstat-Dx Analyzer 1.0 aBTOMaTU4HO LLie reHepupa yHUKaneH naeHTudmkaTop.

Mo nogpasbupane: Disabled (M3kntoueHa).

Onpegens ganu notpebutenure e nonyyaeaT ykazaHue MbpBo Aa ckaHupat Sample
ID (MpeHTHdMKaTOp Ha anvKBOTHaTa YacT) ¢ 6apkog YeTteLa.

Mo nogpasbupane: Disabled (M3kntoueHa).

[aBa Bb3MOXHOCT ONpeAeneHn aHanuTu4YH MoAynv Aa ce U3KIoYBaT ot

M3NbIIHEHMETO Ha TecToBe. ToBa Moxe Aa 6be NonesHo, ako Ma CbMHeHWe 3a
HEMN3NpaBHOCT B HAKOW MOAYI.

Mo nogpasbupane: Disabled (M3kntoueHa).

Tasu HacTpovika onpeaensi KOnko peaynTarta ce NnokasBaT Ha CTpaHuua B ekpaHa View
Results (Mpernep Ha pesyntaTtute).

AxTBHa e camo ako User Access Control (KoHTpon Ha gocTbna Ha notTpebutenure)
e BKMtoyeH. Korato Tasu HacTpoiika e BKIloYeHa, B ekpaHa 3a BMu3aHe Liie ce nokassa
CMNCBLKBLT Ha BNKU3anuTe 4O MOMeHTa noTpebutenu.

Mo nogpasbupaxe: Enabled (BkntoueHa).

AxtuBHa e camo ako User Access Control (KoHTpon Ha gocTbna Ha notTpebutenure)
e BKrtoyeH. KoraTto Tasu HacTpoika e BKIodeHa, BCUYku noTpebutenu Tpsabea aa
BbBeJaT naponara, 3a Aa Bnsizat. KoraTto e usknoyeHa, 3a BnmsaHe e Heobxoaum
camo User ID (MaeHTudmKaTop Ha noTpebuten).

Mo noppas6upare: Enabled (BkntoueHa).

Bpoii TexHM4eckn perncTpaLmoHHM caiinose, KOMTO MoraT Aa ce NPOMeHSsT OT
notpebwurens.
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Hacrtpoiika Onucaxue

Restore Factory Default Mo3BonsiBa Bb3cTaHOBSIBaHe Ha BCUYKM habpuyHN HAacTpoiku no noapasbupaHe 3a
(BbacraHoBsiBaHe Ha cucTtemara.

habpnyHUTE HACTPOWKK MO

nogpasbupaHe)

6.8.5 HacTtpownkn Ha npuHTEpa

OnuusiTa 3a HacTpoiiku 3a Printer (MpuHTep) no3sonsBa ga ce usbepe CUCTEMHUAT NPUHTEP.
QlAstat-Dx Analyzer 1.0 nossonsiBa M3NOn3BaHe Ha MPEXOBW MNPUHTEPU WU MNPUHTEPW,
CBbp3aHu c onepaTneHUA Moayn npe3 USB noprtoseTe oT 3agHaTa cTpaHa Ha anapara.

HacTponkute Ha npuHTepa Ha QlAstat-Dx Analyzer 1.0 ce NpOMeEHST CbC criegHUTe onepaumu:

1. HartucHete 6yToHa Options (Onuwnn), criep koeTto — 6yToHa System Configuration

(KoHdpurypaums Ha cuctemara).
2. W3bepete Printer (MpuHTEp) OT cNMCbKa C HAacCTPOWKKM B nsiBaTa rpada.

3. W3bepeTe NpMHTEP OT CNMCHKA C AOCTBMNHU NpUHTEPU (urypa 67).
administrator System Config 1516 2020-10-30

—.| Available 2 Available 3 Available 4 Available

Run Test
SETTINGS SELECT A PRINTER
Regional > PRINTER v e
HIS/LIS > -
QlAsphere Base > Results

General > @
Printer > Sptions
Network >

Network Share >

El Save ® Cancel

| 5
| «a
| o

=

®durypa 67. U360p Ha cucTeMeH NpuHTep.

3a nHcTanupaHe Ha npuHTep Ypes USB nnu ethernet, suxre MNpunoxenue 11.1.
6.8.6 MpexoBu HaCTPOWKM

Onuuata Network (Mpexa) nossonsiBa cBbp3BaHe Ha QlAstat-Dx Analyzer 1.0 ¢ mpexa,
JOCTbN [0 MpexoBuTe TNpUHTEPUM U Bpb3ka € 6OonHudHa (BAC) wnu nabopaTtopHa
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MHd)OpMaLIMOHHa cucrtema

(NMNC). ObbpHeTe ce KbM MpEXOBUS agMUHWUCTpaTOp 3a

noapoGHOCTM 3a KOH(UIYpUpPaHeTO Ha MPEXOBUTE HACTPOMKU.

M3nbnHeTe criegHUTe CTHIKKM, 3a a KOHUrypupaTe MpeXoBUTE HAaCTPOMKU:

1. HatucHete ByToHa Options (Onuuwn), cneg koeto — 6yToHa System Configuration

(KoHurypaums Ha cuctemara).

2. WN3bepete Network (Mpexa) oT cnucbka ¢ HacTpoiikM B nsiBaTa rpada (curypa 68).

administrator

System Config 15:18 2020-10-30

—Ii - _||= = F F
2 Available 3 Available 4 Available °

] Available

SETTINGS
Regional
HIS/LIS
QlAsphere Base
General

Printer

Network

Network Share

oW

Run Test
NETWORK SETTINGS IPv4 SETTINGS
P Obtain IPv4
Enable IPv6 (
:B address autom. e
> View
Results
Enable IPv4
IPv4 Settings > @
Options
" @
Enable CUPS  ( Obtain DNS
:» Log Out

=] save & cancel

®durypa 68. KoHdurypupaHe Ha MpexxoBUTe HaCTPOMNKM.

3. W3bGepete u 3apaiite onuuute B Tabnuua 10 cnopes MHCTPYKUUUTE HA MPEXOBUS

agMUHUCTPATOP.

Ta6auua 10. Mpexosu HacTpoiiku

Onuusn

OnucaHue

Enable IPv6
(BkntouBaHe Ha IPv6)

Obtain IPv6 address
automatically (ABTOMaTU4HO
nonyyasaHe Ha IPv6 agpec)

IPv6 Address (IPv6 aapec)

Subnet Prefix Length (ObmkuHa
Ha npedukca Ha nogmpexara)

Enable IPv4
(BkntouBaHe Ha IPv4)

Bkntousa usnonssaHeTo Ha npoTokona IPv6. MoameHtoTo IPV6 Settings
(HacTponku Ha IPvB) e akTuBHO camo ako ,Enable IPv6" (BkniouBaHe Ha IPv6B) e
BKITIOYEHa.

MossonsBa Ha anapaTta Aa nonyyasa IPv6 agpec ot mpexarta no DHCP.

3apasa IPv6 agpeca Ha onepaTUBHUSE MOAYN PbYHO. Tasu onuus e akTuBHa
camo ako ,Obtain IPv6 address automatically” (ABTomaTMyHO nonyyaBaHe Ha
IPv6 agpec) e usknioyeHa.

Onpegensi obmkuMHaTa Ha npedukca Ha IPv6 noampexarta. Tasu onuus e
akTBHa camo ako ,Obtain IPv6 address automatically” (ABTomMaT4HO
nonyyasaHe Ha IPv6 agpec) e nsknioyeHa.

BkniouBa nanonssaHeTo Ha npoTtokona IPv4. MogmeHtoTo IPv4 Settings
(HacTtpotikv Ha IPv4) e aktuBHO camo ako ,Enable IPv4“ (BkniouaHe Ha IPv4) e
BKIlOYeHa.
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Onuusn

OnucaHue

Obtain IPv4 address
automatically (ABTomaTnyHO
nonyyasaHe Ha IPv4 agpec)

IPv4 Address (IPv4 agpec)

Subnet Mask
(Macka Ha nogmpexara)

Default Gateway
(LLinto3 no nogpasbupaHe)

Obtain DNS address
automatically (ABTOMaTU4HO
nonyyasaHe Ha DNS agpec)

Preferred DNS Server
(Mpegnouutad DNS cbpBBP)

Alternate DNS Server
(AntepHatuseH DNS cbpBbp)

MosBonsiBa Ha anapaTta Aa nonyyasa IPv4 agpec ot mpexata no DHCP.

3apaea IPv4 agpeca Ha onepaTvBHUSI MOAYN PbYHO. Taan onuus e akTuBHa
camo ako ,Obtain IPv4 address automatically“ (ABTomaTnyHO nonyyaBaHe Ha
IPv4 agpec) e nsknioyeHa.

Onpegensi obmkuMHaTa Ha npedukca Ha IPv4 nogmpexata. Tasu onuus e
aKTuBHa camo ako ,Obtain IPv4 address automatically” (ABTomaTnyHO
nonyyasaHe Ha |IPv4 agpec) e nsknioyeHa.

Onpepgens wnio3a no nogpasbupare 3a IPv6 nnu IPv4 B 3aBucumocT ot
BKINtOYEeHMA npoTokon. Taau onuusa e akTuBHa camo ako ,Obtain IPv6 address
automatically” (ABTomaTnyHo nonyyasaHe Ha IPv6 agpec) unu ,Obtain IPv4

address automatically” (ABTomaTn4HO nonyyaBaHe Ha IPv4 agpec) e usknoyeHa.

MossonsBa Ha anapata Aa nonyyasa DNS agpec ot mpexata no DHCP.

Onpegens rmasHus DNS cbpBbp. Tasum onuus e aktuBHa camo ako ,Obtain DNS

address automatically” (ABTomaTnyHO nony4aBaHe Ha DNS agpec) e usknioyeHa.

Onpegensi pesepBHua DNS cbpBbp. Tasm onuumst e akTuBHa camo ako ,Obtain
DNS address automatically” (ABTomaTnyHo nonyyasaHe Ha DNS agpec) e
n3KnoYeHa.

6.8.7

OnumusaTta Network Share (Mpexosu asn) nossonssa u3bop Ha mpexosu asnose. QlAstat-Dx
Analyzer 1.0 nos3BonsiBa M3non3BaHe Ha MPEXOBU ASAMOBE,

Network Share (MpexoBu gsan)

onepauunoHHu cuctemn Windows®,

M3nbnHeTe criegBalimnTe CThIKKM, 3a Aa fobasute mpexosu aan B QlAstat-Dx Analyzer 1.0:

1.

HaTucHeTe 6yToHa Options (Onuuu), cnes koeTo — ByToHa System Configuration

(KoHdurypaums Ha cuctemara).

M36epeTe Network Share (Mpexosu Asin) OT cnMcbka ¢ HACTPOIKM B NsiBaTa KOMoHa.

Hatuchete 6ytoHa Add new share ([lo6assHe Ha HoB asn) (Gurypa 69).

KOUTO Ce W3NbJIHABAT Ha
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administrator System Config 13:40 2020-11-13

-‘ Available 2 Available \) Available 4 Available °
Run Test
SETTINGS NETWORK SHARE SHARE SETTINGS
Regional > Add new share > Local alias e
HIS/LIS > New share .
View
IP address / Server name Results
QlAsphere Base >
General >
Share name
Printer > Options
Network > —
Folde
Network Share P @
C— 5 L Log Out

Save ® Cancel
durypa 69. flobaBaHe Ha MpeoBM aan.

4. W3bepeTe v 3agaunte onuumTte B Tabnuua 11 (Ha cnepBalyaTa cTpaHuLa) No UHCTPYKUMnUTe

Ha MPEXOoBUS aAMUHUCTPATOP.
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Ta6auua 11. HacTpoiikm Ha mpexosu aan

Oonuua OnucaHue

Local Alias Onpepens uMe 3a 3anwvca, Nof KoeTo AANbT Moxe Aa ce u3bepe B Apyrv MeHIoTa Ha
(NokanHwu NPUNOXEHNETO (Hanpumep Npu 3ana3BaHe Ha Pe3epBHO KoMnue).

nceBAoOHUMM)

IP address/Server
name (IP agpec/Mve
Ha CbpBbP)

Share name

(Mve Ha pgsina)

Folder (Manka)

Domain name

(Mve Ha pomeriHa)
User name
(MoTpebutencko nme)

Password ([Mapona)
Check connectivity
(MpoBepka Ha
CBbp3aHOCT)

Remove Share
(MpemaxsaHe Ha asin)

Onpegens cbpebpa unu Herosust |P agpec, KOMTO XOCTBa MPEXOBUS A,

Onpepgenst UMeTO Ha MPeXoBUs AsnN.

Onpepgenst nbTeka A0 KOHKPETHa nanka Ha MpexoBus asn. lMbrekara n3nonsea ,/* (6e3
KaBWYKWTE) 3a pasgensHe Ha MeHaTa Ha nankute (Hanpuvep ,nanka/mognanka“).

Onpepensi AoMeliHa, KbM KOWTO € NPUCBOEH CbPBbPBT, KOWTO XOCTBA MPEXOBUS AT,

Onpepaens NoTpebuTenckoTo UMe, KOeTo Ce 13MNo3Ba 3a CBbpP3BaHe KbM MPEXOBUS AN,
Mons, umaiite npeasua, Ye noTpebutensat Tpsbsa Aa MMa nNpasa 3a 3annc BbPXY
MpEXOoBUS Asi.

Onpepaens naponata, KOATO Ce M3MON3Ba 3a yA0CTOBEpsiBaHe Ha NOTpebuTenckoTo nume.
MpoBepsiBa Aanu Moxe Aa ce YCTaHOBW Bpb3aka KbM MpexoBu Asn. Mokassa ce nackayally
npo3opeL, C peaynTaTute OT OnuTa 3a CBbp3BaHe.

Mpemaxsa KOHUrypupaHus MpexxoBm Asr.
3a6enexka: To31 BYTOH Ce BUXAA CamMo NpW peAakTUpaHe Ha CbLUECTBYBALL, MPEXOBM AT,

6.8.8 CuctemeH peructsp

CucteMHumsaT perncTbp 3anucea obwa I/IH(*)OpMaLIMﬂ 3a U3NOJI3BAHETO Ha onepaTtuBHUTE

n

aHannTn4yHnTe Moaynu — HanpumMmep nobaesiHe unm npemMaxeaHe Ha I'IOTpeGVITeJ'IVI, n gobaesHe

UM NpemMaxBaHe Ha aHanusu, BM3aHus, U3nu3aHus, ctapTupaHe Ha TectoBe n op. HatucHete

6yToHa Options (Onuun), cnen koeTo — ByToHa System Configuration (KoHdurypaums Ha

cuctemata) u System Log (CuctemeH permctbp), 3a Aa oTBopuTe MHOpmauusTa 3a

CUCTEMHVS perncTbp. B LeHTbpa Ha ekpaHa ce nokasea ,System Log Capacity” (KanauuteT Ha

CUCTEMHUS PEMUCTBLP) U Crefl TOBa — CbAbPXKaHWETO Ha perncTbpa. HatucHeTe Export Log

File (EkcrnopTupaHe Ha peructpaumoHeH cann),

(cpurypa 70).

3a Oa eKcnoptuparte CbabpXXaHMeTo
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administrator System Config 15:19 2020-10-30

W Available Z Available ~.) Available /] Available o

Run Test

SETTINGS SYSTEM LOG

j Capacity

Printer > 100 MByte Refresh

Network > View
Results

Network Share >

System Log > @

= Options
Version Info

System Update >

System Backup > < ' Page 1of 7 by NI

5
Q
o
=4

E) Export Log File

®urypa 70. OTBapsiHe Ha CUCTEMHUA PETUCTBLP.

3abenexka: 3a nbnHa NomoliHa MHopMauMs 3a AafeH TeCT UMM 3a BCUYKM HEeyCheLlHW
TEecToBe BMECTO TOBa ce NpenopbyBa M3MNoN3BaHETO HA PYHKLMOHANHOCTTA 3a MOMOLLEH NakeT
(BmxTe 5.4.7).

6.8.9 WHdopmauua 3a Bepcusita U cnopasyMeHmne 3a CoOpTyepHO NuueHsnpaHe

HatucHete 6ytoHa Options (Onuun), cnepg ToBa OytoHa System Configuration
(KoHdourypaumst Ha cuctemarta) u crieg toBa Version Info (MHdopmaums 3a Bepcusita), 3a ga
BUAMTE BepcusTa Ha codpTyepa Ha QlAstat-Dx, cepunHuTe Homepa, BepcunTe Ha bbpmyepa 3a
WHCTanMpaHuTe aHanuTUYHN MoAynM 1 CropasyMeHneTo 3a CoOPTYepHO NULEH3NpaHe.

6.8.10 AkTyanusupaHe Ha cuctemarta
BAXHO: Codptyep Bepcus 1.1 nnm no-HoBa ce U3NCKBA 3a akTyanusmpaHe fo sepcus 1.4.

TpsbBa ga n3nonseaTe Haln-HoBaTa Bepcus Ha codTyepa, 3a Aa ocurypuTe Han-gobpa pabota.
MoxeTe pga ce o0O0bpHeTe kbMm ,TexHudecko obcnyxBaHe® Ha QIAGEN Ha apgpec
support.qiagen.com 3a CbAelcTBUE C aKkTyanusauumnte Ha codTyepa.
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3a pa aktyanuaumpate cuctemarta QlAstat-Dx Analyzer 1.0, HaTucHeTe 6yToHa Options
(Onumun), cneg ToBa byToHa System Configuration (KoHdwurypaums Ha cucTemara) u cnepg
ToBa System Update (AkTyanusmpaHe Ha cuctemarta) . N3bepete cboTBeTHMA .dup dawn,
cbxpaHeH B USB ycTpoictso, 3a fa MHCTanupaTte no-HoBa Bepcus Ha cuctemarta. le ce
nokaxe cbobLLeHne, KOeTo NpenopbyBa MbPBO Aa Ce HanpaBu pe3epBHO KOMWe Ha cuctemara
(BwxTe pasgen 6.8.11) (durypa 71). Cneq akTyanuanpaHeTo NoTpebutenaT Moxe ga nonyyu
ykasaHue aa nsknodm QlAstat-Dx Analyzer 1.0 n ga ro ctapTvpa OTHOBO.

Performing a backup is
recommended before
updating

@ Proceed ® Cancel

®durypa 71. AKTyanuaupaHe Ha cuctemara.

3abenexka: 3a fa rapaHTupaTe HaBpPEMEHHa akTyanusauus Ha codTyepa OT BepcUsi Ha
cogptyep 1.2 unu no-ctapa e NpenopbYMTENHO Aa cna3saTte crefgaliarta npoueaypa npeam u
cnep akTyanusaumsaTa:

Mpeau akTyanusauusita B Ha4anHus ekpaH otugete Ha ,Options” (Onuun) > ,System Config®
(KoHdurypaums Ha cuctemara) > B ,Settings” (Hactponkn) nsbepete ,General” (O6wn) > B
~General Settings* (O6wu HacTpolku)

1. MpeBbpTeTe Hagony (NNb3HeTe Harope) u noTbpceTe noneto ,Number of results per
page” (Bpow pesyntaTtu Ha cTpaHuua)

2. HatucHete Bbpxy noneto ,Number of results per page” (bpoit peaynTtaTi Ha cTpaHuua)
lMpomeHeTe cTonHocTTa Ha , 100 n HaTucHeTe enter

4. HatucHeTe ,Save” (3anuc) B JonHaTa neHTa, 3a Aa 3anas3uTte HacTponkuTe.
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Cnep kaTo akTyanusauusita Ha codpTyepa NpukIioYmn, BbpHeTe Oposi pe3ynTaTi Ha cTpaHuua
KbM NpegulHaTa HacTpoika. 3a Aa ro HanpaBsuTe, B HaYanHusa ekpaH otugete Ha ,Options”
(Onuun) > ,System Config* (Kondurypaumsa Ha cuctemata) > B ,Settings® (HacTtpoiku)
n3bepete ,General“ (O6wm) > B ,General Settings” (O6Lwm HacTporkn)

5. MpeBbpTeTe Hagony (NNb3HeTe Harope) n notbpceTe noneto ,Number of results per
page” (Bpow pesyntaTu Ha cTpaHuua)

HatucHeTte Bbpxy noneto ,Number of results per page“ (bpoi pesyntati Ha cTpaHuua)

MpomeHeTe cTorHOCTTa OT ,, 100 Ha ,Noka3aHaTa Npeaun ToBa CTOMHOCT" N HATUCHETE
enter

8. HatucHete ,Save" (3anuc) B gonHaTta neHTa, 3a Aa 3anasute HacTponKuTe.

3abenexka: [MpenopbyBa ce goctaBeHoTo USB ycTpoNCTBO 3a ChXpaHeHue Aa ce
N3Non3Bea 3a KPaTKOCPOYHO CbXPaHeHne U NpeHoc Ha AaHHW. N3non3saHeTo Ha USB
YCTPOMNCTBO 3a CbXpaHeHne e 06eKT Ha orpaHnyeHus (Hanp. pasmepa Ha nameTtTa unm

puycKa OT npesanuceaHe), KouTo TpsibBa Aa ce B3emaT npeasua npeau ynorpeta.

3abenexka: PyHKUMOHANHOCTTa CKPUMHCENBBP € HeaKTVBHA NO BpeMe Ha akTyanusauus
Ha cuctemara. Ako e aktmempaH User Access Control (KoHTpon Ha gocTbna Ha
noTpebuTenuTte), He ce N3nckBa NOBTOPHO BMM3aHe 3a naeHTUdKULMpaHe Ha noTpebutens.
MpenopbuntenHo e QlAstat-Dx Analyzer ga He ce octasst 6e3 Hag30p No Bpeme Ha
akTyanusaumsa Ha cuctemara.

6.8.11 Cb3gaBaHe Ha pe3epBHO KOMue Ha cuctemara

3a pga HanpaBswTe pesepBHO Konve Ha cucTemata QlAstat-Dx Analyzer 1.0, HaTucHeTe GyToHa
Options (Onumn), cnen ToBa GyToHa System Configurction (KoHgurypaumsa Ha cuctemaTta) u
cnen Tosa System Backup (PesepeHo konuve Ha cucTemata) (durypa 72 Ha cnepsawiara
ctpanunua). MNoctasete USB yctpoinctso B npeaHus USB nopT unu KoHurypupante Mpexosu
aan (Bumxkte Network Share (Mpexosu gan)).
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administrator System Config 15:19 2020-10-30
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System Backup >
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Save ® Cancel

®durypa 72. ApxuBrpaHe Ha cuctemara.

HatucHete 6yToHa Make Backup (Cb3gaBaHe Ha pesepBHO konue). e ce cb3page dann ¢
paswwuperne .dbk 1 nme no nogpasdupaHe. PannbT MoXe Aa ce 3ana3m Ha USB ycTponcTBo
UIN Ha MPEXOBU sT.

3a pa Bb3cTaHOBUTE OT pes3epBHO Konume, HaTucHete OyToHa Restore Backup
(Bb3cTaHoBsIBaHE OT pe3epBHO Konue) n nsbepeTte CbOTBETHUS (haiin C Pe3epBHOTO Komve C
paswwuperne .dbk oT cBbp3aHoTo USB ycTponMcTBO 3a CbxpaHeHue. Lllle ce nokaxe
cbobLleHne, KOETO NpenopbYBa A4a Ce HanpaBy Pe3epBHO Konue Npeaun Bb3CTaHOBSBaAHETO.

3abenexka: CMNHO NPENopbYMTENHO € PEAOBHO Aa Ce Cb3aaBa Pe3epBHU KOMnusl Ha
cucTemMara cbrmacHo nonuTukaTa Ha BallaTa opraHusaums 3a HanuyHOCT Ha AaHHUTe U
3aluMTa Ha AaHHWTe OT 3aryba.

3abenexka: PyHKUMOHANHOCTTa CKPUMHCENBBP € HeakTBHA NO BpeMe Ha Cb3[aBaHe Ha
pes3epBHO Konue Ha cuctemarta. Ako e aktnsupaH User Access Control (KoHTpon Ha gocTena
Ha noTpebuTenuTte), He ce n3nckea NOBTOPHO BNM3aHe 3a naeHTuduumpaHe Ha notpebutens.
MpenopbuntenHo e QlAstat-Dx Analyzer oa He ce octaBs 6e3 Haf30p NO BpeMe Ha Cb3aBaHe
Ha pe3epBHO KOMve Ha cuctemara.

3abenexka: MNpenopbyBa ce gocTaBeHOTo USB yCcTPOMCTBO 3a CbXpaHeHue Aa ce usnonassa 3a
KpaTKOCPOYHO CbXpaHeHNe 1 NpeHoC Ha AaHHW. M3nonssaHeTo Ha USB ycTponcTBo 3a
CbXpaHeHuWe NoAnexun Ha orpaHuyeHus (Hamnp. pasmepa Ha nameTTa unm pucka ot

npesanuceaHe), KOUTo TpsibBa Aa ce B3emart npeasug npeau ynortpebda.
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6.9 [lpomsaHa Ha naponu

3a ga npomMeHuTe napona Ha noTpebuten, HatucHeTe GyToHa Options (Onumu) n cnep ToBa
Change Password ([pomsiHa Ha naponarta). [TbpBO BbBeAeTe TeKyLlara napona B TEKCTOBOTO
none (Purypa 73), crnep koeto — HoBaTa B noneto New Password (Hosa napona). BoBegete
HOoBaTa napona ouwe BedHbXx B noneto Confirm Password (MoTBbpxaeHWe Ha naponara)
(cpurypa 74 Ha cnepBalLaTa cTpaHuua).

labuser Change Password 17:37 2017-03-30
Uger ID |labuser Password
q w e r t y u [ o p
= s d f g h ] k I
O z X ¢ v b n m & 123
X space v

®durypa 73. BbBexaaHe Ha TeKywiaTta napona.
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labuser Change Password 17:37 2017-03-30

Hew password Gonfirm password
1 2 3 4 5 6 7 8 9 0
- / : ( ) £ & @
O . , ? ! ‘ ’ : & ABC
X space v

®durypa 74. BbBexaaHe 1 NoTBbpXxAaBaHe Ha HoBaTa napona.

Cnep Tpu HeycnellHn onuTa 3a BbBEXAAHe Ha napora norneTo 3a BbBexJaHe Ha napona Lie
ce fes3aKTvBMpa 3a efHa MUHYTa U Lle Ce MoKaxe AManoros npo3opel CbC CbOoOLIEHNEeTo
+Password failed, please wait 1 minute to try it again“ (HenpasunHa napona. W3s4vakante
1 MuHyTa, 3a Aa onutaTe OTHOBO).

3abenexka: CunHo npenopbYnTENIHO € Aa Ce M3Momn3Ba CUMHa napona crnopeg nonvtukaTa 3a
naponu Ha BawaTta opraHusaums.

6.10 CbcTosiHMe Ha cuctemaTa QIAstat-Dx Analyzer 1.0

CbCTOSiHMETO Ha OnepaTMBHUTE W aHanMTUYHWTE MoaynuM ce obo3HayaBa C LUBeTa Ha
nHavkaTopuTe (cBeToamMoam) B npegHata yact Ha QlAstat-Dx Analyzer 1.0.

OI'IepaTVIBHVIFIT MOAYIST MOXe Aa NOoKa3Ba HSAKOW OT CreAHuTe LIBETOBE 32 CbCTOAHME:

Tabnuua 12 oGsicHsiBa NokasaHUsTa Ha MHOUKaATOpUTE 3a CbCTOAHNETO Ha onepaTuBHUA U
aHannTn4yHnTEe Moaynu.
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Ta6nuua 12. OnucaHns Ha MHANKATOPUTE 3a CbCTOSIHUETO

Mogayn WHaukaTop 3a cbCTOAHMETO OnucaHue

OnepaTuBeH W3kntoueH QlAstat-Dx Analyzer 1.0 e n3knoyeH
CuH QlAstat-Dx Analyzer 1.0 e B pexuM Ha u34yakaHe
3eneH QlAstat-Dx Analyzer 1.0 pa6otu

AHanuTnyeH WakntoveH QlAstat-Dx Analyzer 1.0 e n3knoyeH
CuH QlAstat-Dx Analyzer 1.0 e B pexvm Ha usvaksaHe
3eneH (muraiy) QlAstat-Dx Analyzer 1.0 ce nhuumanuavpa
3eneH AHanuUTU4HMST Moayn paboTu
YepseH HeunsnpaBHOCT B aHanUTM4HUs Moayn

6.11 MaknouBaHe Ha QIAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 e npegHa3HayeH 3a HenpekbcHaTa paboTa. AKO anapaTbT HAMa ga ce
M3ron3ea 3a KpaTbk nepuoa (no-manko oT eAuH AeH), npenopbyBamMe aa BbBegete QlAstat-Dx
Analyzer 1.0 B pexvm Ha u34yakBaHe, KaTo HaTucHeTe OyToHa 3a BKIIOYBAHE/M3KIOYBaHe B
npegHata yacTt Ha anaparta. 3a ga usknounte QlAstat-Dx Analyzer 1.0 3a No-nNpoabImMKUTENHO
BpeMe, U3KroYeTe 3axpaHBaHETO Ha anapaTa OT NpeBKNioYBaTens 3a 3axpaHBaHeTo 0T3aj Ha
QlAstat-Dx Analyzer 1.0.

Ako notpebuTten ce onuta aa Bbeeae QlAstat-Dx Analyzer 1.0 B pexxuM Ha u34yakBaHe, JOKATO
aHaNMUTUYHUAT MOAYN U3MbIIHSABA TECT, LWe ce MoKaXke AuarnoroB nposopel, cbobLllaBall, yYe B
MOMEHTa He e Bb3MOXHO Wu3kn4yBaHe. OcTaBeTe anapaTta Aa MPUKIYN U3MbIHABaHUTE
TECTOBE M OnNuUTanTe Aa ro U3kyuTe crneg KaTto NpuKIioYm.
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7 Csbp3aBaHe ¢ BUC/TTNC

Tosu pasgen onvcea cBbp3BaHeTo Ha QlAstat-Dx Analyzer 1.0 ¢ 6onHn4YHa unn nabopaTopHa

MHdopmaLumoHHa cuctema (BUC/TINC).

KoHndwurypupaHeto Ha BUC/TINC nossonsea QlAstat-Dx Analyzer 1.0 na ce cBbpxe C

BUC/NNC n ocurypsisa yHKUMOHANHM Bb3MOXHOCTM OT poAa Ha:

® AKTMBMpPaHE M KOH(UIypupaHe Ha KoMmyHukauusta ¢ BUC/MNC
e KoHdurypupaHe Ha aHanvau 3a usnpailaHe Ha pesyntaTu 1 3asiBsiBaHe Ha paGoTHU

NOpPBYKK

® lanbnHeHWe Ha TecT no paboTHa nopbyka
® lanpalyaHe Ha pesynTarta oT TecTt

3ab6enexka: I'IpenopbquenHo € [la cna3BaTe MepKnTe 1 NonnuTukaTta 3a 6Ge3onacHocCT Ha

Bawarta opraHmsaums no oTHOLLEHWE Ha fnoKanHata BbTpeLlHa Mpexa, Tbi KaTo

komyHukaumsata ¢ BUC/NINC He e kpunTupaHa.

7.1 AkTuBMpaHe u KoHurypmpaHe Ha komyHukauusaTa ¢ BUAC/TINC

1. HatucHete 6yToHa Options (Onuuwn), cneg koeto — 6yToHa System Configuration

(KoHdurypaums Ha cuctemara).

2. WN3bepeTte HIS/LIS (BonHn4Ha MHopmauunoHHa cuctema (BUC)/JTlabopaTtopHa

mHpopMaumoHHa cuctema (JINC)) oT cnncbka Settings (Hactporikn) B nsiata rpada.

WM3bepeTe 1 3aganTte HacTporknte B Tabnuua 13, ako e Heobxoanmo.

Ta6nuua 13. Hactpoiku 3a BUC/NTUC

HacTpoliika

OnucaHue

Host Communication
(KomyHukaums ¢ xocT)

Host Settings
(HacTtporiku 3a xocT)

Pa3speluaBa cebp3BaHeTo ¢ BUC/MNC.
Tasu onuvsi e naknoyeHa no nogpasdupaxe.

AKTMBHa e camo ako Host Communication (KoMyHuKaLMsi ¢ XOCT) € BKoYeHa.
Ta3an HacTporika 3a4aBa agpeca 1 noprta Ha xocta. AgpechbT Ha xocTa
nossonsiBa BbeexaaHe Ha IP agpec unu ume Ha xocta. IP agpecsT TpsibBa Aa
6bae ot 4 undpu (N.N.N.N), kato N TpsiobBa ga 6bae mexay 0 n 255.

MpoTokonbT 3a NpeHOC B MOMEHTa e CbBMecTuM ¢ HL7 (cneaBalyute Bepcum Lie
6baar ceBmecTMmn 1 ¢ POCT1A).

Hospital name (Mime Ha 6onHuuaTa) e yHMKanHoTo uMe 3a cuctemara 3a
ynpaeneHue Ha aadnu (CY[) unm NNC.

Mo noapas6upaHe Timeout (Cpok 3a n3vakBaHe) € KoHurypupaH Ha 5 cekyHau
1 MOXe Aa ce yabmkasa o 60 cekyHau. ToBa € MakCHManHOTO BpEME, KOETO
QlAstat-Dx Analyzer 1.0 e n34akBa cbobLyeHne oT XocTa.

Messages queued (CbobLleHnst Ha onalukaTa) e nHamkaTop 3a 6pos Ha
cbobLLeHuATa, Yakally Ha onaiukara.

BytoHbT Check connectivity (MpoBepka Ha Bpb3kaTta) npoBepsiBa Bpb3kaTa
mexay QlAstat-Dx Analyzer 1.0 n xocTta ¢ nonbnHeHust IP agpec v noprt.

(npoabnkaBa Ha crneaBsaliaTa cTpaHuLa)
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Ta6bnuua 13 (npoabMmkaBa OT NpeAuLLIHaTa CTpaHuua)

HacTpoiika

OnucaHue

Result Upload
(KauBaHe Ha peayntaTtu)

Results Upload Settings
(HacTpoiiku 3a ka4uBaHe Ha
pesyntatu)

Test Orders
(MopbYku 3a TecToBe)

Order Settings
(HacTtpotikv 3a nopbyka)

PeFI/ICTan,VIFI Ha OTKpuBaHe
N OTCTPaHABaHE Ha rpeLuku

MossonsBa n3npawaHeTo Ha pesyntatu ot QlAstat-Dx Analyzer 1.0 kbm xocTa.
Tasun onuus e naknoyeHa no nogpasdupaxe.

AkTuBHa e camo ako Result Upload (KauBaHe Ha pe3yntaTtu) e BKItoYeHa.

Peayntatu moraT fa ce kayBarT B [iBa pexuMa: aBToMaTnyeH 1 pbyeH. Korato e
BKITIOYEH aBTOMAaTUYEH PeXWM, BefjHara cnef UsnbiHeHNeTo Ha TecT, pesynTtaTtuTe ce
n3npawlat kbM xocTa. AKO aBTOMaTUYEH PEXUM € UKIIYEH, pe3ynTaTuTe MoraT Ja ce
n3npawat pbYHO C HaTuckaHe Ha ByToHa Upload (KauBaHe) B ekpaHute ,,Pe3tome Ha
pesyntatute” u ,lpernen Ha pesyntatuTte”. ABTOMaTUYHUST PEXMM € U3KITIOYEH No
nogpasbupaHe.

Expire Time (Cpok 3a usnpatyaHe) 3agaBa B paMKATE Ha KONKO AHWU e4WH TECT MOXe
[a ce u3npatla kbM xocTa. AKo e Hyna, onuusiTa € U3KMioYeHa 1 CPOKbT 3a UsnpallaHe
Ha pesynTaTuTe HUKora HaMa Aa usTeve.

Reset Uploading (HynupaHe Ha ka4BaHETO) M34MCTBA onalikarta oT Yakalym
u3npaliaHe cbobLueHus. Tasm onums moxe Aa 6bae nonesHa, korato ca usnpaTtexHu
MHOro pe3ynTaTu, HO Mo pef NPUYMHU NpefaBaHeTo Tpsibea Aa ce OTMEHMW.

Retry (MoBTOpeH onuT) M3npalla 0THOBO pe3ynTaTi CbC cbeTosiHue ,Error” (Mpeluka)
npu KauBaHe.

Authorization (PaspelueHne) Moxe Aa ce 3afafe Ha AafeHa AnbXHOCT, 3a aa
no3Bonu kauBaHe Ha pesyntaTtu. Mo nogpasbupaHe ToBa pa3peLLEHNE € BKITIYEHO
camo 3a ponsita ,Administrator” (AgmuHucTpaTop).

Mo3BonsiBa TecT Aa ce u3nbiHsaBa No paboTHa nopbyka, cb3gageHa B BUC/TINC.
Ta3sv onuus e usknoYeHa no nogpasérpaHe.

AkTuBHa e camo ako Test Orders (MopbYku 3a TECTOBE) € BKIHOYEHA.

[Deaktusupareto Ha Force Order (®opcupare Ha nopbuka) no3sonsea TecT aa ce
M3MbIIHSABA JOPY KOraTo HAMa KOMYHMKaLUWs ¢ XocTa unu paboTHa nopbyka, CBbp3aHa
C BbBe[eHNs naeHTurKaTop Ha anvkeoTHa Yact. Force Order (PopcupaHe Ha
nopbYKa) e u3knioYyeHa no nogpasbupaHe.

Peructpauusita Ha OTKpUBaHe 1 OTCTPaHsiIBaHe Ha rpeLLkn Moxe Aa ce
aKTUBMpa/geakTMBmMpa camo kaTo noTpebuten ¢ agMUHUCTPaTOPCKM NpaBa Unn kaTo
CepBU3EH TeXHWK. TS NO3BOMsiBa perucTpupaHeTo Ha crneunduyHmn HL7 cbobueHns 3a
OTKpPWBaHe U OTCTPaHsiIBaHe Ha rpeLlku 3a kausaHus B BUC/NNC.

3abenexka: CUNHO NpenopbYNTENHO € PerncTprpaHeTo Aa ce BKMoYBa camo 3a
aHarnva rno BpeMe Ha UHCTanupaHe u crief ToBa Aa ce U3KIMoYu.

7.2 KoHdurypupaHe Ha MMeHa Ha aHanuau

MokasaHoTo B BUC/JINC ume Ha aHanun3a mMoxe ga ce pasnuyaBa oT nokasaHoTo B QlAstat-Dx
Analyzer 1.0. lMpean pa ce wu3nonseaT dyHkumute 3a BUC/INC, TpabeBa ga ce u3BbpLUM
cneppallarta npoueaypa 3a NoTBbpXaaBaHe U KopurMpaHe Ha UMeHaTa Ha aHanuauTe.

1. HartucHete 6yToHa Options (Onumu) u cnea ToBa 6yToHa Assay Management (YnpaeneHve
Ha aHanuauTe), 3a Aa oTBOpUTE ekpaHa Assay Management (YnpaBneHue Ha aHanusure).
JocTbnHuTe aHanmnau ca n3bpoeHn B nbpeata rpacpa Ha obnacTra 3a CbabpXaHue.

2. WN3bepeTte aHanu3a oT MeHioTo Available Assays (JocTbnHu aHanusu).

3. W3bepeTte onuunaTa LIS assay name (Vme Ha aHanu3aa B JIVC). Mo nogpasbupaHe umeTo
Ha aHanu3a TpsibBa ga 6bae egHo u cbuyo B QlAstat-Dx Analyzer 1.0 n BUC/NNC. Ako
nmeTo Ha aHanusa B BUC/NUC ce pasnuyaea, To TpsabBa Aa ce kopurupa, 3a Aa cbBrnaja ¢
nmeTo Ha aHanusa B QlAstat-Dx Analyzer 1.0. KopurupaiTte umeTto Ha aHanusa B
TekcToBOTO none LIS assay name input (BeeexxgaHe Ha umeto Ha aHanusa B JIUC) n cnep
TOoBa HaTucHeTe ByToHa Save (3anuc).
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7.3 Cwb3paBaHe Ha nopbyKa 3a TECT, ako MMa Bpb3Ka C XOCTa

Korato Host Communication (KomyHukaums ¢ xocTt) n Test Orders (MopbykM 3a TecToBe) ca
BKJ1OYEHM, MOPBYKM 3@ TECTOBE MOraT fja ce U3TerNsT OT XocTa NPeAun U3MbIHEHEe Ha TecT.

CKaHMpaHe nnn BbBeXaaHe Ha Mﬂ,eHTI/I(bI/IKaTOpa Ha annkBOTHaTa 4YacT aBTOMaATU4YHO U3Ternsa
nopb4KaTa 3a TeCT OT XOCTa.

7.3.1 KoHdwrypupaHe Ha QlAstat-Dx Analyzer 1.0, ako nMa Bpb3ka C XocTa

1. HatucHete 6yToHa Options (Onuwun), crniep koeTto — 6yToHa System Configuration
(KoHdpurypaums Ha cuctemara).

2. WN3bepete HIS/LIS (BonHunyHa nHdopmaumoHHa cuctema (BUC)/MabopaTopHa
mHpopMaumoHHa cuctema (JINC)) oT cnncbka Settings (Hactporikn) B nsiBata rpada.

3. Bkntoyete Host Communication (KomyHukauus ¢ XocT) u koHdurypupaiite Host Settings
(HacTpoiiku 3a xocCT) ¢ faHHMTe 3a xocTa. HatucHeTte 6ytoHa Check connectivity

(MpoBepka Ha Bpb3kaTa), 3a Aa NpoBepuTe Bpb3KaTa.
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4. Bkntoyete Test Orders (Mopbyku 3a TecToBe) M koHUrypupaiTe Order Settings
(HacTponku 3a nopbvuka). Mima aBa pexuma Ha paboTa ¢ MOpbYKM 3a TECTOBE — C BKIIOYEHA
unn nsknodeHa onums Force Order (PopcupaHe Ha nopbyka). Korato Force Order
(PopcupaHe Ha NopbyKa) e BKIOYeHa, ako nopbykaTa 3a Tecta He 6bae nsrterneHa
YCMEeLHO OT XOCTa, NoTPpebUTensaT HAMa Aa MoXe Aa NPOABLIKM C M3MbIIHEHWETO Ha TecTa.
Korato Force Order (dopcupaHe Ha nopbyka) e n3kmoyeHa, Aopy nopbYkaTa 3a Tecta Aa
He 6bJe n3terneHa Unu Aa He CbLLECTBYBA B XOCTa, MOTPEOUTENAT MOXe Aa NPOABLITKK C

N3NbJIHEHNETO Ha TeCTa — LWe Ce NoKa)ke npo3opeL, C npeaynpexaeHue.

7.3.2  WN3nbnHeHue Ha TeCT No nopbyka

1. HaTucHete GyToHa © Run Test (M3nbNHEHWE Ha TeCT) B FOPHUSA AeCeH bIbJ1 HA OCHOBHUA
eKpaH.

2. Korato nonyuuTe ykasaHue, ckaHupaiTe bapkoaa ¢ ngeHTudmkaTopa Ha anvkBoTHaTa yacTt
¢ BrpageHus 6bapkog yeteL B onepatuBHusa Moayn (durypa 75).
3abenexka: KoHdurypauusita Ha QlAstat-Dx Analyzer 1.0 Mmoxe fa NO3BONsiBa BbBEXAaHe
Ha ugeHTUdKKaTopa Ha annKBOTHAaTa YacT U C BUpTyanHaTa KrnaBuaTypa Ha CEH30pHUSA

ekpaH. [NoBeye nogpobOHOCTU e HamepuTe B pasgen 6.8.4.

administrator Run Test Module 2 11:09 2020-09-28
RN SN SN ST
’I Ul administrator 8 4
Available y Available Available
TEST DATA

Sample ID

Assay Type

Sample Type

Cancel

Scan or type Sample 1D

®urypa 75. CkaHupaHe Ha 6apkoaa ¢ naeHTUdUKaTopa Ha anNuKBOTHATa YacT.
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3. WpeHTndmkaTopbT Ha anvkBoTHaTa YacT we 6bae nsnpateH kbM xocTa v gokato QlAstat-
Dx Analyzer 1.0 nsyakea nopb4ka 3a TECT, Le ce noka3ea cbobuieHneTo ,Getting order..."

(MonyyaBaHe Ha nopbuka...) (durypa 76).

3ab6enexka: AKo nopbykaTa 3a TecTa He ObAe yCcneLHo naterneHa ot xocta u Force Order
(PopcupaHe Ha nopbyka) e BKIoYEeHa, NOTPebuTenaT HaMa ga Moxe Aa Npoabiiku ¢
n3nbrHeHneTo Ha TecTa. Ako Force Order (PopcupaHe Ha NopbyKa) € N3KMNYeHa, 4opn
aKo nopbykaTa 3a TecT He O6bae nsterneHa, NOTpPedMTENAT MOXe Aa NPOLABLITKN C
M3MbIHEHMETO Ha TecTa (e Ce Nnokaxe usckavall, nanoroB Npo3opeL, ¢ npeaynpeauTenHo
cbobuieHune). [NoBeyve MHpopMauusa 3a NnpeaynpexaeHnsiTa n rpeLlkuTe LWwe HamepuTe B
pasgen 9.2.

administrator Run Test Module 1 1223 2018-04-05

TR

LI administrator

TEST DATA
15 v
M
7
Cancel
Getting order...

®durypa 76. EKkpaHbT No Bpeme Ha U3TernsiHe Ha nopbyka 3a TecT.

4. KoraTo nopbukaTta 3a TecT 6bJe yCneLHo NofyyYeHa oT XocTa, ce nokasea ,Scan cartridge
for assay <assay_name> and book order <order_number>" (CkaHupanTe kaceTa 3a aHanm3
<uMe Ha aHanusa> 1 paboTHa nopbyka <HOMep Ha nopbykata>). CkaHupanTe bapkoga Ha

nocoyeHara kaceta 3a aHanu3 QlAstat-Dx (cdurypa 77).

3abenexka: AKO XOCTbT BbpHE NoBeYe OT eAHa NopbYka 3a TEeCT 3a AafeH uaeHTudukaTop
Ha anuKBOTHA YacT, ce nokasea cbobleHneTo ,Scan cartridge for book order
<order_number> (CkaHnpanTte kaceTa 3a paboTHa nopbyka) <HOMep Ha nopbyka>“. Ako
CKaHMpaHaTa kaceTa 3a aHanm3 QlAstat-Dx He cboTBETCTBa Ha paboTHaTa NOpPbYKa,
M3MbITHEHNETO Ha TeCTa He MOXe [a NPOABLITKA U Le ce nokaxe rpeLuka. [NoBeye

MHpopMaLms 3a NpeaynpeXaeHUaTa 1 rpeLLKuTe Lie HaMepuTe B pasaen 9.2.
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administrator Run Test Module 1 12:53 2018-04-05

F

| Ul administrator

TEST DATA

Sam

Sample Type

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

®durypa 77. CkaHupaHe Ha 6apkoaa Ha kaceTarta 3a aHanu3 QlAstat-Dx.

5. Moneto Assay Type (Bua aHanus) Le ce nonbiHWM aBTOMaTUYHO U ako e HeoBXoAUMO,

cboTBeTHUAT Sample Type (Bug anukBoTHa 4acT) TpsibBa Aa ce n3bepe pbyHO OT CNUCHKA
(cpurypa 78).

administrator Run Test Module 1 12:43 2018-04-05

Ul administrator

Resp Panel
TEST DATA SAMPLE TYPE
Sample ID
il v Swab

Ut

<

Resp Panel

Cancel
Select Sample Type

®urypa 78. U360p Ha BuAa Ha anuKBOTHaTa YacT.

6. BwxTe pasgen 5.3 1 uanbiHeTe cTbnku 5-11.
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7.4 KauBaHe Ha pe3ynrtaTt OT TecTa B XxocTa

Korato Result Upload (KauBaHe Ha pesyntaTt) u Results Upload Settings (Hactponku 3a
KauBaHe Ha pes3ynTaTu) ca BKIOYEHMW, pe3ynTtaTuTe OT TeCTOBETE MOraT a Cce kayBaT B XocTa
aBTOMaTU4YHO UITN PBYHO.

KoHdwmrypupaHe Ha QlAstat-Dx Analyzer 1.0 3a aBToMaTM4YHO kayBaHe Ha pe3ynTaT OT TecTa B
XocTa
1. HatucHete ByToHa Options (Onuuwn), cneg koeto — 6yToHa System Configuration

(KoHdurypaums Ha cuctemara).

2. WN3bepete HIS/LIS (BonHnyHa nHdopmaumoHHa cuctema (BUC)/MabopaTopHa

mHdopmaumoHHa cuctema (JIMC)) ot cnmucbka Settings (HacTtporikn) B naBata rpadha.

3. BkntoyeTe Host Communication (KomyHukaums ¢ xocT) u koHdurypupaiite Host Settings
(HacTtporku 3a xocT) ¢ AaHHWTe 3a xocTa. HatucHeTe GyToHa Check connectivity

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

4. BkntoyeTe Result Upload (KausaHe Ha pesynTaTtu) 1 koHdurypupaiiTe Result Upload
Settings (Hactponku 3a kauBaHe Ha pe3yntatu). Bkniouete Automatic upload

(ABTOMaTWMYHO Ka4BaHe).
7.4.1 ABTOMaTU4HO KayBaHe Ha pe3ynTaT OT TecTa B XocTa

Cnep kaTo TeCTbT ObAe U3NbIIHEH, Pe3ynTaThT LWe ce Kauum aBToMaTuyHo. CbCTOSHMETO Ha
Ka4BaHeTO e nokasaHo B pasfena Test Data ([aHHu 3a TecTa) Ha ekpaHa Summary (Pestome)
c pesyntatute B rpacdata Upload (Kausane) Ha ekpaHa View Results (Mperneg Ha
pesyntatute) (urypa 79).
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administrator Summary 08:38 2020-10-20

.l Available 2 Available 3 Available 4 Available °
Run Test
TEST DATA QlAstat-Dx® Respiratory Panel
Sample ID Detected Controls
123
N @ influenza A
Assay Typ View
Influenza A HIN1
RP a Results
Sample Type e Coronavirus 229E
Swab @
Tested
LIS Upload Status x
Pending © Influenza A Options
@ influenza A HINY
E:J ummary @
iﬁr Support Package E Print Report @ Save Report

®urypa 79. Ekpan Summary (Pestome) ¢ pesynrtature.

3a ga snante ,CbCTOSHME HA KayBaHETO" 3a NPeAuLIHMN TECTOBE, CbXPAHEHU B XPaAHUNLLETO
3a pesyntaTute, HaTUCHETe 9 View Results (Mperneg Ha pesyntatuTe) OT neHTaTa C
rmaBHoTO MeHio. B rpacpata M Upload (KausaHe) e nokasaHo ,CbCTOSIHME Ha KauyBaHETO"

(cpurypa 80).

administrator Test Results 17:33 2018-04-05
—l Available °
Run Test
° Sample ID Assay Operator 1D Mod |1| Date/Time Result
91113 Resp Panel  administrator 1 @ 201804051722 @ pos e
8265 Resp Panel administrator 1 @ 2018-04-05 17:20 e pos View
= Results
12 Resp Panel administrator 1 @ 2018-04-0516:57 @) pos
5 % a
123456 Resp Panel administrator 1 &) 2018-04-05 16:39 e pos @
77702 Resp Panel administrator 1 2018-03-22 11:42 @B pos Options
77701 Resp Panel administrator 1 2018-03-2211:40 @) pos
K ¢ Page 1 of 2 ) P @
Log Out
)_L Remove Filter EJ Print Report EI Save Report p Search 11: Upload

®urypa 80. EkpaH View Results (Mpernen Ha pesynTtartute).
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CbcTosiHMATa Ha kayBaHETO, KOMTO Ce Nokaseart, ca onucaHu B Tabnuua 14. ,CbCcTosiHMe Ha
KayBaHeTO" noka3ea pesynrarta OT KayBaHEeTO, MMETO Ce Moka3Ba Ha ekpaHa Summary
(Pestome) ¢ pesyntaTnTe, a UKOHaTa ce nokasea Ha ekpaHa View Results (Mpernea Ha

pesynTatuTe).

Tabnuua 14. OnucaHue Ha CLCTOAHUATA Ha KaYBaHeTo.

Ume WkoHa OnucaHue

Pending (Yaka) PesyntaTbT oLle He e kayeH.

Uploading (KauBa ce) PesyntaTbT ce kayBa.

@O0

Uploaded
(KayeH) (4ac n gara)

Pe3ynTaTbT € ycnewHo kayeH Ha nocoveHarta gaTa u yac.

Error (MpeLuka) ['pelwka npu kayBaHeTo Ha pedynTaTa (M3TeKbN CPOK Ha M34YakBaHe U1 np.).

® @

Re-Uploading PesyntaTbT ce n3npalia OTHOBO.

(MoBTOpHO KayBaHe)

Expired (previously uploaded) PesyntaTbT MOXe noBeye Aa ce kaysa. bun e nanpaTeH ycnewHo noHe
(N3Tekbn (Beye kayeH)) BEOHDBX.

Expired (never uploaded) Pe3ynTaTbT MOXe noseye fa ce kaysa. Hukora He e 6un nsnpatiaH.

(N3Tekbn (He e Ka4BaH))

7.4.2 KoHdurypupaHe Ha QlAstat-Dx Analyzer 1.0 3a pb4HO KauBaHe Ha pe3ynTar
OT TecTa B XocTa

1. HatucHete 6yTtoHa Options (Onuwnn), criep koeTto — ByToHa System Configuration
(KoHdpurypaums Ha cuctemara).

2. WN3bepete HIS/LIS (BonHnyHa nHdopmaumoHHa cuctema (BC)/JlaGopaTtopHa
nHdopmaumoHHa cuctema (JIMC)) ot cnuckbka Settings (HacTtporikn) B nasata rpadha.

3. BkntoyeTe Host Communication (KomyHukaums ¢ XocT) u koHdurypupaiite Host Settings
(HacTpoiiku 3a xocT) ¢ gaHHuTe 3a xocTa. HatucHeTte 6ytoHa Check connectivity

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

4. BknouyeTe Result Upload (KauBaHe Ha pe3ynTaTti) u koHdurypupaiite Result Upload
Settings (HacTponku 3a kauBaHe Ha pesynTaTtu). Msknodete Automatic upload

(ABTOMaTWMYHO Ka4BaHe).
7.4.3 PbYHO Ka4BaHe Ha pes3ynTaT OT TecTa B XocTa

Cnep kaTo TecTbT 6bAe M3NbMHEH, pe3ynTaTbT MOXe Aa Ce Kaunm PbYHO OT ekpaHa Summary
(Pestome) ¢ pesyntatute unu ekpaHa View Results (MMperneq Ha pesynTtature).

3a na kauuTe pesynTarta oT ekpaHa Summary (Pesiome) ¢ pesynTatute, HaTucHeTe ByToHa
T, usload ypload (Kausane).
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3a pa kaunTe pesynTtarta oT ekpaHa View Results (Mpernen Ha pesyntatute), u3bepeTe eavH
UK NoBeye pesyntaT OT TEeCTOBE C HAaTUCKaHe Ha CMBOTO Kpbrye OTNsSBO Ha MAaeHTMdmKaTopa
Ha anvkBoTHaTa vacT. [Jo m3bpaHuTe pesynTaTy Le ce MoKaxe oTMeTKa. 3a ga oTMeHuTe
n3bopa Ha pe3ynTaTv OT TecTa, HaTucHeTe oTmeTkaTa. Moxe ga ce usbepe LENUAT CNUCBHK C
pe3yntatM C HaTUCKaHe Ha KpPbr4eto C OTMeTKa 9 ropuust peg. Cnep kato m3bepete
pesynTaTtuTe 3a kayBaHe, HAaTUCHeTe OyToHa &y Upload Upload (KauBaHe) (dourypa 81).

administrator Test Results 17:33 2018-04-05

_I Available °

Run Test
° Sample ID Assay Operator ID Mod |1| Date/Time Result
91113 Resp Panel administrator 1 @ 2018-04-0517:22 e pos e
8265 Resp Panel administrator 1 @ 2018-04-0517:20 0 pos View

. . Results

P 12 Resp Panel administrator 1 @ 2018-04-05 16:57 e pos

. a

123456 Resp Panel administrator 1 &) 2018-04-0516:39 e pos @
77702 Resp Panel administrator 1 2018-03-22 1142 €8 pos Options

77701 Resp Panel administrator 1 2018-03-22 11:40 e pos

K $ Page 1 of 2 3 |

Print Report z Save Report p Search |1| Upload

<
/"\ Remove Filter

®urypa 81. EkpaH View Results (Mpernen Ha pesynTtaTtuTe).

7.5 OTcTpaHsiBaHe Ha NpoGremun BbB Bpb3kaTa C XocTa

WHdpopmaums 3a oTcTpaHsiBaHeTO Ha npobrnemMu BbB Bpb3kaTa C XOCTa Lle Hamepute B
pasgen 9.1.
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8 [llopgapbxka

Tosu pa3gen onvcea HeobxoanMuTe onepaummn 3a nogapbxka Ha QlAstat-Dx Analyzer 1.0.

8.1 Onepauun 3a nogapbxka

B Tabnuua 15 e AageH cnuMchbk ¢ onepauuy 3a nogapbkka, Kouto TpsAGBa Aa ce U3NbIHABAT Ha

QlAstat-Dx Analyzer 1.0.

Ta6nuua 15. OnucaHus Ha onepauuuTe 3a NnoaapbLKKA

Onepauus

YecToTa

MouncteaHe nnun o6e33apaaﬂBaHe Ha Tpﬂﬁea Aa ce U3BbpLlBa, Korato Te4HOCTU, XUMUKanun nnm 6ronornyHn

nosbpxHocTTa Ha QlAstat-Dx
Analyzer 1.0

CwmsiHa Ha Bb3OYyLWHMSA PUNTLP

npobu (noTeHunanHo MHMEeKLMo3HM) 6baaT pasneTi Ha NOBbPXHOCTTA Ha
QlAstat-Dx Analyzer 1.0

[a ce n3BbpLIBa BEAHBXK FOAULLIHO

8.2 [louncrtBaHe Ha noBbpxHOcTTa Ha QIAstat-Dx Analyzer 1.0

NPEQYNPEXOEHUE/
BHUMAHUE

A

PucK OT HapaHsIBaHUsi 1 MaTepuarnHm LWeTn
Korato nouuctBaTe anapata, HOCeTe  3alUMTHU  O4wna,
nabopaTopHa npecTurnka W pbkaBuuu, 3a pfJa  usberHete

BMONOIMYHN Y XUMUYHM OMACHOCTMU.

NPEAYNPEXOEHWUE/
BHUMAHUE

A

Puck oT HapaHsiBaHUA U MaTepuanHu LWeTu
Mpean nouuctBaHe wu3kniovete QlAstat-Dx  Analyzer 1.0 ot

KOHTaKTa.

BHUMAHUE

A

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

He pasnuBante xvmukanu wunu apyrm teqHoct B unm ot QlAstat-
Dx Analyzer 1.0. [MoBpeauTte, NpUYMHEHW OT pasfnMBaHe Ha
TEYHOCTH, LLie aHynupar rapaHumsaTa.
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BHUMAHUE

A

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

He pasnuBanTe TEYHOCTM BbBPXY CEH3OPHUS €KpaH W He o
MokpeTe. 3a [fda MoYMCTUTE CEH30PHWUSA eKpaH, W3nonssante
BenypeHaTa kbpna, npegocraseHa ¢ QlAstat-Dx Analyzer 1.0.

M3nonsearte cnegHute
Analyzer 1.0:

mMaTepuanu 3a noyucTBaHe Ha MOBbpXHOCTTa Ha QlAstat-Dx

e Cnab nouncteall npenapat

® XapTueHu Kbpnu

e [lectunupaHa Boga

M3nbnHeTe CTbNKUTE NO-401NY, 3a Aa novmcTuTe noBbpxHocTTa Ha QlAstat-Dx Analyzer 1.0:

1. Hocete na6opaTopHV| PbKaBuUn, NnpecTtuika n 3alnTHn o4mna.

2. HaBnaxHeTe xapTueHa Kbpna ¢ Mek No4ncTeall npenapaT U n3bbpLueTe NOBbLPXHOCTTA Ha

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

CEH30pHUSA ekpaH. 3a [a NoYUCTUTE CEH30PHUS eKpaH, U3non3sanTe BenypeHaTa kbpna,

npepoctaBeHa ¢ QlAstat-Dx Analyzer 1.0.

MoBTOpeTe CTHMKA 2 TPU MBTU C YUCTU XapPTUEHM Kbpru.

4. HaBnaxHeTe xapTueHa Kbpra B AecTurnvpaHa Boa 1 u3dbpLueTe NOBbPXHOCTTa Ha

QlAstat-Dx Analyzer 1.0, 3a ga oTCTpaHUTe ocTaTbLMTE OT NOYMCTBALL Npenapart.

lMoBTOpeTe ABa NbTL.

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

8.3 0O6esszapasaBaHe Ha NnoBbpxHOCTTa Ha QIAstat-Dx Analyzer 1.0

NPEAYNPEXOEHUE/
BHUMAHUE

A

PucK OT HapaHsIBaHUSi 1 MaTepuarnHm LWeTn
Korato nouuctBaTe anapata, HOcCeTe  3alMTHU  04Una,
nabopaTopHa npecTurnka W pbkaBuuu, 3a pf[a  umsberHete

BMONOIMYHN Y XUMUYHM OMACHOCTMU.

benvHaTa gpasHu ounTe M KoXaTta M MOXe Aa OTAenu onacHu

rasoBe (xnop). HoceTte nogxogawm nMyHy npeanasHn cpeacTaa.
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NPEQYNPEXOEHWUE/
BHUMAHUE

A

Puck oT HapaHsiBaHUA U MaTepuanHu LeTn
Mpean nouuctBaHe wu3kniovete QlAstat-Dx  Analyzer 1.0 ot

KOHTaKTa.

BHUMAHUE

A

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

He pasnuBante xvmMukanu unu apyrm tedHoctv B unm ot QlAstat-
Dx Analyzer 1.0. [MoBpeauTte, NpUYMHEHW OT pasfnMBaHe Ha
TEYHOCTH, LLie aHynupar rapaHumsaTa.

BHUMAHUE

A

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

He pasnuBaiTe TEYHOCTV BbBPXY CEH3OPHUS €KpaH W He o
MokpeTe. 3a [fda Mo4MCTUTE CEH30PHUSA eKpaH, W3nonssante
BernypeHaTa kbpna, npegocraseHa ¢ QlAstat-Dx Analyzer 1.0.

WM3nonseante cnegHnTe maTepuanu 3a obGe3sapassiBaHe Ha noBbpxHocTTa Ha QlAstat-Dx

Analyzer 1.0:

® 10% pasTBop Ha GenuvHa

® XapTueHu Kbpnu

e [lectunupaHa Boga
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M3nbnHeTe cTbMNKUTE NO-40NY, 3a Aa 06e33apa3nTte noBbpxHocTTa Ha QlAstat-Dx Analyzer 1.0:

1. Hocete na6opaTopHV| pPbKaBuUn, NpecTtuika n 3allnTHn o4mna.

2. HasnaxHeTe xapTuneHa kbpna ¢ 10% pa3sTBop Ha 6enuHa 1 n3bbpLIeTe NOBBPXHOCTTA Ha
QlAstat-Dx Analyzer 1.0, kakTO 1 OKONMHOTO paboTHO MsCTO. BHMMaBaiTe Aa He HaMoKpUTe
CEeH30pHMSA ekpaH. N3uakante noHe Tpyu MUHYTK, 32 Ja MOXe pa3TBOpPbLT Ha benuHa aa

pearupa cbC 3ambpcuTenuTe.
CnoxeTe HOBM pbKaBULM.
4. TNoBTopeTe CTbNKU 2 U 3 oLLe ABA MbTU C YUCTU XaPTUEHU KbPMU.

5. HaBnaxHeTe xapTueHa kbpna B AECTUNMPaHa Boaa M n3bbplueTe NOBbPXHOCTTA Ha
QlAstat-Dx Analyzer 1.0, 3a ga oTCTpaHUTe ocTaTbLuTe OT pa3TeBopa Ha 6envHa.

MoBTopeTe ABa NbTU.

6. MopacyweTte nosbpxHocTTa Ha QlAstat-Dx Analyzer 1.0 ¢ YyicTa xapTueHa Kbpra.

8.4 CwmsHa Ha Bb3ayLHUA puntbp

Bb3gywHnat ountbp Tpﬂ6Ba Ada Cce CMeHd BCAKa roguHa, 3a ga ce ocurypm OoctaTtb4yeH
Bb3AyLlEeH NOTOK B anaparta.

Bb3gywHuat domuntbp ce Hamupa nop QlAstat-Dx Analyzer 1.0 n notTpebutensart uma gocten Ao
Hero oT nNpefHaTa cTpaHa Ha anapara.

3a cmsHa Tpsbea aa ce nonseat Bb3ayLwHM dunTtpy oT QIAGEN.
3a ga cmeHnTe Bb3AyLWHNA MUNTHP, U3MbIHETE CREeAHUTE CTLIKM:

1. TMoctaeete QlAstat-Dx Analyzer 1.0 B pexum Ha n34akBaHe C HaTuckaHe Ha ByToHa 3a
BKMOYBaHe/M3KNoYBaHe oTnpes Ha anapara.

2. MocTaBeTe pbka Nnoj kacetaTta ¢ Bb3AyLHUS (OUNTLP B NpedHaTa yacT Ha QlAstat-Dx

Analyzer 1.0 n neko st ByTHeTe Harope ¢ NPbCTY.

3. Wagbpnaiite Bb3ayLwHUS UNTbp Hasad, 4oKaTo manese usnarta kaceTa. [lenoHupaiite

cTapusi Bb3gyLleH punTbp.
4. V3BapeTe HOBaTa kaceTa C Bb3[yLUEH UNTLP OT 3aliuTHaTa Topouyka.

MocTaBeTe HoBaTa kaceTa ¢ Bb3gyLleH ¢puntbp B QlAstat-Dx Analyzer 1.0. AnapatsT e

roToB 3a ynotpeba.
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BHUMAHUE

A

Puck ot noBpeaa Ha QlAstat-Dx Analyzer 1.0

Manonssante camo opurnHanHu yactu ot QIAGEN. ManonssaHeTo
Ha HeogobpeHu YyacT Moxe Aa AoBede A0 NoBpeda Ha anapara u
e aHynupa rapaHuuara.

8.5 PemoHT Ha QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 moxe pga ce pemoHTMpa camo OT ynbrHomoweHn oT QIAGEN

npeactasutenu. Ako QIAstat-Dx Analyzer 1.0 He paboTu kakTo TpsibBa, ce OObpHETE KbM

,TexHnyecko obcnyxsaHe Ha QIAGEN, kato wu3nonseaTte uHdOpMauusitTa 3a KOHTaKT B

pasgen 9.
Puck oT HapaHsIBaHWUA U MaTepuanHu WeTu
He otBapsante kopnyca Ha QlAstat-Dx Analyzer 1.0. He ce
onuTBamTe Aa usBbplIBaTE PEMOHTU Unu nameHeHus no QlAstat-
NPEAYNPEXAEHWE/ | Analyzer 1.0.
BHUMAHUE

A

HenpaBunHOTO oOTBapAHe Ha Kopryca WM W3BbpLUBaHE Ha
nameHenns no QlAstat-Dx Analyzer 1.0 Moxe pfAa npuyvHK
HapaHsBaHus 1 noBpeda Ha QlAstat-Dx Analyzer 1.0, kaTto ocBeH

TOBa LU aHynupa rapaHumsTa.
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9 OrtcTpaHaBaHe Ha npobnemm

Tosn pasgen npegoctaBs MHOPMaUMSA 3a HAKOM MPoGnemu, KOUTO MOXe Aa Bb3HUKHAT C
QlAstat-Dx Analyzer 1.0, KakTo M BBb3MOXHWUTE MpUYMHM U pelueHus. WHdopmauusta e
cneunduyHa 3a anapata. MiHpopmaumsa 3a oTcTpaHsBaHe Ha npobnemu c kaceta 3a aHanua
QlAstat-Dx we HamepuTe B MHCTPYyKUMUTE 3a ynoTpeba KbM CbOTBETHATa kaceTa.

AKo maTe Hyxaa oT LOMbIHUTENHO CbAEeNCTBUNE, ce 0b6bpHETE KbM , TEXHUYECKO 06cnyxBaHe"
Ha QIAGEN, kaTo nanonsearte nHopMauusaTa 3a KOHTaKT No-40ny:

YebcaiT: support.qgiagen.com

Mpeon foa ce obbpHeTe kbM TexHu4yeckaTa nogapwxka Ha QIAGEN 3a rpewkn B QlAstat-Dx
Analyzer 1.0, 3anuweTe onepauuuTe, QJdOBenW [0 rpewkara, WM uHPopmauuaTa oT
eBeHTyanHuTe [Auanorosn nposopun. Tasu wuHpopMaums Lie NoMorHe Ha , TexHW4ecko
obcnyxeaHe” Ha QIAGEN pa pelumn npobnema.

Mpeon poa ce ob6bpHeTe kbM , TexHnyecko obenyxsaHe“ Ha QIAGEN 3a rpewku, npurotseTe
cnepHaTa UHopMaums:

® CepwueH Homep, Tun, Bepcus Ha codTyepa Ha QlAstat-Dx Analyzer 1.0 n nHcTanupaHnm
hannose ¢ geuHNLNN Ha aHanusnTe

e Kopa Ha rpewukaTa (ako uma)

® MomeHTa OT Bpeme, B KOMTO € Bb3HWKHamNa rpeLukarta 3a npbe NbT

® Konko 4ecTo Bb3HMKBA rpeLukata (T. e., NepMoanyHa 1nm NoCTOSIHHA rpeLLKa)
® CHuMKa Ha rpeLukaTa, ako € Bb3MOXHO

® [lomolleH naket

9.1 XapayepHu 1 copTyepHN rpeLLKm

pelwuka Bb3MOXHa NpUYMHa KomeHTapy 1 npeanoxeHus

The QIlAstat-Dx QlAstat-Dx Analyzer 1.0 He e MposepeTe aanu QlAstat-Dx Analyzer 1.0 e BKnto4eH B
Analyzer 1.0 does not BKITIOMEH B KOHTaKTa. KOHTaKTa.

start (QlAstat-Dx MpeBkntOYBaTENST 38 BKrlOYETE 1O C NPEeBKMIOYBATENS 3a 3aXpaHBaHETO OT3af
Analyzer 1.0 He 3axpaHBaHeTo oT3ad Ha QlAstat-  Ha QlAstat-Dx Analyzer 1.0.

craptupa). Dx Analyzer 1.0 He € BKMIoYeH.

HaTtucHeTe 6yToHa 3a BKkMoYBaHe/n3knoYBaHe, 3a aa
QlAstat-Dx Analyzer 1.0 e B nanese QlAstat-Dx Analyzer 1.0 OT pexum Ha n34yakeaHe.
peXMM Ha n3vakeaHe.

Analytical Module not MOCTBT MeXay aHanuTUYHUSA 1 MposepeTe fAanyu MOCTLT MeXay OnepaTUBHUS 1
detected (He e otkput onepaTuBHUA MOAYN He e aHaNUTUYHUS MOZYS € CBbP3aH NPaBuIiHO.
aHanuTUYeH Moayrn). NpaBWIHO CBbP3aH.
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Mpewka

Bb3moxHa npuyinHa

KomeHTapw U npeanoxeHus

The Analytical Module
status indicator is red
(MHamkaTopbT 3a
CbCTOSIHUETO Ha
aHanUTUYHUA Moayn e
YepBEH).

The touchscreen does
not respond (CeH30opHUAT
ekpaH He pearupa).

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

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

Analyzer 1.0. (Kacetata
3a aHanu3 QlAstat-Dx e
3acegHana BbB
BbTPeLIHOCTTa Ha
QlAstat-Dx Analyzer 1.0.)

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

The Run Test button is
not active (ByToHbT
U3nbnHeHne Ha TecT He
€ aKTVBEH).

Assay does not run
(AHanNu3bT He ce
M3MBbMHABA).

Result upload status is
“Error” (CbCcTOSIHMETO Ha
Ka4yBaHeTo Ha
pesynTtatute e
JJpewka®).

A result cannot be
uploaded (Pe3ynTaTbT He
MOXe Aa ce Kauu).

HewnsnpasHocT Ha xapayepa.

QlAstat-Dx Analyzer 1.0 e B
PexuM Ha n3vaksaHe
(MHOMKATOPBT 3a CbCTOSIHNETO e
CVH).

HewnsnpasHocT Ha xapayepa.

He e BkntoyeHa dyHKUmMsATa 3a
6apkoa cbc Sample ID

(WpeHTudurkaTop Ha anvkBoTHaTa

yacr).
Mma xapayepeH unu codptyepeH
npobnem B 6apkof yeteua.

MexaHu4Ha HEeM3NPaBHOCT Ha
mogyna.

MexaHu4yHa HeusnpaBHOCT Ha
mogyna.

Kaceta 3a aHanu3 QlAstat-Dx e
octaHana BbTpe B QlAstat-Dx
Analyzer 1.0 u TpsibBa ga 6bae
n3BageHa, npean QlAstat-Dx
Analyzer 1.0 ga paspeLuun
M3MbIHEeHWe Ha HOB TecT.

MoaynbT He e JOCTbMEH.
MoTpebutensT HAMa npasa 3a
M3NbIIHEHWe Ha TecTa.

AHanu3bT He € MHCTanupaH Ha
QlAstat-Dx Analyzer 1.0.

Bpb3kaTa c xocTta e M3I’y6€Ha.

MN3Tekbn e CPOKbT 3a n34akBaHe
Ha KOMyHUKauma ¢ xocTta.

Cbo6LLEHMETO € OTXBBPIIEHO OT
xocrTa.

Pe3yntaTbT € C u3Tekbn Cpok.

O6bpHeTe ce kbM , TexHnyYecko obenyxBaHe” Ha
QIAGEN.

HatucHete 6yTOHa 3a BKIlOYBaHe/U3KIoYBaHe Ha
onepaTtnBHUA MOAYyI.

O6bpHeTe ce kbM , TexHnyYecko obenyxBaHe" Ha
QIAGEN.

O6bpHeTe ce kbM pbkoBOAMTEN Ha naGopaTtopusita unu
aJMVHUCTpaTOp Ha anapaTta Aa KoHdurypupa dyHkumsTa
3a yeTeHe Ha 6apkop Ha QlAstat-Dx Analyzer 1.0.

O6bpHeTe ce kbM , TexHnyecko obecnyxBaHe" Ha
QIAGEN.

O6bpHeTe ce KbM , TexHnyecko obcnyxsaHe” Ha
QIAGEN.

O6bpHeTe ce KbM , TexHnyecko obcnyxsaHe” Ha
QIAGEN.

MoneTo B neHTaTta 3a CbCTOSHUETO Ha MOAynUTe He
TpsibBa Aa nokasea Tekcta ,Eject cartridge” (V3Banete
KaceTtaTa). HaTucHeTe noneTo 3a CbCTOsIHME Ha Moayna,
cnep koeTo HaTucHeTe Eject (M3BaxaaHe).

I'IpoaepeTe Aann MOCTbT Mexay onepaTtuBHUA U
aHanuUTU4YHUA Mo4yn € CBbp3aH npasuIiHoO.

O6bpHeTe ce KbM pbkoBOAUTEN Ha nabopaTopus unm
agMVHUCTpaTOp Ha anapata.

AHanuabT TpabBa ga ce nHctanupa. O6bpHETE ce KbM
pbKOBOAMTEN Ha NabopaTopusi UK aAMUHUCTPATOP Ha
anapara

OGbpHETe ce KbM pbkoBOAUTEN Ha nabopaTopusa unm
aAMVHUCTPATOp Ha anaparta Aa NnpoBepu AaHHUTe 1 Aa
TecTBa Bpb3kaTa.

O6bpHeTe ce KbM pbkoBOAUTEN Ha nabopatopus unm
aJMVWHUCTpaTOp Ha anapaTta [a NpoBepyu CTOMHOCTTa Ha
HacTpoiikaTta Timeout (Cpok 3a n34akBaHe), KOSITO MOXe
Aa ce yBenuyn o makcumym 60 cekyHan. AKo Beve e Ha
MaKcumanHaTta CTOMHOCT, TpsibBa Aa ce nposepu
M3MNpaBHOCTTa Ha Mpexara.

XOCTbT € OTXBbPNUN CLOBGLUEHWE NO HAKaKBa NPUYNHA
(aHanu3bT He e pasnosHaT, CEMaHTUYHU Npobnemu n
np.). O6bpHeTe ce kbM , TexHn4ecko obcnyxBaHe" Ha
QIAGEN.

OGbpHETe ce KbM pbkoBOAUTEN Ha nabopaTopusa unm
agMuHUCTpaTop Ha anaparta Aa nposepu Expire Time
(Cpok 3a n3npatuaHe) B HacTporikute Ha BUC/INTUC.
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Mpewka Bb3moxHa npuunHa

KomeHTapw U npeanoxeHus

Cannot run a test

because there is no test
order (TeCcTbT He MOXe
[a ce M3MbIHU, 3aLl0TO
HsIMa nopbyka 3a TecT).

Hsima nopbuka 3a TecT 3a
naeHTUdUKaTopa Ha anmKeoTHaTa
yact u Force Order (®opcupaHe
Ha nopbYyKa) e BKIloYeHa B
HacTpoinkute Ha BUC/MINC.

Mpo6nem BBLB Bpb3kaTa ¢ JINC n
Force Order (PopcupaHe Ha
nopbyka) € BKIOYeHa B
HacTpoinkute Ha BUC/MINC.

Printer is not setup
correctly, or test reports
cannot be printed
(MpuHTEP®BT He e
HaCTPOEH NpaBUITHO UMK
He MorarT ga ce
oTrneyvaTtsaT puLLoBe 3a
Tecta).

System Update and
System Backup buttons
are not active (byToHute
System Update
(AkTyanusauus Ha
cuctemara) u System
Backup (Pe3sepBHo konune
Ha cuctemara) He ca
aKTUBHMW).

Time zone change is not
applied (He ce npunara
npoMsiHa Ha YacoBaTa
30Ha).

Mma pasnuyHn NpUYnHU 3a
Hen3npaBHOCT Ha NpUHTepa.

BpbakaTa HIS/LIS e npekbcHarta.

M3bpaHaTta yacoBa 30Ha He ce
pasno3HaBa OT U3aenueTo.

O6bpHeTe ce kKbM agMmuHucTpaTop Ha JIMC ga nposepu
[anv nma nopbyka 3a NoCOYEHNsT naeHTUdUKaTop Ha
anukeoTHa vacT B JINC.

O6bpHeTe ce KbM pbkoBOAUTEN Ha nabopaTtopus unm
aJMVWHUCTpaTOp Ha anapaTa [a NpoBepyu Bpb3kaTta C
xocTa.

3a ga n3nbnHuTe aHanuaa 6e3 nopbyka 3a TecT,
nskntovete Force Order (dopcrpaHe Ha nopbyka) B
HacTpoWkute Ha BUC/NTNC.

MoceTtete QIAGEN.com/QIAStat-Dx_PrinterSetup 3a
4ecTo 3aAaBaHu BbMNPOCH, CBbP3aHW C OTCTpaHsiBaHe Ha
npo6Gnemm Npu HacTporkaTa Ha NPUHTEP, U HACOKM 3a
13BsrBaHe Ha YecTn NpoBremm ¢ NpuHTepa.

KoraTto kauBaHe B HIS/LIS e npekbcHaTo (Hanpymep
nopagau usknoysaHe Ha HIS/LIS), cuctemata ce onutea
[a Ka4yn AaHHWTe He3aBucuMo oT ToBa. o Bpeme Ha
Ka4yBaHe akTyanusauusiTa Ha cucTemaTa u pe3epBHOTO
Konue Ha cucTemaTta ca AeakTMBupaHn. 3a NOBTOPHOTO
1M akTuBMpaHe geaktmupaiite HIS/LIS Bpb3kaTta n
13npasHeTe onallkaTa 3a kauBaHe.

MaﬁepeTe pasnnyHa YacoBa 30Ha CbC CbLUOTO
OTMecCTBaHe.

9.2 CobobueHuns 3a rpeLlku u npeaynpexaeHuns

Ipewka/npeaynpexpeHve OGACHeHue

KomeHTapu n npeanoxeHus

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

Cuctemarta e oTkpuna
npomMsiHa B XxapayepHara
KoHdUrypauums. MpomeHeHo e
MEeCTOMNOMNOXEHNETO Ha NoHe
e[IMH aHanUTU4eH Moayrn.

Mo Bpeme Ha akTyanuaupaHeTo
MOXe fa ce 3arybsaT gaHHu,
aKo Bb3HUKHE rpeLuka.
PesepBHOTO KOMMe no3sossisa
Bb3CTaHOBsIBAHE Ha cucTemaTa
1 JaHHUTE.

Performing a backup is
recommended before
updating or restoring
(Mpeawn aktyanusupaHe unm
Bb3CTaHOBSBaHe €
npenopbYUTENHO Aa
HanpaBsuTe pe3epBHO
Konwue).

Shutdown not possible.
Please stop all tests and
eject cartridges (He e
BB3MOXHO M3KMIOYBaHe.
CripeTe BCUYKM TECTOBE U
n3Bagere kacetute).

Free disc space ddd
reached warning or critical
level (OcBoboaeTe ANCKOBO
npocTtpaHcTeo ddd gocTurHa
npeaynpeauTenHo unm
KPUTUYHO HUBO).

The system was not shut
down properly last time
(MocnegHust NbT cuctemata
He e U3KITIoYeHa NPaBuITHO).

Korato ce n3nbnHsBa TecT,
QlAstat-Dx Analyzer 1.0 He
MOXe [a Ce U3KITHoYUN.

Cwuctemata TpsibBa Aa ce
nposepu oT , TEXHNYECKO
o6cnyxBaHe" Ha QIAGEN, 3a
[a ce yBenu4u AUCKOBOTO
NpOCTPaHCTBO.

Cwuctemata He e usknoveHa
CbrnacHo npoueayparta.
[aHHuTe OT nocnegHus Tect
MOXe Aa ca 33I’y6€HM.

He e HyxHO ga npasuTe HUWoO. Cuctemara ce
KOH(pUrypupa cama crieg npomsiHa Ha
MECTOMONMOXKEHNETO Ha Moay/l.

CunHo ce npenopv4yBa Aa HanpasuTe pe3epBHO Konue Ha
cuctemarta npegn Bb3CTaHOBABAHE UMK aKTyanusnpaHe.

WM3yakaniTe TecToBeTe Aa 3aBbpLuaT UNK r’m oTMeHeTe,
criefl KOeTo U3KI4veTe cuctemara.

O6bpHeTe ce KbM , TexHnyecko obcnyxsaHe” Ha
QIAGEN.

AnanusatopbT QlAstat-Dx Analyzer Tpsibsa aa ce
M3KITI04M NPaBUIHO C HaTUCkaHe Ha ByToHa 3a
BKIMIOYBaHe/V3KIloYBaHe OTnpes Ha anapara, npeav ga
Ce U3KMIoYM 3axpaHBaHeTo Ha anapaTta ¢
NpeBKMoYBaTeNs 3a 3axpaHBaHETO 0T3a/j Ha anapara
UMK C U3KINIOYBAHE OT KOHTAKTa, KaKTo € ONnMcaHo B
pasgen 6.11.
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Ipewka/npeaynpexaeHue

O6sicHeHue

KomeHTapw U npeanoxeHus

Test result with invalid data
found (OTkpuT e pesynTar
OT TeCT C HeBanuaHu
OaHHK).

Unexpected behavior of AM
nnn (HeovakBaHo
noBefeHVe Ha aHanuTn4eH
MoZyn nnn).

Update data aborted, error
occurred (AKTyanuanpaHeTo
Ha AaHHUTE e npekpaTeHo,
Bb3HWKHA rpeLuka).

No backup file found (He e
OTKPUT hain ¢ pe3epBHO
konue)!

Assay <assay_id> not
available. (AHanuabT
<npeHTudukaTop Ha
aHanuaa> He e JOCTbMEH).

Code (Koa): 0x400

Assay <assay_name> not
active (AHanu3bT <MMe Ha
aHanuaa> He e BKITIOYEH).

Assay <assay_name>
already imported.
(AHaNM3BLT <UMe Ha
aHanvza> Beve e
MMMNOPTHPaH).

Code (Kog): 0x0304

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

Importing ADF <adf_name>
failed. (MmnopTnpaHeTo Ha
havina ¢ gepmHnumaTa Ha
aHanusa <ume Ha pavna> e
HeyCneLuHo).

Code (Kog): 0x0305

Login failed! (HeycnewuHo
Bnu3aHe!)

Login failed! The user is not
activated. (HeycnewHo
Bnu3aHe! MNoTpebutenart He
€ aKTMBUpaH.)

Login failed! Wrong
Password! (HeycnewuHo
Bnu3aHe! MpewHa napona!l)

Login failed! User
identification does not exist.
(HeycnewuHo Bnu3sane!
VpoeHTndmkaTopbT Ha
notpeburens He
cblecTByBa.)

Passwords are not identical
(Maponute ca pa3nuyHn)!

OTKpVITa € Heo4akBaHa rpeLuka
no BpemMe Ha nocnegHus Tect.

O6wa cuctemHa
Hen3npaBHOCT.

Bb3HuKHana e HeovyaksaHa
rpeLLKa npu akTyanuampaHeTo
Ha QlAstat-Dx Analyzer 1.0.

B USB yctporiictBoTO 32

CbXpaHeHue He e OTKpUT
noaxoasw, .dbk dann c

pes3epBHO Konue.

AHanu3bT, CbOTBETCTBALY Ha
KaceTaTta 3a aHanu3 QlAstat-
Dx, He e UMnopTVpaH B
QlAstat-Dx Analyzer 1.0.

AHanM3bT He e BKITYEH.

B 6asarta gaHHu nma aHanms
CbC CbLUMSA NAEHTUUKATOP K
Bepcus.

dannbT ¢ geduHMumnaTa Ha
aHanusa 3a umnopTMpaHe e
HenpasBuneH.

dannbT ¢ geduHMumnATa Ha
aHanusa 3a umnopTMpaHe e
HenpasBuneH.

OnuTHT 3a BNu3aHe e
HeycCreweH.

MoTpebutensaT Hama
paspeLueHu1e Aa u3nonasa
QlAstat-Dx Analyzer 1.0.

BbBegeHata napona e
HenpasunHa.

MoTpebutensT He e nobGaBeH B
cuctemara.

3a ga sagagete HoBa napona,
Tpa6Ba Aa A BbBeAeTe no
€[M1H 1 Cbll HauYVH ABa MbTy.

OnwuTaiiTe OTHOBO Aa M3MbMHUTE TecTa C HoBa KaceTa 3a
aHanu3 QlAstat-Dx. Ako npobnembT Nnpoabkasa unm
Bb3HWKBA Y4eCTo, ce 06bpHeTe KbM , TeXHUYEeCKo
obenyxsaHe” Ha QIAGEN.

PecrapTupaiite cuctemata. Ako npobnembT
npoabIxaea, ce 06bpHeTe KbM , TEXHUYECKO
obcnyxeare” Ha QIAGEN.

O6bpHeTe ce kbM , TexHnyYecko obenyxBaHe" Ha
QIAGEN.

MposepeTe ganu dannsT cbliecTsya B USB
YCTPOMCTBOTO 3a CbXpaHeHue. Ako npobnembT
npoabnxasa, ce obbpHeTe kKbM , TexHU4ecko
obecnyxsaHe” Ha QIAGEN.

MmnopTtupaiite aHanusa B QlAstat-Dx
Analyzer 1.0 (BuxTe pa3gen 6.7.3).

BknioyeTe aHanusa (BuxTe pasgen 6.7.1).

AHanu3bT BeYe e 3apefeH B cuctemata. He e HyxHo aa
npaBuUTe HULLO.

WM3TterneTte oTHOBO (havina ¢ gemHMUmMATa Ha aHanm3a
oT www.giagen.com. O6bpHeTe ce KbM , TeXHUYECKO
obcnyxeaHe” Ha QIAGEN, ako npo6nembT npoabxasa.

WM3Tternete oTHOBO (havina ¢ gemHMUmMATa Ha aHanm3a
oT www.giagen.com. O6bpHeTe ce KbM , TEXHUYECKO
obcnyxeaHe” Ha QIAGEN, ako npobnembT npoabxasa.

OGbpHETe ce KbM pbkoBOAUTEN Ha nabopaTopusa unm
aAMVHUCTPATOp Ha anapara.

OGbpHETe ce KbM pbkoBOAUTEN Ha nabopaTopusa unm
aAMVHUCTPATOp Ha anapara, 3a Aa aKTueupa
notpebutens (BuxTe pasagen 6.6.1).

Cren Tpy HeycrnewwHy onuTa 3a BbBeXaaHe Ha naponara
notpebuTensaT TpsibBa Aa n3yaka efHa MUHYTa, Npeaun Aa
onuTa OTHOBO Aa Briese. AKo cTe 3abpaBunu naponara,
ce o6bpHETE KbM aMUHWCTPaTOpa Ha anapara, 3a ja
3apage Hosa.

O6bpHeTe ce kbM agMUHUCTPaTOpa Ha anapara unu
pbkoBoauTens Ha nabopatopusita Aa 4o6asu HOBUS
noTpeburen.

BbBeneTe ABe eqHakev naponu.
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Ipewka/npepynpexaeHne OGAcCHeHue

KomeHTapw U npeanoxeHus

Invalid Password! Min.
length 6 characters. Max.
length 15 characters.
Allowed characters: 0-9, a—
z, A-Z, _, space.
(HeBanugHa napona!
MwuHumanHa gbmkuHa 6
3Haka. MakcumanHa
ObImkuHa 15 3Haka.
PaspeweHun 3Haum: 0-9, a—
z, A-Z, _, nHTepBarn.)
Export failed

(ExcnopTupaHeTo e
HeycneLuHo)!

Maponara He oTroBaps Ha
npaBunara 3a CUrypHocCT.

Bb3HuKHana e HeovyaksaHa
rpeLuka rno Bpeme Ha
onepauusiTa 3a ekcrnopTupaHe
Ha pesynTaTu.

He e otkputo USB ycTpoiicTBo
3a cbxpaHeHue B QlAstat-Dx
Analyzer 1.0.

USB ycTpoicTBoTO 3a
CbXpaHeHune e KpUNTMpaHo unu
He e hopmaTMpaHo BLB
copmat FAT32.

HewusnpasHocT B 6apkog
YeTeua.

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

Bar code reading failed.
(BapkoabT He e npoyeTeH
yCneLHo.)

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

3a T03u Gapkon HsIMa 3apeaeH
aHanua B cuctemara.

Test failed, Error:
(HeycnewueH TecT, rpeLuka:)
<Kop Ha rpeLuka>.

TecTbT e HeycneLleH ¢
rpeLuka.

User has no right to execute
assay
<assay_name>.(MoTpebute
NAT HAMa NpaBo Ja
M3MbIHW aHanu3a <uve Ha
aHanusa>).

Code (Kog): 0x0402

Cartridge already used.
(Kacetara Beye e
13rnon3eaHa.)

MoTpebutensT Hama
paspeLueHve ga 3nbiHn
aHanwuaa.

Beue n3nonseaHa kaceta 3a
aHanus QlAstat-Dx He moxe aa
ce 13nonssa OTHOBO.

Kacetata 3a aHanu3s QlAstat-
Dx He MOXe [a ce U3non3ea,
3aLLOTO HEMHUAT CPOK Ha
rOOHOCT € U3TEKBII.

Cartridge expired.
(KaceTara e c n3tekbn cpok
Ha rofHocT.)

MocTaBeHaTa KaceTa 3a
aHanus QlAstat-Dx He
CbOTBETCTBA Ha kaceTaTa,
oTkpuTa oT 6apkop yeTeLa.

He moxe pga ce cb3gage dain
C pes3epBHO Konve.

Different cartridge inserted.
(MocTaBeHa e pasnuyHa
KaceTa.)

Failed to create file.
(HeycnewHo cb3naBaHe Ha
aiin.)

HIS/LIS timeout. (U3Tekbn
CpOK 3a 134akBaHe Ha
BUC/NNC.)

CpoKbT 3a KOMyHUKaLmsiTa
mexay anapata u JINC e
M3TEKbI.

3apaiiTe napona ¢ MMHUManHa AbMmkrHa 6 3Haka n
MakcumarHa ObikuHa 15 3Haka, KoAaTo Cbabpa camo
nossonenute 3Hauu: 0-9, a-z, A-Z, _, n4Tepean.

OnuTaiiTe 0THOBO onepauusTa. Ako npobremsT
npoabnxasa, ce 06bpHETE KbM , TEXHUYECKO
obcnyxsare” Ha QIAGEN.

MoctaBeTe USB ycTpoiicTBo 3a cbxpaHeHue B USB
nopTa.

O6bpHeTe ce KbM , TexHnyecko obcnyxsaHe” Ha
QIAGEN.

BapkoabT Moxe Aa e nospeaeH. Manonasante apyra
KaceTa 3a aHanu3 QlAstat-Dx.

Ako npobnembT Nnpoabkaea, ce 06bpHeTe KbM
»TexHnyecko obcnyxsaHe” Ha QIAGEN.

OnwuTaiiTe Aa U3NbNHUTE TeCTa OTHOBO C HOBA KaceTa 3a
aHanua QlAstat-Dx. Ako npobnembT npoabMxasa, ce
obbpHeTe kbM , TexHuyecko obenyxeare” Ha QIAGEN n
MM KaxkeTe KakBO nuLle B CboBLLEHMETO C kofa Ha
rpeLukarta.

PaspelueHve moxe ga 6bae AageHo oT ekpaHa User
Management (YnpasneHue Ha noTpebutenute) (BuxTe
pa3gen 6.6).

[enoHupaiiTe nsnonasaHata kaceta 3a aHanu3 QlAstat-
Dx no cboTBeTHUTE pa3nopenbu 3a 6esonacHoCT n
AenoHunpaHe. M3nbnHeTe TecTa ¢ HOBa kaceTa 3a aHanun3
QlAstat-Dx.

KaceTaTa 3a aHanu3 QlAstat-Dx Beye He Moxe aa ce
n3non3ea. [lenoHupainTe kaceTaTa Nno CbOTBETHUTE
pasnopenbu 3a 6e3onacHOCT U AenoHMpaHe.

MocTtaBeTe kaceTaTa 3a aHanu3 QlAstat-Dx, ckaHupaHa ¢
bapkop veTeua.

USB ycTpoiicTBOTO 3a CbxpaHeHue He paboTu. OnutanTte
0THOBO ¢ Apyro USB yCTpOWCTBO 3a CbXpaHeHue.

MpoBepeTe cToriHocTTa Ha Timeout (Cpok 3a
n3yvakBaHe) B HacTponkute Ha BUC/NNC n ysennyeTe
cToiiHOCTTa. AKO Beve e 3apajieHa MakcumanHarta
CTOMHOCT, ce o6bpHeTe kbM , TexHuyecko obcnyxeaHe”
Ha QIAGEN.
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Ipewka/npeaynpexaeHue

O6sicHeHue

KomeHTapw U npeanoxeHus

Results in state "Uploading”
or "Expired" cannot be
uploaded. (Pesyntatu cbe
cbeTosiHme ,Uploading”
(Kaya ce) unu ,Expired”
(N3Tekbn) He morart aa ce
Kaysar.)

The maximum number of
results for upload <num> is
exceed <num>.
(MakcumanHusT 6poit
pesynTaTu 3a KayBaHe
<Gpoit> e NpeBuLLEH:
<6poin>.)

No book order for this
sample ID. Do you want to
continue anyway? (Hama
paboTHa nopbyka 3a To3n
naeHTudmkaTop Ha
anukeoTHa YacT. Mckate nn
fa NpoAbIKUTE BbMPEKM
TOBa?)

Order not found.

(MopbykaTa He e
HamepeHa.)

Ordered assay not installed.
(MopbYaHMAT aHanus He e
MHCTanupax.)

No connection to HIS/LIS.
(Hama Bpb3ka ¢ BUC/NNC.)

PesyntaT ¢ n3tekbn cpok 3a

Ka4yBaHe He MOXe [a Ce Ka4yBa

MOBTOPHO.

Korato eguH pe3ynTtart € Beve

cbC cbeTosHMe ,Uploading”

(KauBa ce), Tol He MOXe aa ce

KayBa OTHOBO.

MaxkcumanHuat 6pon
pesynTaTi 3a eqHOBPEMEHHO
Ka4yBaHe e JOCTUrHaT.

JINC He e BbpHana nopbuka 3a
TeCT 3a AafeH naeHTudgukaTop

Ha anukeoTHa yacT. Force
Order (PopcupaHe Ha
nopwbYka) e usknovyeHa B
Order Settings (HacTpoviku
3a nopbukKa).

JINC He e BbpHana nopbuka 3a
TecT 3a AafeH naeHTudbukaTop

Ha anukeBoTHa YacT. Force
Order (PopcupaHe Ha
nopwbuka) e ,enabled”
(BkntoyeHa) B Order Settings
(HacTpoiku 3a nopbuka).

3asBeHUAT B nopbykaTa 3a

TeCTa aHanm3 He € MHCTanupaH

Ha QlAstat-Dx Analyzer 1.0.

MmeTo Ha aHanusa B QlAstat-
Dx Analyzer 1.0 He cbBnaga ¢
MMETO Ha aHanv3aa, usnpaTeHo

ot JINC.

Hsama Bpb3ka mexay JINC n
QlAstat-Dx Analyzer 1.0.

CpoKbT 3a U34akBaHe MOXe Aa ce NpoMeHU B
HacTpowkute Ha BUC/TTNC.

Cnep kaTto n3nese ot cbeTosiHme ,Uploading” (KauBa ce),
pe3ynTaTbT MOXe a Ce Kayu OTHOBO.

OTmeHeTe M360pa Ha HAKOW OT pe3yntatute n onuTanTe
OTHOBO.

MpoabmkaBaHeTo Ha TecTa 0O3Ha4YaBa, Ye HeroBusT
pesynTtaTt Beye HAMa Aa uMa cboTBeTHa nopbyka B JINC
cnen Ka4yBaHeTo Ha pesynrtara.

TecTbT He MOXe Aa ce n3nbnHW. MpuinHuTe 3a ToBa
cbobueHve moraT aa 6baar cnegrute: JINC He e
nanparuna nopbyka 3a ugeHTudvkatopa Ha
anuKBoOTHaTa YacT, M3TeKbIT € CPOKbT 3a U3YaKkBaHe Uu
1Mma npoGrieM BbB Bpb3kaTa C XxocTa.

WHcTanupanTe CbOTBETHUS aHanma.

MpoBepeTe LIS assay name (Mme Ha aHanusa B JIUC) B
HacTpoikute Ha BUC/NTNC.

MposepeTe AaHHWTe 3a Bpb3kaTa B HACTPONKNTE Ha
BUC/MnC.
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10 TexHun4yecku cneumdomkaumm

Ycnoeus 3a pa6oTa

M3nckBaHnst KbM
3axpaHBaHeTo

KoHcymaumst Ha eHeprus
Mpegnasuten
Temnepatypa
BriaxHocT

Hagmopcka BUCOYMHa
CeeTnuHa

100-240 V~

50-60 Hz

MHespo IEC 60320-1 C14

300 VA Ha aHanuTuyeH moayn (AM)

1 6pon 8 A, 3akbcHUTEN

15-30 °C

20-80% oTHOCUTENHa BNaXXHOCT, HEKOHAEH3VpaLla
0-2200 m

[o 4000 lux

YcnoBus 3a TpaHcnopTupaHe

TemnepaTypa

0-55°C, makcumym 85% oTHOCMTENHa BaXHOCT, HEKOHAEH3MpaLla

EnektpomarHutHa cbBmectumocTt (EMC)

M3unckeaHust 3a EMC

OtroBaps Ha IEC 61326 knac A

O6opyaBaHeTo e npegHasHayeHo 1 nanpobeaHo 3a CISPR 11 knac A. B
[oMallHa cpefa MoXe fa NPUYMHN PaANOCMYLLEHWS U B TaKbB Clyvain moxe
[a ce Harnoxwu Aa rv orpaHuymTe.

MexaHW4YHU AaHHU N XapaoyepHuU KOMMNOHEHTHU

OnepaTtuBeH moayn
Pasmepu

Terno

AHanuTnyeH mopyn
Pasmepu

Terno

UHTepdeic 3a Ethernet
USB noptoBe

LWLnpuHa: 234 mm
Bucouuna: 326 mm
ObnbouynHa: 517 mm
5 kg

WnpuHa: 153 mm
BucouuHa: 307 mm
Obn6oynHa: 428 mm
16 kg

1 6pon 10/100 — Base-T Ethernet
1 otnpeg n 3 oT3ag
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11 lNpunoxeHus

11.1 NHcTanupaHe n KoHurypmpaHe Ha npuHTep

[lONbAHUTENHN HacoKM 3a 4YecTo 3adaBaHM BbMNPOCM BbB BPb3ka C OTCTPAHABAHETO Ha
npo6nemu Npu HacTpoika Ha NPUHTEP U HACOKK 3a U3bAreaHe Ha YecTn NpPoGnemMu ¢ npuHTepa
morart aa 6baat otkputi Ha QIAGEN.com/QIAStat-Dx_PrinterSetup.

11.1.1 WHcTanupaHe Ha npuHTep ¢ USB
ManbnHeTe cnegBalinTe CTbNKKU, 3a Aa UHCTanuparte NpuHTEep C Bpb3Ka Nno USB:

1. Cebpxete USB kabena ot npuHTepa ¢ eguH ot USB nopToBeTe Ha onepatneBHMs mogyn.
Mma 4 goctbnHu USB nopta: 1 oT gsacHaTa cTpaHa Ha ekpaHa 1 3 Ha rbpba Ha anaparTa.

2. BkntoyeTe npuHTepa oT Printer Settings (HacTpolikv Ha npuHTepa), kaTo nsdepeTe
cboTBeTHaTa onuust PRINTER (MPUHTEP) unu nictanmpaiTe CbOTBETHUSA ApanBep
CUPS, kakTo e onncaHo B npunoxexve 11.1.3.

3abenexka: AKo oTnevaTBaHeTO Npes NpeABapuUTeNnHO MHCTanupaHus NpuHTep He paboTu
ce npenopbyBa fNokaneH KOMMITLP Aa ce cebpxe kbM QlAstat-Dx Analyzer u aa ce

crefBaT UHCTPYKUMUTE 3a MHCTanupaHe Ha npuHTep npes Ethernet (BukTe Pasgen 11.1.2).

3abenexka: Ako oTnevaTBaHeTo nNpes cebp3aH Ype3 USB npuHTep He paboTn, cbeTosiHMe
Ha 3apavata 3a oTneyaTBaHe M Apyra MHdopmauns Moxe Aa ce OTKpue Ypes uHTepdeiica
CUPS. 3a goctbn 40 Hero ce npenopbyBa fokaneH KOMMTbLP Aa ce cBbpxe kbM QlAstat-
Dx Analyzer n aa ce cniegBaTt MHCTPYKUMUTE 3a MHCTanMpaHe Ha npuHTep npes Ethernet
(BwxTe Pasgen 11.1.2).

11.1.2 WHcTtanupaHe Ha npuHTep ¢ Ethernet

3abenexka: 3a nHctanupaHe Ha npuHTep npe3 Ethernet ce usmckBa HanMuMeTo Ha MpEXOB
npuHTEp, nokaneH komnioTbp 1 QlAstat-Dx Analyzer, pasnonoxeHu B egHa 1 cblya nokanHa
Mpexa.

M3nbnHeTe cnegpalumTte CTbMNKK, 3a ga MHCTanmpaTte MpexoB NpuHTep C Bpb3kKa Nno Ethernet:

1. CebpxeTe npuHTEpa ¢ Ethernet mpexa v ro BkroveTe.
Paspewete mpexoBute HacTporikn Ha QlAstat-Dx Analyzer (BuxTe Pasgen 6.8.6).
YBepeTe ce, Ye MpexoBaTa KOH(UrypaLmsi Ha NOKaNHWUs KOMMITLP € NpaBuIHa.

WHcTanupanTte gpansepa CUPS OT MHTEPHET, KaKTo € OnMcaHo B npunoxeHune 11.1.3.

o M 0N

Pectaptuparite QlAstat-Dx Analyzer 1.0, kaTO ro U3KMOYMTE U BKINIOYUTE OTHOBO.
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6. Bkntoyete npuHTepa ot Printer (MpuHTEp) B HAcTpoiikmTe, kaTo n3bepeTte HoBaTa

OOCTbMHa onuus (MHCTanMpaHnust NPUHTEP) U HaTtucHeTe Save (3anuc).
11.1.3 WHcTanupaHe Ha gpariesep 3a npuHtep CUPS

CUPS (Common UNIX Printing System) npeacrtaBnsiBa cuctema 3a nevat 3a nogobHu Ha Unix
KOMMIOTBPHU OMNepauyoHHN CUCTEMU, KOATO NO3BONSABa Ha onepatmBHus moayn Ha QlAstat-Dx
Analyzer 1.0 ga pabotn kato cbpBbp 3a nevat. CUPS usnonssa gpavisepu ot tuna PPD
(Onucanve Ha PostScript® npuHTep) 3a BcuYkmM nNevaTalum ycTponcTea — PostScript u apyru. B
onepatmBHusa moayn Ha QlAstat-Dx Analyzer 1.0 uma pabpuyHo nHctanupanu gpansepu PPD,
HO MoraT fa ce kayBaT 1 OpYru.

3abenexka: QIAGEN He moxe ga rapaHTupa, 4e Bceku npuHTep we pabotn ¢ QlAstat-Dx
Analyzer 1.0. B npunoxeHue 11.1.4 e HamepuTe CUCHK C TeCTBAHUTE MPUHTEPMU.

3a pa MHCTanupaTte HOB p,pa|7|Bep 3a NpuHTEep, n3nbiiHeTe cnenBalnTe CTbNKU:

1. Bkmovete CUPS B npunoxHusi codptyep Ha onepatmeHusa Mogyn Ha QlAstat-Dx
Analyzer 1.0 nog Options (Onuuu) --> System Config (KoHcurypauus Ha cuctemara) -->
Network (Mpexa) --> Enable CUPS (BkntouBaHe Ha CUPS) n cnep ToBa HaTtucHeTe Save
(3anuc), 3a ga 3anuweTe HacTponkuTe (Tasu nNpoueaypa TpsibBa Aa ce n3BbPLUM C NpaBa Ha

agMUHUCTpaTop).

2. Ha komnioTbp B cbluyaTta rokanHa mpexa, sBneare B CUPS npes ye6 6payabp (Hanpumep:
http://10.7.101.38:631/admin).
3abenexka: IP-agpecbT, kONTO TpsAOBa Aa ce n3nonsea, MoXxe Aa ce Hamepwu B Options
(Onuwun) --> System Config (KoHdwurypaums Ha cuctemata) --> Network (Mpexa) -->
MAC/IP address (MAC/IP agpec).
3nons3eanTe cnegHUTe JaHHM 3a BriM3aHe:
User name (MotpebuTtencko nme): cups-admin

Password (Mapona): nsnonssante naponara B NpUNoXHUs codpTyep Ha onepaTuBHUSA
moayn Ha QlAstat-Dx Analyzer 1.0 nog Options (Onuwuu) --> System Config
(KoHdurypaums Ha cuctemara) --> Network (Mpexa) --> CUPS settings (Hactpoviku Ha
CUPS).

3. LpakHeTte Bbpxy Add printer (Jo6aBsiHe Ha NPUHTEP).

4. W3bepeTe NpUHTEP OT CNMCHKa C NPUHTEpUTE B MpexaTa 1 HatucHeTe Continue
(MpoabmkaBaHe).

5. N36epeTe Share this printer (CnogensiHe Ha T03u NpuUHTEpP) U HaTUcHeTe Continue
(MpoabmkaBaHe) (durypa 82).
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& | [ Add Printer - CUPS 2.0 X i+ 3
< D (D 107.101.138

*« CUPS.org

+ Home

* Administration
* Classes

* Help

» Jobs

* Printers

Add Printer

Add Printer

[HP_Officejet_Pro_6230

(May contain any printable characters except "/,
[HP Officejet Pro 6230

(Human-readable description such as "HP LaserJet with Duplexer”)

(Human-readable location such as "Lab 1)

Connection: socket://10.7.101.237:9100
Sharing: Share This Printer

Name:

Description:

Location:

CUPS and the CUPS logo are trademarks of Apple Inc. Copyright © 2007-2015 Apple Inc. All rights reserved.

®urypa 82. EkpaH 3a no6aBsiHe Ha NPUHTEp.
W3bepeTe gpariBepa 3a Bawmsa npuHtep 1 HatucHeTe Add Printer (Jo6aBsiHe Ha NpUHTEP).

3ab6enexka: AKo ApanBepbT 3a Bawwmsa npuHTep He dourypmpa B cnmcbka, U3nosnssante
Han-cTaHOapTHUA AparBep 3a MapkaTa Ha Balwumsa npuHTep. AKO HUTO eVH OT ApanBepuTe
B CMMCbKa He CTaBa, uaterneTte Heobxogmmusa gparvisep CUPS kato PPD caiin oT uHTepHeT
1 ro usbepete B noneto Or Provide a PPD File (Mnu nocoyete PPD caiin), npeau aa
HaTucHeTe Add Printer (JoGaBsHe Ha npuHTep) (durypa 83).

PbkoBoacTBO 3a notpebutens Ha QlAstat-Dx Analyzer 1.0 01/2021



F 4 | B Add Printer

= ealel

CUPS . org

+ Home
Administration
Classes

* Help

* Jobs

* Printers

Add Printer

Name:
Description:
Location:
Connection:
Sharing:
Make:

Model:

Or Provide a PPD File:

-CUPS 20, X |—|— v

(i) 10.7.101.138:631/admin

Add Printer

HP_Officejet Pro_6230
HP Officejet Pro 6230

socket://10.7.101.237:9100
Share This Printer
HP | Select Another Make/Manufacturer |

HP Color LaserJet Series PCL 6 CUPS (en) -
HP DesignJet 600 pcl, 1.0 (en)

HP DesignJet 750c pel, 1.0 (en)

HP DesignJet 1050c pcl, 1.0 (en)

HP DesignJet 4000 pcl, 1.0 (en)

HP DesignJet T790 pcl, 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) -
Examinar...
Add Printer

CUPS and the CUPS logo are trademarks of Apple Inc. Copyright © 2007-2015 Apple Inc. All rights reserved.

®urypa 83. U360p Ha ApaiBepa 3a NpuHTEpa.

7. WN3BepeTe npasBunHusa Media Size (Pa3vep Ha nucta) (Hanpumep ,A4"), 3aLL0TO HsIKOU
NPUHTEPU HAIMA fa nevaTart, ako oopMaThT Ha NucTa e rpeleH. Cnea ToBa 3anuwieTe
n3bopa ¢ HaTuckaHe Ha Set Default Options (3agaBaHe Ha onuunTe No nogpasdupaHe)

(cpurypa 84).
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By < [ setPrinter Options - CL X ‘+ s
S Dl @ 107.101.138

» CUPS.org

« Home

+ Administration
* Classes

* Help

» Jobs

* Printers

Set Printer Options

Set Default Options for HP Officejet Pro 6230

General Banners Policies

http://10.7.101.138:631/admin

General
Media Size: [ |
Color Mode: CMYK  ~
Resolution: 300dpi ~
Media Source:
Media Type: Plain Paper
Set Default Options
Banners
Starting Banner:
Ending Banner:
Set Default Options
Policies
Error Policy:
Operation Policy:
Set Default Options

®durypa 84. U36op Ha npaBunHua Media Size (Pa3mep Ha nucTa).

8. WskntoueTe onepatnBHUa Moayn Ha QlAstat-Dx Analyzer 1.0, kaTo usnonssare 3agHus

npeBKn4YBaTen n cneg Toea ro Bkro4yeTe OTHOBO, 3a Aa MOXeTe a n3nona3sarte

Opavisepa.

9. BknoyeTe MHcTanmpaHus npuHTep nog Options (Onuun) --> System Config

(KoHdpurypaumus Ha cuctemara) --> Printer (MpuHTep). N3bepeTe xenaHnsa npuHTep un

HaTUcHeTe Save (3anmc). [MNpuvHTEPBLT BEYe e roToB 3a M3MNosi3BaHe.
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11.1.4 Cnuncbk C TECTBAHUTE MPUHTEPU

KbM MOMeHTa Ha wu3gaBaHe Ha HacTOSAWOTO PBbKOBOACTBO 3a noTpebutens, crnegHute
npuHTepn ca tectBaHu oT QIAGEN u ca ceBmecTumun ¢ QlAstat-Dx Analyzer 1.0, kakto no USB,
Taka u no Ethernet Bpb3ku:

e HP® OfficeJet® Pro 6230
e HP Color LaserJet® Pro M254dw
® Brother® MFC-9330CDW

3a Hall-CKOpOLWHMA ChUCbK ¢ TecTBaHWTe npuHTepn nocetete QIAGEN.com/QIAStat-
Dx_PrinterSetup.

Opyrn npuHTepn Moxe pda ca cbBmecTuMu c QlAstat-Dx Analyzer 1.0, ako ce u3NbhAHU
npouegypara, onvcaHa B npunoxeHue 11.1.3.

11.2 [eknapaums 3a CbOTBETCTBUE
Wme v agpec Ha 3aKOHHWS Npon3BoOAUTEN:
QIAGEN GmbH

QIAGEN Strasse 1, D-40724 Hilden, M'epmaHus

AKTyaﬂHa D,eKﬂapaLl,I/lﬂ 3a CbOTBETCTBME MOXE Oa ce Noucka ot ,,TeXHI/I‘-IeCKO o6cny>|<BaHe“ Ha
QIAGEN.
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11.3 OTnagbum OT eNeKTpMYecKo 1 enekTpoHHo obopyaeaHe (OEEQO)

To3n pasgen faBa WHGOpPMauMsi 3a [EMOHMPAHETO Ha OTnaabUM OT EneKTPUYEcKo U
enekTpoHHO o6opyaBaHe OT NoTpebuTenuTe.

CuUMBOMBT CbC 3a4epkHaTa kodha Ha konenua (BUXTe Mo-4omny) o3Hayasa, Ye TO3U NPOLyKT He
TpsGBa Ja Ce W3XBbPNS C ApyruTe oTnagbuu; Ton TpsibBa Aa ce 3aHece B 0406GpeHO
CbOpbXeHWe 3a npepaboTka wnuM cbOUpaTeneH NyHKT 3a PeuuknMpaHe B CbOTBETCTBUE C
MECTHMTE HOpPMaTMBHU pa3nopenou.

PasgenHoTto c1:6mpaHe N peuuknmpaHe Ha otnagbun OT €N1IeKTPOHHO o6opy,u,BaHe B MOMEHTa
Ha [OenoHupaHeTo nomMara 3a CbXpaHABaHETO Ha npupoaHuTe GoratctBa 1 ocurypssa
peunknmpaHeTo Ha n3genmeTo no HaduH, KOWTO ona3Ba YOBELLKOTO 34paBe 1 OKOoJHaTa cpena.

PeuwnknupaHe moxe ga ce ocurypm ot QIAGEN no 3asBka 1 cpelly OOMbIHUTENHO 3annallaHe.
B EBponenckus Cbio3, CbrMacHO KOHKPETHUTE WU3MCKBaHuA 3a peuuknupaHe Ha OEEO u B
cnyyan 4ye QIAGEN npepoctaBsi 3aMeHsiLL, NpoaykT, ce npeanara 6e3nnaTHoO peuuknmpaHe Ha
o6o3HayveHoTo kaTo OEEO enekTpoHHO obopyaBaHe.

3a peuunknupaHe Ha enekTpoHHO obopyaBaHe MoxeTe fda ce OObpHeTe KbM MECTHUSI
Tbproeckn oduc Ha QIAGEN, 3a ga nonyuute Heobxoommms cdopmynsp 3a BpblaHe. Cnep
usnpawaHeto Ha dopmynsipa QIAGEN we ce ob6bpHe kbM Bac 3a pgonbnHuTenHa
MHpopMaLmMsa 3a HaCpo4BaAHETO Ha B3UMAHETO Ha OTnagbLUMTE OT eNeKTPOHHO obopyaBaHe nnm
we Bw kankynupa nHgmemayanHa ueHa.
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11.4 Knay3a 3a OTrOBOpPHOCT

QIAGEN ce ocsoboxgaBa OT BCSIKakBW 3aAbJKEHUS MO cunata Ha npefocTaBeHaTa OT Hero
rapaHumsi, ako PeMOHTU WMU M3MEHEHWS Ca W3BBbPLUEHUM OT Nuua, KOMTO He Ca Herosu
cnyxutenun, ocseH B cnydaute, korato QIAGEN e npepgoctaBuno nvcMeHo cbriacue 3a
M3BBPLUBAHETO Ha TaKvBa PEMOHTU UMW U3MEHEHUS.

Bcuuykm maTepmanu, CMEHeHV No curaTa Ha HacToswaTa rapaHuus, npoabipkaeaTt ga umar
rapaHuMsi camo [0 Kpasl Ha MbpBOHAYasnHus rapaHLMOHEH CPOK M HUKOra crnej patata Ha
M3TUYAHETO Ha MbpBOHAYarHUSA rapaHUMOHEH CpOK, OCBEH NpW MUCMEHO ofobpeHue oT
AnbxHOCTHO nuue Ha QIAGEN. MaxogHnTe 1 uHTepdencHUTE YCTPOMUCTBA, KaKTO 1 CBBbP3aHUST
C TAX codpTyep, MMaT rapaHums camo 3a cpoka, NPefocTaBeH OT OPUrMHaNHWS NPOn3BOAMTEN
Ha Te3u NpoayKTU. BcakakBy M3SBNEHNS U rapaHuum OT Nnua, BKIIOYUTENHO NpeacTaBUTeNn Ha
QIAGEN, kouTO npoTMBOpeYaT nnm He CbOTBETCTBAT Ha YCINOBUSITA Ha HacTosLaTa rapaHuus,
He 3agbmkaBaT QIAGEN, ocBeH ako He ca HanpaBeHW NUCMEHO 1 0406pPeHN OT OJTBKHOCTHO
nuue Ha QIAGEN.
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11.5 CnopasymeHune 3a CoOpTyepHO NULEH3NpaHe

PEO W YCNOBNA Ha HOPUONYECKOTO CIMNOPA3YMEHUE (HapuyaHo no-HaTaTbk
.Cnopa3symenue®) mexgy QIAGEN GmbH, QIAGEN Strasse 1, D-40724 Hilden, MepmaHus,
(HapynyaHo no-Hatatbk L,QIAGEN®) n Bac (duanyecko unu 1opvanMHecKo nuue) Kato
nuueHsonony4vaTten Ha codTyepa (HapuyaH no-Hatatbk ,,COPTYEP*)

C viHcTanupaxeTo 1 nsnona3saHeto Ha COPTYEPA npuemarte n ce 3agbimkaBaTte Aa cnassarte
ycrnoBusiTa Ha HactoswoTo CnopasymeHve. AKO He npuemarte ycrnoBusiTa Ha HacToSALWOTO
CnopasymeHne, BbPHETE CBOEBPEMEHHO COMTYEPHUTE MaKeTU W MpuapyxaBawute v
MaTepuanu (BKMOYUTENHO NMUCMEHN) Ha MACTOTO, KbAETO CTe M nonyyunu, 3a ga Bu Obgar
Bb3CTaHOBEHN n3usano pasxoaute 3a COOTYEPA.

1. NMPEOOCTABAHE HA NNLIEH3

O6xsart. Mo pepa u ycnoBusATa Ha HactosawoTo Cnopasymenune, QIAGEN Bu npepocrtaes
CBETOBEH, TMOCTOSIHEH, HEWU3KMOYUTENEH W HEMNpexBbpsfisieM IUUEH3 3a W3MNorf3BaHe Ha
COOPTYEPA egnHcTBEHO 3a UenuTe Ha Balwarta BbTpelLHa AeAHOCT.

HamaTte npaso ga:

® uy3meHsiTe usuAno unun yactnyHo COPTYEPA, obeanHsaBaTe YacTu OT Hero ¢ apyr cogdryep,
otaenate komnoHeHTn Ha COPTYEPA ot COOTYEPA vnu — ocBeH B paspelueHaTta oT
3aKOHa CTEMNEeH 1 Npu pa3peLleHnTe OT 3aKoHa OBCTOSATENCTBa — Cb3aBaTe NPOU3BOAHM
npoayktn ot CO®TYEPA, genpoektupare, gekomnunupaTte, gesacembnumpaTte nnm
M3BnMyaTe no Apyr HaumH n3xoaHusi nporpamer kog oT COPTYEPA unu npaBute onnutu 3a
ToBa

o xonunpate COPTYEPA (oCBeH N0 NOCOYEHMsI NO-rope pen)

® oTAaBaTe noJ Haem, NPexBbLPNSATe, NpofasaTe, paskpmBaTe, U3BbpPLUBATE CAENKU CbC
COODTYEPA vnu npepoctaeate cammnst COPTYEP nnu npaBa Bbpxy HEro nog kakeato u ga
6uno opma 6e3 npeaBapuUTENHOTO NMCMeHO cbrnacue Ha QIAGEN;

® oTcTpaHsBaTe, NPOMEHATE, 3aKpMBaTe, HapyLlaBaTte unv obaBsiTe KbM 3alUTEHNTE
CbOOLLEHUS, HAAMUCU, TBPTOBCKM NN APYTY MapK1U U HAMMEHOBAaHUS, NMPUIOXKEHN KbM UM
cbabpxawm ce B COPTYEPA,;

e usnonsgate COPTYEPA no HauvH, KONTO HapyLlLlaBa nNpaBaTa Ha UHTenekTyanHa
cobctBeHocT unu apyrv npaea Ha QIAGEN wnu gpyrv nuua; unm

e u3nonssate COPTYEPA 3a npegocraBsiHe Ha yCryri No mpexa unu apyrv ycnyru ¢ 6asm
OaHHW Ha Apyrv nuua.

M3non3BaHe Ha eaunH KomnoTbp. HacToswoto Cnopa3symenne Bu gaBa npaBo ga uanonssarte
eaHo konne ot COOTYEPA Ha eguH koMnioTbp.
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MpobHu Bepcun. CpokbT Ha npobHuTe Bepcum Ha COPTYEPA wmoxe pa wusteve
cnepg 30 (TpuaeceT) AHM 6e3 npeguaBecTue.

Codptyep c oTBOpeH nsxoaeH kog/Codptyep Ha TpeTn nuua. HactosawoTto CnopadymeHue He ce
oTHacst 3a copTyepHU KOMMOHEHTU, NAeHTUdULMPaHM KaTo NpeaMeT Ha NuueHs 3a codTyep ¢
OTBOPEH U3XOAEH KO B CbOTBETHUTE haiinoBe ¢ Aeknapauuv, NMueH3v u/mnm aBTopcku npaea,
NPUNOXeHN KbM nporpamuTe (HapuyaHu cbBKynHO ,CodhTyep ¢ OTBOpEeH M3XoAeH Koa®).
OcBeH TOBa, HacToswoTo CrnopasymMeHne He ce oTHacsa 3a Apyr codTyep, 3a KOroto Ha
QIAGEN e npepoctaBeHO eAUHCTBEHO CLOTBETHOTO MPaBO 3a MNon3BaHe (HapuyaH no-HaTaTbK
.CodTyep Ha Tpetn nuua“). CodpTyep ¢ oTBOpeH maxodeH koa u CodTyep Ha TpeTu nuua
Moxe ga 6bde npegocTaBeH B paMKMTE Ha CbLIOTO NpedaBaHe Ha enekTPOoHHU dhannose KaTo
CODTYEPA, Ho Te npeactaBnasaT otgenHn n obocobernn nporpamu. COPTYEPDBT He e
npeameT Ha GPL unu apyr nuueHsn 3a copTyep ¢ OTBOPEH U3XOAEH Kog,.

Ako n pokonkoto QIAGEN npepoctass CodTyep Ha TpeTu nuua, ycrnosusiTa B NULUEH3a 3a
cbwma Codptyep Ha TpeTv nuua ce npunarat AONbAHUTENHO W C NpeaumcTBo. Ako e
npepoctaseH CodTyep C OTBOPEH M3XOAEH KOA, YCNoBUSTa B nuueHsa 3a cbwms CodTyep ¢
OTBOpPEH U3XOAEH Ko ce npunarat gonbnHutenHo n ¢ npeammctso. QIAGEN ce 3agbnxkasa aa
Bu npepoctaBu u3xogHus koa Ha cboTBeTHUS CodTyep C OTBOPEH U3XOAEH KoA, ako
ycrnoBusita B nuueHsa Ha cblwma CodTyep C OTBOPEH W3XOAEH KOA BKMOYBaT TakoBa
sagbmkeHne. QIAGEN ce 3agbmkasa ga ysegomu, ako COOTYEPBT cbavpxa CodTyep Ha
Tpetn nuua n/mnu CodTyep C OTBOPEH U3XOAEH KOA, U Aa NpefocTaBn CbOTBETHUTE YCNOBUS
Ha TEXHWUTE NMULIeH3N NpuW MOVCKBaHE.

2. HOBW BEPCUU

Ako COOTYEPDBT npefcrtaensea HaarpaxgaHe Bbpxy no-ctapa Bepcus, Bu ce npepocrass
€OMHCTBEH NULIEH3 3a ABETe KOMUs U HAMaTe npaBo Aa MPEeXBbPpsTe NMOOTAENMHO NPEeAULLHN
BEpPCUMKN, OCBEH KaTO €[HOKPaTHO OKOHYaTenHO MNpexBbpnsHe Ha Apyr nonsesaten Ha
nocrnegHarta U BCUYKW NMPeAuLLHN BEPCUW, KAKTO € paspeLLeHo B pasaen 4 no-gony.

3. ABTOPCKO NPABO

COO®TYEPDBT, 3aegHo ¢ Bcuukm m3obpaxeHus u TekctoBe B COPTYEPA, e 3awmrteH C
aBTOPCKO MpaBoO OT repMaHCKMTE 3aKOHWM U MexayHapogHute crnoroabu 3a aBTOPCKOTO Npaso.
HsimaTe npaBo Aa konvpaTte nevyaTHu Matepuanu, npugpyxasawm COPTYEPA.
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4. APYIrnI OrPAHNYEHWA

Hsamate npaso ga otgaBate CODPTYEPA nog Haem vnuv Ha u3nnawiaHe, HO nmarte npaso Aa
npexsbpnute COPTYEPA v npuapyxaBalimte MUCMEHU MaTepuani OKOHYaTenHO Ha Apyr
KpaeH nonasaTen, cTura a M3TpueTe MHCTanauuoHHWTE dainnoBe OT Bawwusi komnoTbp 1
nonyyatenaT ga npuveme ycrnosusTa Ha Hactosiwoto CnopasymeHue. HamaTte npaBo Aa
aenpoektupaTte, gekomnunupate unu gesacembnupate COPTYEPA. Bcsiko npexBbprisiHe Ha
COO®TYEPA TpsbBa aoa BkNtoyBa nocrnegHata MHCTanMpaHa v BCUYKu NpeauvLLHA BEPCUN.

3abenexka: 3a AOMbAHUTENHN NIMLIEH3MOHHM CMOPa3yMeHus Ha coddTyep Ha TPeTu CTpaHu,
BkntoveHu B QlAstat-Dx Analyzer otngete B ,Options® (Onuwnm) > ,System Config*

(KoHdurypaumst Ha cuctemara) > ,Version Info“ (MHdopmaums 3a Bepcusita).

5. OrPAHUNYEHA TAPAHLINA

QIAGEN rapaHtupa, ye a) COOTYEPBT we pabotM no CbLECTBO B CbOTBETCTBME C
npuapyxasawmMte neyatHu MaTepumanu 3a nepuon ot aesetaeceT (90) AHWM OT paTata Ha
nonyyasaHe. Bcuukn nopgpasbupawim ce rapaHumm 3a COPTYEPA ca orpaHudeHn pgo
pesetaeceT (90) gHW. B HAKOM ObpXaBu M IOPUCAMKUMM HE Ca paspelleHn OrpaHuyeHus Ha
Ccpoka Ha nogpasbupalua ce rapaHums 1 B TO3U Cryyan NpegxogHOTO OrpaHUyeHne Moxe Aa He
ce oTHacs 3a Bac.

6. OBE3WETEHWA 3A KITMEHTA

Lianata otroBopHocT Ha QIAGEN n eanHcTBeHoTO oGesweTeHne 3a Bac, no ycmoTpeHve Ha
QIAGEN, ce cBexpaa 00 a) Bb3CTaHOBSABaHE Ha nnateHaTa ueHa unu 6) nonpaska Unv 3amMsHa
Ha CODTYEPA, koiTo He oTroBaps Ha ycnosusTa Ha OrpaHnyeHaTa rapaHums Ha QIAGEN n e
BbpHaT Ha QIAGEN c konve oOT nnaTexHusi OOKyMeHT 3a Hero. Hactosawata OrpaHuyeHa
rapaHums ce adynupa, ako HeusnpaBHocT Ha CO®PTYEPA e npuumMHeHa OT 3nononyka,
3noynoTtpeba nnu HenpaeunHo nsnonssaHe. Beaka 3amsaHa Ha CODPTYEPA vnma rapaHums go
ocTaTbka OT MbpBOHaYanHWA rapaHUMoHeH cpok unu Tpugecet (30) AHWM — KOMTO OT ABaTa
CpoKa e No-AbIbr.
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7. OrPAHMYEHA OTTOBOPHOCT

QIAGEN unu HeroBute AOCTaBYMLM B HUKAKbB Crlydal He HOCAT OTFOBOPHOCT 3a LweTu (B ToBa
yucno, 6e3 orpaHnyeHns, nponycHaTh Nonau, NpekbcBaHe Ha AeVHOCTTa, 3aryba Ha cnyxebHa
nHdopMaumua UnuM Opyrm MMYyLECTBEHW LIeTW, HenpeaBUAMMK LUEeTW, Nnnca Ha TbProBCKu
ycnex, KOCBEHU Ny nocneasailiy WeTtm — ocobeHo hMHaHCOBM — UK LEeTW, NPean3BrKaHn oT
MCKOBE Ha TPeTu Nnua), Bb3HMKHAMM OT U3MOM3BaHETO UMM HEBB3MOXHOCTTa 3a 13NoN3BaHe Ha
COO®TYEPA, popu ako QIAGEN e 6uno npegynpefeHo 3a Bb3MOXHOCTTA 3a Bb3HUKBaHe Ha
NnoAooHM LWeTw.

MNpeaxogHUTe OorpaHNyYeHns Ha OTFOBOPHOCTTA He BaXkaT B Clyvau Ha HapaHABaHUS UMK WeTwn,
npeansBuKaHu OT YMULLMEHW OEWACTBUSI UMW NPecTblHa HeBPEXHOCT, NN 3a OTFOBOPHOCT MO
3akoHa 3a oTroBopHocTTa 3a npoayktute (Produkthaftungsgesetz), rapaHumm uwnu gpyrm
3a4bIHKUTENHN 3aKOHOBM pasnopeaou.

npe,D,XO,CI,HOTO orpaHunyeHmne Baxun CbOTBETHO U1 3a Cllydaun Ha:

e 3abaBsHe,
® o6esleTeHne nopaan gedekT,

® obesLleTeHne 3a UNULLHN Pa3HOCKHN.

8. BE3 MOOOPBXKA

Huwo B HacTtoswoTo CnopasymeHvne He 3agbmkaBa QIAGEN pa ocurypsiBa nogapbxka 3a
CODTYEPA. QIAGEN uma npaBo, HO He 1 3aabrkeHue fa kopurnpa gedektn 8 COPTYEPA
n/vnu ga npefoctaBu akTyanusauum Ha nuueHsononyyatenute Ha COPTYEPA. Tpabea aa
NonoXuTe [OCTaTb4yHO YCUNUS CBOEBPEMEHHO pfa cbobwasaTte Ha QIAGEN Bcuuku
eBeHTyanHo yctaHoBeHu pgedpektn B COPTYEPA, 3a ga cnomorHeTe 3a Cb3faBaHETO Ha
nonobpexu peaakuun Ha COPTYEPA.

Bcsako ocurypsiBaHe Ha eBeHTyanHa noaapwbxka oT ctpaHa Ha QIAGEN 3a CO®TYEPA
(BKMIOUMTENHO NOAAPBXKKA 3a WMHCTanupaHe MO Mpexa) ce pernameHTVpa egMHCTBEHO Mo
OTAENHO cropa3yMeHue 3a NoaApbXKKa.
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9. TPEKPATABAHE

Ako He cnasuTe peda u ycnosusita Ha HactosioTo CnopasymeHune, QIAGEN uma npaBo ga
npekpat HactoawoTto CrnopasymeHne u BaweTto npaBo M MMLEH3 3a W3MNON3BaHETO Ha
COPTYEPA. WmaTe npaBo Aa npekpatute HacTtoswoTto CnopasymeHve BbB BCEKM eauH
MomeHT, kato ysegomuTe QIAGEN. Cnep npekpaTsaBaHeTo Ha Hactoswoto CnopasymeHve
TpsibBa fa ustpuete COPTYEPA ot BawmTte KOMMIOTPY 1 apXUBMW.

NMPUEMATE, YE CNEO NPEKPATABAHETO HA HACTOAWOTO CrNOPA3YMEHME 11O
KAKBATO W OA BUIIO MPUYMHA QIAGEN MOXE JA B3EME MEPK/ CO®TYEPBT JA HE
PABOTW MNOBEYE.

10. PErMAMEHTUPALLO NPABO, KOMMETEHTHOCT

HacTtoswoTto CnopasymeHue ce TbilkyBa B CbOTBETCTBME CbC 3aKOHWTE Ha [epmaHus, kato
pasnopeabute 3a MPOTMBOPEYME B 3aKOHOAATENCTBOTO HaAMaT cuna. [lpunaraHeTto Ha
pasnopenbute Ha KoHeeHuusita Ha OOH 3a gorosopuTe 3a MexayHapoaHa npogaxba Ha CTOoKM
ce u3knuBa. Ako B gpyra pasnopegba Ha Hactosiwoto CrnopasymMeHue W3PUYHO He €
NMOCOYEHO [pyro, CcTpaHuTe MO HacTosAwoTo CnopasymeHue npuemMaT WU3KIYuTenHaTa
KOMMNETEeHTHOCT Ha cbaunuwata B [iocengopd.
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11.6 OcBoboxgaBaHe OT rapaHuum

OCBEH N3NOXEHATA B PEJA N YCINNOBUATA HA QIAGEN 3A NMPOOAXBA HA QlAstat-Dx
Analyzer 1.0, QIAGEN HE NMOEMA HUKAKBA OTFOBOPHOCT N CE OCBOBOXOABA OT
BCAKA N3PUYHA U MOOPA3BUNPALLA CE TAPAHUUA BbB BPB3KA C YINOTPEBATA
HA QlIAstat-Dx Analyzer 1.0, BKITIOYNTENHO OTFOBOPHOCT W TAPAHUNA 3A
NPOOABAEMOCT, rOAHOCT 3A OMPEAENEHA LEN UM HAPYWABAHE HA TATEHT,
ABTOPCKO U APYTO MNMPABO BbPXY UHTENEKTYAJIHA COECTBEHOCT HABCAKBLAE
Mo CBETA.

QlAstat-Dx Analyzer 1.0 uma Ethernet nopt. KynyBaubT Ha QIAstat-Dx Analyzer 1.0 Hocu
usanata OTFOBOPHOCT 3a npegnasBaHe OT BCEKM U BCUYKM KOMMIOTbPHU BUPYCU, YepBew,
TPOSIHCKM KOHe, BpeAeH CoTyep, XakepcKku aTaku unv apyr Tmn npobmeum B knbepcurypHocTTa.
QIAGEN He noema OTrOoBOpPHOCT 3a KOMMHOTbLPHU BUPYCU, YEpBEM, TPOSHCKU KOHE, BpedeH
cogpTyep, Xakepcku aTaku unu apyr Tmn npobmem B knbepcurypHocTTa.
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11.7 TepMUHOSOrNYEH peYHUK

AHanutnyeH mopyn (AM): OcHoBHuAT xapgyepeH mogyn Ha QlAstat-Dx Analyzer 1.0,
OTroBapsiy, 3a M3MbIHEHWETO Ha TecToBe C kaceTu 3a aHanus QlAstat-Dx. YnpasnsaBa ce oT
onepatusHusa mogyrn (OM).

®dann ¢ pgedumHuumA Ha aHanus3: Pann ¢ gedmHUMUMA Ha aHanu3 e Heobxoamm 3a
n3nbrnHeHeTo Ha aHanu3 Ha QlAstat-Dx Analyzer 1.0. CbabpxaHueTo Ha anna onucea kakeo
MOXe [ja ce U3MepBa, Kak Aa ce U3MepBa U kak fa ce oueHaBaT HeobpaboTeHuTe pe3ayntaTtu oT
namepBaHeto. ®annbT TpabBa aa ce umnoptupa B QlAstat-Dx Analyzer 1.0 npean nbpBOTO
M3MbIIHEHME HA aHanu3a.

GUI: I'padhmueH noTpebutenckn nHtepdeinc.
IFU: UHcTpykumm 3a ynotpeba.

OnepatuBeH wmopyn (OM): Cneuuwanuavpanuat xapgyep Ha QlAstat-Dx Analyzer 1.0,
ocurypsieall, notpebutenckust HTepdenc 3a 1-4 aHanutuyHn moayna (AM).

MoTtpebuTen: Ilnue, koeto pabotn c QlAstat-Dx Analyzer 1.0 no npegHa3HaveHve.
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cTopusa Ha pedakumst Ha AOKyMeHTa

Oata Mpomenn
Pepakums 1 MbpBa pepakuus. 3a ynotpeba cbe codTyep
HB-2636-001 Bepcusa 1.2.x unn no-Hosa.
04/2019
Pepakuus 2 [o6aBeHu ca pasgenu oTHOCHO 6e3onacHocTTa Ha
HB-2636-002 AaHHWTe U 13nosiseaHeTo Ha USB ycTponcTBo 3a
06/2020 CbXpaHEeHWE; MbpBOHA4arnHa KoHpUrypaums Ha
codpTyepa Ha QlAstat-Dx Analyzer; cb3gaBaHe Ha
NMOMOLLIEH MaKeT; apXuBMpaHe Ha pe3yntaTu;
aKkTyanusauum Ha cuctemara; perMcTpypaHe Ha
OTKpPUBAaHE N OTCTPaHsIBAHE Ha IPELLKM; N MHCTanupaHe
1 KOH(UIypupaHe Ha NpuHTep.
[ob6aBeHa e npenpaTtka kbM QlAstat-Dx Analyzer 1.0
Printer Setup Guide.
3a ynotpeba cbc codTyep Bepcus 1.3.x nnv no-Hoea.
Pepakuusa 3 [obGaBeHn pasgenu 3a HacTporikute Ha QlAsphere;
HB-2636-003 HaCTPOWKN Ha MPEXOBU OSNOBE; CTpaHuLa 3a
01/2021 CbCTOSIHUETO Ha aHaNUTUYHMS MOAYI, Cb3aBaHe Ha

enuaemMuosiorMyeH Joknag v pe3epBHO KoMue Ha
cuctemara.

Aktyanuanpanu durypu 30, 33, 34, 44, 61-72, 75 n 76,
3a fa ce OTpassaT akTyanuanpaHuTe yHKLUMOHANHOCTH.
AkTyanuanpanu Tabnvum 3a onuuuTe 3a yrnpasreHve Ha
aHanuau, HanM4yHW permoHanHn HaCcTPOMKX, HarNYHN
o6wwm HacTpoikn n HIS/LIS HacTpoiiku.

[obaBeHa e HOBa npoLeaypa 3a OTCTpaHsiBaHe Ha
npobnemu 3a HeakTMBHM akTyanu3auus Ha cuctemaTta u
pes3epBHO KOMUe Ha cucTemara.

3a ynotpeba cbc codpTyep Bepcusi 1.4.x unm no-Hoea.
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